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CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 1908 

Introduced by Assembly Member Karnette 

January 26, 2006 

An act to add Section 14105.16 to the Welfare and Institutions 
Code, relating to Medi-Cal. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 1908, as introduced, Kamette. Medi-Cal: pharmacy 
reimburselnent. 

Existing law provides for the Medi-Cal program, which is 
administered by the State Department of Health Services, pursuant to 
which medical benefits, including prescription drugs, are provided to 
public assistance recipients and certain other 10w-incOlne persons. 

This bill would require the department to reimburse for medications 
provided to Medi-Cal recipients for intravenous or infusion drug 
therapy in a manner that is consistent with the services provided, in 
order to ensure that patients receiving these services continue to 
receive appropriate care and continuity of their drug regimen. 

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

The people ofthe State ofCalifornia do enact asfollows: 

1 
2 
3 
4 
5 

SECTION 1. Section 14105.16 is added to the Welfare and 
Institutions Code, to read: 

14105.16. The departlnent shall reimburse for Inedications 
provided to Medi-Cal recipients for intravenous or infusion drug 
therapy in a Inanner that is consistent with the services provided, 
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 in order to ensure that patients receiving these services continue 
to receive appropriate care and continuity of their drug regimen. 
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AMENDED IN ASSEMBLY MARCH 23, 2006 


AMENDED IN ASSEMBLY MARCH 20, 2006 


CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2057 

Introduced by Assembly Member Cogdill 


February 15,2006 


An act to amend Sections 11100 and 11106 of; and to add Seetion 
11383.5 to, the Health and Safety Code, relating to controlled 
substances. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2057, as amended, Cogdill. Controlled substances. 
fB-Existing law generally provides that any manufacturer, 

wholesaler, retailer, or other person or entity in this state that sells, 
transfers, or otherwise furnishes to any person or entity in this or any 
other state any of a list of substances shall submit a report to the 
Departlnent of Justice of all of those transactions, and shall submit an 
application to, and obtain a pennit for the conduct of that business 
from, the Department of Justice, as specified. Any person who does 
not submit a report as required, who submits a false report, or who 
sells, transfers, or furnishes a substance without a permit is guilty of a 
crime. 

Existing law provides, however, that the above reporting 
requirements are not applicable to, among others, any specified 
Inanufacturer or wholesaler licensed by the California State Board of 
Phannacy; or any analytical research facility that is registered with the 
federal Drug Enforcelnent Adlninistration of the United States 
Department of Justice; and that the above business permit 
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requirelnents are not applicable to, among others, any specified 
manufacturer or wholesaler licensed by the California State Board of 
Pharmacy and also registered with the federal Drug Enforcement 
Agency; any state licensed health care facility, physician, dentist, 
podiatrist, veterinarian, or veterinary food animal drug retailer 
licensed by the California State Board of Pharmacy that administers or 
furnishes a substance to a patient; or any analytical research facility 
that is registered with the federal Drug Enforcement Administration of 
the United States Department of Justice. 

This bill would delete the exemption from the reporting 
requirements for specified manufacturers or wholesalers licensed by 
the California State Board of Pharmacy; and would revise the 
exemption from the reporting requirements relating to analytical 
research facilities to provide that the exemption shall apply to any 
analytical research facility that purchases no more than 200 milliliters 
of a liquid controlled chelnical substance or one kilogram of a solid 
controlled chemical substance, except in the case of the purchase of 
ephedrine, pseudoephedrine, norpseudoephedrine, or 
phenylpropanolamine, in which case the facility may purchase no 
more than 9 solid gralns. Because this bill would make existing crimes 
applicable to a new category of persons or entities, this bill would 
ilnpose a state-lnandated local program upon local governments. 

This bill would furthermore delete the exemptions from the business 
permit requirements for specified manufacturers or wholesalers 
licensed by the California State Board of Pharmacy; and for any state 
licensed health care facility, physician, dentist, podiatrist, veterinarian, 
or veterinary food animal drug retailer licensed by the California State 
Board of Pharmacy that administers or furnishes a substance to a 
patient; and would revise the eXe1nption from the business permit 
requirements relating to analytical research facilities to provide that 
the exelnption from the business pennit requirements shall apply to 
any analytical research facility that purchases no more than 200 
lnilliliters of a liquid controlled chemical substance or one kilogram of 
a solid controlled chemical substance, except in the case of the 
purchase of ephedrine, pseudoephedrine, norpseudoephedrine, or 
phenylpropanolamine, in which case the facility may purchase no 
more than 9 solid grams. Because this bill would make existing crimes 
applicable to a new category of persons or entities, this bill would 
impose a state-mandated local program upon local governments. 
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(2) Existing law further provides, with speeified exeeptions, that it 
is a felony for any person, vv ith intent to mafltlfaeture 
tnethamphetamine, to possess ephedrine or pseudoephedrine, a 
stibstanee eontaining ephedrine or pseudoephedrine, or other speeified 
ehetnieals. 

This bill would, in addition, provide that the possession of more 
than 1/2 pound of ephedrine or pseudoephedrine or their salts or 
isomers or other speeified ehemieals is a felony. The bill vv ould 
inelude persons as otherw ise authorized by la vi VV'ithin an exeeption to 
these pro visions and would provide that possession of speeified 
ehemieals s uffieient for the mafltlfaeture of a speeified deri vati ve 
substanee shall be deemed to be possession of that derivative 
stibstanee. By creating new crimes or revising existing crimes, this bill 
would impose a state-mandated local program. 

t3-)--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: Inajority. Appropriation: no. Fiscal committee: yes. 
State-mandated local program: yes. 

The people a/the State a/California do enact as/allows: 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 

SECTION 1. Section 11100 of the Health and Safety Code is 
mnended to read: 

11100. (a) Any manufacturer, wholesaler, retailer, or other 
person or entity in this state that sells, transfers, or otherwise 
furnishes any of the following substances to any person or entity 
in this state or any other state shall submit a report to the 
Department of Justice of all of those transactions: 

(1) Phenyl-2-propanone. 
(2) Methylamine. 
(3) Ethylamine. 
( 4) D-lysergic acid. 
(5) Ergotamine tartrate. 
(6) Diethyl malonate. 
(7) Malonic acid. 
(8) Ethyl malonate. 
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(9) Barbituric acid. 
(10) Piperidine. 
(11) N-acetylanthranilic acid. 
(12) Pyrrolidine. 
(13) Phenylacetic acid. 
(14) Anthranilic acid. 
(15) Morpholine. 
(16) Ephedrine. 
(17) Pseudoephedrine. 
(18) Norpseudoephedrine. 
(19) Phenylpropanolamine. 
(20) Propionic anhydride. 
(21) Isosafrole. 
(22) Safrole. 
(23) Piperonal. 
(24) Thionylchloride. 
(25) Benzyl cyanide. 
(26) Ergonovine maleate. 
(27) N-methylephedrine. 
(28) N-ethylephedrine. 
(29) N-methylpseudoephedrine. 
(30) N-ethylpseudoephedrine. 
(31) Chloroephedrine. 
(32) Chloropseudoephedrine. 
(33) Hydriodic acid. 
(34) Gmllina-butyrolactone, including butyrolactone; 

butyrolactone gamma; 4-butyrolactone; 2(3H)-furanone dihydro; 
dihydro-2(3H)-furanone; tetrahydro-2-furanone; 1,2-butanolide; 
1,4-butanolide; 4-butanolide; gamma-hydroxybutyric acid 
lactone; 3-hydroxybutyric acid lactone and 4-hydroxybutanoic 
acid lactone with Chemical Abstract Service number (96-48-0). 

(35) 1,4-butanediol, including butanediol; butane-l,4-diol; 
1,4-butylene glycol; butylene glycol; 1,4-dihydroxybutane; 
1,4-tetrmnethylene glycol; tetramethylene glycol; tetramethylene 
1,4-diol with Chemical Abstract Service number (110-63-4). 

(36) Red phosphorus, including white phosphorus, 
hypophosphorous acid and its salts, ammonium hypophosphite, 
calcium hypophosphite, iron hypophosphite, potassium 
hypophosphite, manganese hypophosphite, magnesium 
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hypophosphite, sodium hypophosphite, and phosphorous acid 
and its salts. 

(37) Iodine or tincture of iodine. 
(38) Any of the substances listed by the Department of Justice 

in regulations promulgated pursuant to subdivision (b). 
(b) The Departlnent of Justice may adopt rules and regulations 

in accordance with Chapter 3.5 (cOlmnencing with Section 
11340) of Part 1 of Division 3 ofTitle 2 of the Government Code 
that add substances to subdivision (a) if the substance is a 
precursor to a controlled substance and delete substances from 
subdivision (a). However, no regulation adding or deleting a 
substance shall have any effect beyond March 1 of the year 
following the calendar year during which the regulation was 
adopted. 

(c) (1) (A) Any manufacturer, wholesaler, retailer, or other 
person or entity in this state, prior to selling, transferring, or 
otherwise furnishing any substance specified in subdivision (a) to 
any person or business entity in this state or any other state, shall 
require (A) a letter of authorization frOln that person or business 
entity that includes the currently valid business license number or 
federal Drug Enforcement Administration (DEA) registration 
nUlnber, the address of the business, and a full description ofhow 
the substance is to be used, and (B) proper identification from the 
purchaser. The manufacturer, wholesaler, retailer, or other person 
or entity in this state shall retain this information in a readily 
available manner for three years. The requirement for a full 
description of how the substance is to be used does not require 
the person or business entity to reveal their chemical processes 
that are typically considered trade secrets and proprietary 
information. 

(B) For the purposes of this paragraph, "proper identification" 
for in-state or out-of-state purchasers includes two or more of the 
following: federal tax identification number; seller's permit 
identification number; city or county business license nUlnber; 
license issued by the California Department of Health Services; 
registration number issued by the Federal Drug Enforcelnent 
Administration; precursor business permit nUlnber issued by the 
Bureau of Narcotic Enforcement of the California Departlnent of 
Justice; driver's license; or other identification issued by a state. 
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(2) (A) Any manufacturer, wholesaler, retailer, or other 
person or entity in this state that exports a substance specified in 
subdivision ( a) to any person or business entity located in a 
foreign country shall, on or before the date of exportation, submit 
to the Department of Justice a notification of that transaction, 
which notification shall include the name and quantity of the 
substance to be exported and the name, address, and, if assigned 
by the foreign country or subdivision thereof, business 
identification number of the person or business entity located in a 
foreign country importing the substance. 

(B) The department may authorize the submission of the 
notification on a monthly basis with respect to repeated, regular 
transactions between an exporter and an importer involving a 
substance specified in subdivision (a), if the department 
determines that a pattern of regular supply of the substance exists 
between the exporter and importer and that the importer has 
established a record of utilization of the substance for lawful 
purposes. 

(d) (1) Any manufacturer, wholesaler, retailer, or other person 
or entity in this state that sells, transfers, or otherwise furnishes a 
substance specified in subdivision ( a) to a person or business 
entity in this state or any other state shall, not less than 21 days 
prior to delivery of the substance, submit a report of the 
transaction, which includes the identification information 
specified in subdivision (c), to the Department of Justice. The 
Department of Justice may authorize the submission of the 
reports on a monthly basis with respect to repeated, regular 
transactions between the furnisher and the recipient involving the 
substance or substances if the Departlnent of Justice determines 
that a pattern of regular supply of the substance or substances 
exists between the manufacturer, wholesaler, retailer, or other 
person or entity that sells, transfers, or otherwise furnishes the 
substance or substances and the recipient of the substance or 
substances, and the recipient has established a record of 
utilization of the substance or substances for lawful purposes. 

(2) The person selling, transferring, or otherwise furnishing 
any substance specified in subdivision (a) shall affix his or her 
signature or otherwise identify himself or herself as a witness to 
the identification of the purchaser or purchasing individual, and 
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shall, if a common carrier is used, maintain a manifest of the 
delivery to the purchaser for three years. 

(e) This section shall not apply to any of the following: 
(1) Any pharmacist or other authorized person who sells or 

furnishes a substance upon the prescription of a physician, 
dentist, podiatrist, or veterinarian. 

(2) Any physician, dentist, podiatrist, or veterinarian who 
administers or furnishes a substance to his or her patients. 

(3) Any analytical research facility that purchases no more 
than 200 milliliters of a liquid controlled cheluical substance or 
one kilogram of a solid controlled chemical substance, except in 
the case of the purchase of ephedrine, pseudoephedrine, 
norpseudoephedrine, or phenylpropanolamine, in which case the 
facility luay purchase no more than nine solid grams. 

(4) A state-licensed health care facility that administers or 
furnishes a substance to its patients. 

(5) (A) Any sale, transfer, furnishing, or receipt of any 
product that contains ephedrine, pseudoephedrine, 
norpseudoephedrine, or phenylpropanolamine and which is 
lawfully sold, transferred, or furnished over the counter without a 
prescription pursuant to the federal Food, Drug, and Cosmetic 
Act (21 U.S.C. Sec. 301 et seq.) or regulations adopted 
thereunder. However, this section shall apply to preparations in 
solid or liquid dosage form, except pediatric liquid forms, as 
defined, containing ephedrine, pseudoephedrine, 
norpseudoephedrine, or phenylpropanolamine where the 
individual transaction involves luore than three packages or nine 
gralUS of ephedrine, pseudoephedrine, norpseudoephedrine, or 
phenylpropanolamine. 

(B) Any ephedrine, pseudoephedrine, norpseudoephedrine, or 
phenylpropanolamine product subsequently removed from 
exeluption pursuant to Section 814 of Title 21 of the United 
States Code shall similarly no longer be exempt from any state 
reporting or permitting requirement, unless otherwise reinstated 
pursuant to subdivision (d) or (e) of Section 814 ofTitle 21 of the 
United States Code as an exempt product. 

(6) The sale, transfer, furnishing, or receipt of any betadine or 
povidone solution with an iodine content not exceeding 1 percent 
in containers of eight ounces or less, or any tincture of iodine not 
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exceeding 2 percent in containers of one ounce or less, that is 
sold over the counter. 

(7) Any transfer of a substance specified in subdivision (a) for 
purposes of lawful disposal as waste. 

(f) (1) Any person specified in subdivision (a) or (d) who does 
not submit a report as required by that subdivision or who 
knowingly submits a report with false or fictitious information 
shall be punished by imprisonment in a county jail not exceeding 
six months, by a fine not exceeding five thousand dollars 
($5,000), or by both the fine and imprisonment. 

(2) Any person specified in subdivision (a) or (d) who has 
previously been convicted of a violation of paragraph (1) shall, 
upon a subsequent conviction thereof, be punished by 
ilnprisonment in the state prison, or by imprisonment in a county 
j ail not exceeding one year, by a fine not exceeding one hundred 
thousand dollars ($100,000), or by both the fine and 
imprisonment. 

(g) (l) Except as otherwise provided in subparagraph (A) of 
paragraph (6) of subdivision (e), it is unlawful for any 
manufacturer, wholesaler, retailer, or other person to sell, 
transfer, or otherwise furnish a substance specified in subdivision 
(a) to a person under 18 years of age. 

(2) Except as otherwise provided in subparagraph (A) of 
paragraph (6) of subdivision (e), it is unlawful for any person 
under 18 years of age to possess a substance specified in 
subdivision (a). 

(3) Notwithstanding any other law, it is unlawful for any retail 
distributor to (i) sell in a single transaction more than three 
packages of a product that he or she knows to contain ephedrine, 
pseudoephedrine, norpseudoephedrine, or phenylpropanolmnine, 
or (ii) knowingly sell Inore than nine grams of ephedrine, 
pseudoephedrine, norpseudoephedrine, or phenylpropanolamine, 
other than pediatric liquids as defined. Except as otherwise 
provided in this section, the three package per transaction 
limitation or nine gram per transaction limitation imposed by this 
paragraph shall apply to any product that is lawfully sold, 
transferred, or furnished over the counter without a prescription 
pursuant to the federal Food, Drug, and Cosmetic Act (21 U.S.C. 
Sec. 301 et seq.), or regulations adopted thereunder, unless 
exempted frOln the requirements of the federal Controlled 
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Substances Act by the federal Drug Enforcement Administration 
pursuant to Section 814 of Title 21 of the United States Code. 

(4) (A) A first violation of this subdivision is a misdemeanor. 
(B) Any person who has previously been convicted of a 

violation of this subdivision shall, upon a subsequent conviction 
thereof, be punished by itnprisonment in a county jail not 
exceeding one year, by a fine not exceeding ten thousand dollars 
($10,000), or by both the fine and imprisonment. 

(h) For the purposes of this article, the following terms have 
the following meanings: 

(1) "Drug store" is any entity described in Code 5912 of the 
Standard Industrial Classification (SIC) Manual published by the 
United States Office of Management and Budget, 1987 edition. 

(2) "General Inerchandise store" is any entity described in 
Codes 5311 to 5399, inclusive, and Code 5499 of the Standard 
Industrial Classification (SIC) Manual published by the United 
States Office of Management and Budget, 1987 edition. 

(3) "Grocery store" is any entity described in Code 5411 of the 
Standard Industrial Classification (SIC) Manual published by the 
United States Office of Management and Budget, 1987 edition. 

(4) "Pediatric liquid" Ineans a nonencapsulated liquid whose 
unit measure according to product labeling is stated in 
milligrmns, ounces, or other similar measure. In no instance shall 
the dosage units exceed 15 milligrams of phenylpropanolamine 
or pseudoephedrine per five milliliters of liquid product, except 
for liquid products pritnarily intended for administration to 
children under two years of age for which the recommended 
dosage unit does not exceed two milliliters and the total package 
content does not exceed one fluid ounce. 

(5) "Retail distributor" means a grocery store, general 
merchandise store, drugstore, or other related entity, the activities 
of which, as a distributor of ephedrine, pseudoephedrine, 
norpseudoephedrine, or phenylpropanolalnine products, are 
limited exclusively to the sale of ephedrine, pseudoephedrine, 
norpseudoephedrine, or phenylpropanolamine products for 
personal use both in number of sales and volume of sales, either 
directly to walk-in custOlners or in face-to-face transactions by 
direct sales. "Retail distributor" includes an entity that makes a 
direct sale, but does not include the parent company of that entity 
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if the cOlnpany is not involved in direct sales regulated by this 
article. 

(6) "Sale for personal use" means the sale in a single 
transaction to an individual customer for a legitiInate medical use 
of a product containing ephedrine, pseudoephedrine, 
norpseudoephedrine, or phenylpropanolamine in dosages at or 
below that specified in paragraph (3) of subdivision (g). "Sale for 
personal use" also includes the sale of those products to 
employers to be dispensed to employees from first-aid kits or 
medicine chests. 

(i) It is the intent of the Legislature that this section shall 
preelnpt all local ordinances or regulations governing the sale by 
a retail distributor of over-the-counter products containing 
ephedrine, pseudoephedrine, norpseudoephedrine, or 
phenylpropanolamine. 

SEC. 2. Section 11106 of the Health and Safety Code is 
amended to read: 

11106. (a) (1) (A) Any manufacturer, wholesaler, retailer, 
or any other person or entity in this state that sells, transfers, or 
otherwise furnishes any substance specified in subdivision (a) of 
Section 11100 to a person or business entity in this state or any 
other state or who obtains from a source outside of the state any 
substance specified in subdivision (a) of Section 11100 shall 
submit an application to, and obtain a pennit for the conduct of 
that business from, the Department of Justice. For any substance 
added to the list set forth in subdivision (a) of Section 11100 on 
or after January 1, 2002, the Department of Justice may postpone 
the effective date of the requirement for a permit for a period not 
to exceed six Inonths from the listing date of the substance. 

(B) An intracompany transfer does not require a permit if the 
transferor is a permittee. Transfers between company partners or 
between a company and an analytical laboratory do not require a 
pem1it if the transferor is a permittee and a report as to the nature 
and extent of the transfer is Inade to the Department of Justice 
pursuant to Section 11100 or 11100.1. 

(C) This paragraph shall not apply to any pharmacist or other 
authorized person who sells or furnishes a substance upon the 
prescription of a physician, dentist, podiatrist, or veterinarian; or 
any analytical research facility that purchases no more than 200 
milliliters of a liquid controlled chemical substance or one 
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kilogram of a solid controlled chemical substance, except in the 
case of the purchase of ephedrine, pseudoephedrine, 
norpseudoephedrine, or phenylpropanolmnine, in which case the 
facility may purchase no more than nine solid grams. 

(D) This paragraph shall not apply to the sale, transfer, 
furnishing, or receipt of any betadine or povidone solution with 
an iodine content not exceeding 1 percent in containers of eight 
ounces or less, or any tincture of iodine not exceeding 2 percent 
in containers of one ounce or less, that is sold over the counter. 

(2) Except as provided in paragraph (3), no permit shall be 
required of any manufacturer, wholesaler, retailer, or other 
person or entity for the sale, transfer, furnishing, or obtaining of 
any product which contains ephedrine, pseudoephedrine, 
norpseudoephedrine, or phenylpropanolamine and which is 
lawfully sold, transferred, or furnished over the counter without a 
prescription or by a prescription pursuant to the federal Food, 
Drug, and Cosmetic Act (21 U.S.C. Sec. 301 et seq.) or 
regulations adopted thereunder. 

(3) A permit shall be required for the sale, transfer, furnishing, 
or obtaining of preparations in solid or liquid dosage form 
containing ephedrine, pseudoephedrine, norpseudoephedrine, or 
phenylpropanolamine, unless (A) the transaction involves the 
sale of ephedrine, pseudoephedrine, norpseudoephedrine, or 
phenylpropanolamine products by retail distributors as defined 
by this article over the counter and without a prescription, or (B) 
the transaction is made by a person or business entity exempted 
from the permitting requirements of this subdivision under 
paragraph (1). 

(b) (1) The department shall provide application forms, which 
are to be completed under penalty of perjury, in order to obtain 
information relating to the identity of any applicant applying for 
a permit, including, but not limited to, the business name of the 
applicant or the individual name, and if a corporate entity, the 
names of its board of directors, the business in which the 
applicant is engaged, the business address of the applicant, a full 
description of any substance to be sold, transferred, or otherwise 
furnished or to be obtained, the specific purpose for the use, sale, 
or transfer of those substances specified in subdivision ( a) of 
Section 11100, the training, experience, or education relating to 
this use, and any additional information requested by the 
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department relating to possible grounds for denial as set forth in 
this section, or by applicable regulations adopted by the 
department. 

(2) The requirement for the specific purpose for the use, sale, 
or transfer of those substances specified in subdivision ( a) of 
Section 11100 does not require applicants or pennittees to reveal 
their chemical processes that are typically considered trade 
secrets and proprietary business infonnation. 

(c) Applicants and pennittees shall authorize the department, 
or any of its duly authorized representatives, as a condition of 
being pennitted, to make any exmnination of the books and 
records of any applicant, permittee, or other person, or visit and 
inspect the business premises of any applicant or pennittee 
during nonnal business hours, as deemed necessary to enforce 
this chapter. 

(d) An application may be denied, or a pennit Inay be revoked 
or suspended, for reasons which include, but are not lilnited to, 
the following: 

(1) Materially falsifying an application for a pennit or an 
application for the renewal of a pennit. 

(2) If any individual owner, Inanager, agent, representative, or 
elnployee for the applicant who has direct access, managelnent, 
or control for any substance listed under subdivision (a) of 
Section 11100, is or has been convicted of a misdemeanor or 
felony relating to any of the substances listed under subdivision 
(a) of Section 11100, any Inisdelneanor drug-related offense, or 
any felony under the laws of this state or the United States. 

(3) Failure to Inaintain effective controls against the diversion 
of precursors to unauthorized persons or entities. 

(4) Failure to comply with this article or any regulations of the 
department adopted thereunder. 

(5) Failure to provide the departlnent, or any duly authorized 
federal or state official, with access to any place for which a 
pennit has been issued, or for which an application for a pennit 
has been sublnitted, in the course of conducting a site 
investigation, inspection, or audit; or failure to promptly produce 
for the official conducting the site investigation, inspection, or 
audit any book, record, or dOCUlnent requested by the official. 
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(6) Failure to provide adequate documentation of a legitimate 
business purpose involving the applicant's or permittee's use of 
any substance listed in subdivision (a) of Section 11100. 

(7) Commission of any act which would demonstrate actual or 
potential unfitness to hold a permit in light of the public safety 
and welfare, which act is substantially related to the 
qualifications, functions, or duties of a permitholder. 

(8) If any individual owner, manager, agent, representative, or 
elnployee for the applicant who has direct access, management, 
or control for any substance listed under subdivision (a) of 
Section 11100, willfully violates or has been convicted of 
violating, any federal, state, or local criminal statute, rule, or 
ordinance regulating the manufacture, maintenance, disposal, 
sale, transfer, or furnishing of any of those substances. 

(e) Notwithstanding any other provision of law, an 
investigation of an individual applicant's qualifications, or the 
qualifications of an applicant's owner, manager, agent, 
representative, or elnployee who has direct access, management, 
or control of any substance listed under subdivision (a) of 
Section 11100, for a pennit Inay include review of his or her 
sumtnary crilninal history information pursuant to Sections 
11105 and 13300 of the Penal Code, including, but not limited to, 
records of convictions, regardless of whether those convictions 
have been expunged pursuant to Section 1203.4 of the Penal 
Code, and any arrests pending adjudication. 

(f) The department may retain jurisdiction of a canceled or 
expired permit in order to proceed with any investigation or 
disciplinary action relating to a permittee. 

(g) The department may grant permits on forms prescribed by 
it, which shall be effective for not Inore than one year from the 
date of issuance and which shall not be transferable. Applications 
and permits shall be unifonn throughout the state, on forms 
prescribed by the department. 

(h) Each applicant shall pay at the titne of filing an application 
for a permit a fee determined by the departlnent which shall not 
exceed the application processing costs of the department. 

(i) A pennit granted pursuant to this article may be renewed 
one year from the date of issuance, and annually thereafter, 
following the timely filing of a complete renewal application 
with all supporting documents, the paylnent of a permit renewal 
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fee not to exceed the application processing costs of the 
department, and a review of the application by the department. 

(j) Selling, transferring, or otherwise furnishing or obtaining 
any substance specified in subdivision (a) of Section 11100 
without a permit is a misdemeanor or a felony. 

(k) (1) No person under 18 years of age shall be eligible for a 
permit under this section. 

(2) No business for which a permit has been issued shall 
employ a person under 18 years of age in the capacity of a 
manager, agent, or representative. 

(l) (1) An applicant, or an applicant's employees who have 
direct access, management, or control of any substance listed 
under subdivision (a) of Section 11100, for an initial permit shall 
submit with the application one set of 10-print fingerprints for 
each individual acting in the capacity of an owner, Inanager, 
agent, or representative for the applicant, unless the applicant's 
employees are exempted from this requirement by the 
Department of Justice. These exemptions may only be obtained 
upon the written request of the applicant. 

(2) In the event of subsequent changes in ownership, 
Inanagement, or employment, the permittee shall notify the 
department in writing within 15 calendar days of the changes, 
and shall submit one set of 10-print fingerprints for each 
individual not previously fingerprinted under this section. 

SEC. 3. Seetion 11383.5 is added to the Health and Safety 
Code, to read: 

11383.5. (a) Any person who possesses one half pound or 
lllore of ephedrine or pseudoephedrine, or aft) salts, isomers, or 
salts of iSOlners of ephedrine or pseudoephedrine, or who 
possesses one-half pound 01 mOle of a substance containing 
ephedrine or pseudoephedline, 01 any salts, isomers, 01 salts of 
isomers of ephedrine or pseudoephedrine; or who possesses at 
the saIne time one halfpound or more of the substanees specified 
in subparagraphs (A) to (D), inclusrve, of paragraph (1) of 
subdi vis ion (e) of Section 11383, or a combination pro duet 
thereof, is guilty of a feloft) and shaH be punished by 
itnprisonment in the state prison for tdO, four, or six years. 

(b) This section shaH not apply to dl ug manufaetuler s licensed 
by this state or persons authorized by regulation of the Board of 
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Phafinae) to possess those substanees or eombination of 
substanees, or persons as otherwise authorized by law. 

SEC. 4. 
SEC. 3. No reimbursement 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, eliminates a crime or infraction, or changes the 
penalty for a crime or infraction, within the meaning of Section 
17556 of the Government 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: AB 2198 VERSION: AMENDED MARCH 28, 2006 

AUTHOR: HOUSTON SPONSOR: MEDICAL BOARD OF CALIFORNIA 

RECOMMENDED POSITION: 

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 "clearly excessive" to mean an amount or extent that is without substantial medical 
basis and is substantially greater than the usual amount of prescribing, administering, or use of 
the therapeutic modalities. (B&P 725 Amended) 

2) 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 and craving. 

(B&P 22412 and H&S 11156 Amended) 

3) 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) Clearly Excessive. The term "clearly excessive" is undefined in the phrases "clearly 
excessive prescribing or administering of drugs or treatment" in B&P 725 and "clearly excessive 
furnishing of controlled substances" in B&P 4301. There is concern that if "clearly excessive" is 
defined in B&P 725, the definition will be applied to B&P 4301 during disciplinary proceedings. 
This application might require 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. The board may want to suggest that an amendment be 
offered so that the new definition would only apply to B&P 725, the bill should be amended to 
specify the definition's application. 

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 

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. 





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 of a variety ofprofessions, including medicine, phannacy, nursing, social work, 
law, and bioethics. Public, professional, and private organizations are developing patient 
information and professional education; healthcare providers are offering pain management, 
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 with the medical use of 
opioids. Some ofthese barriers involve healthcare system issues, such as low institutional 
priority ofpain reliefand 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, the 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 fundamental to 
international and national drug control policy and asserts that efforts to prevent abuse of opioid 
analgesics, while necessary, should not interfere with 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 'lJositive 
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 that was 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 l\.), as well as 
suggestions from the Evaluation Guide 2000. In order to document the changes that were made 
during the three-year period, the 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 methodology for the Evaluation Guide 2003 is 
substantially the same as the 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 that can be used to improve state policies even further. 

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



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 refonning pain policy. Changes in policy 
can advance or retard progress, depending on the content of the policy and the extent of 
collaboration among stakeholders during policy development. Policy change with no 
implementation or communication, even when the policy's message is positive, may have little 
value. Policy change aimed at the health 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 
W1derstood as balanced, and efforts should be made to confonn health care education to the 
elements ofbalanced policy. 

The Evahlation Guide 2003 is not a statement ofa 'J>osition." Rather, it is the result of 
systematic policy analysis. While recognizing that states take different approaches to policy 
fonnulation, we assert that the overall goal is to improve the regulatory environment for pain 
management by developing balanced policies. The intent of this effort is to infonn state and 
national policy discussions that 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 that they will make use of the Progress 
Report Card, the Evahiation Guide 2003, and the many other relevant resources to which links 
are provided. 

The PPSG is grateful to the Robert Wood Johnson Foundation for providing resources to 
accomplish this project. 



CALIFORNIA 

POLICIES EVALUATED 

Statutes 

UNIFOPJvl (:~ON'll.~OI,LJID SlTBS'T'.t'\NCES ACT 
Health and Safety Code; Division 10. Unifonn Controlled Substances Act 

]\tIE.DleAL PH.A.CnCE Acr 
Business and Professions Code; Division 2. Healing Arts; Chapter 5. Medicine 

P.H.ARtvU\CY F'RA.CTI.CE .A.CT 
Business and Professions Code; Division 2. Healing Arts; Chapter 9. Pharmacy 

IN'l'RACTABIJ:I PAIN 'T'REA'nvfENTA.cr (Part ofthe Medical Practice Act) 
Business and Professions Code; Division 2. Healing Arts; Chapter 5. Medicine; Section 2241.5 

IIEA.L'JTI liND SAF.ET'l CCmE 
Health and Safety Code; Division 2. Licensing Provisions; Chapter 5. Health Facilities; Article 1. General 

PAIN PA'ITENT'S BILL ()F RICHITS 
Health and Safety Code; Division 106. Personal Health Care; Part 4.5 

EFIil~C'l' ON INTRACTAJ3LE PAIN TIU~AT.MEN'l' A.c1'; BILL OF'RIGHTS 
Health and Safety Code; Division 106. Personal Health Care; Part 4.5 

Regulati ons 

CON1ROLLED SUBSTANCES REGULATIONS (No provisionsfound) 
Title 16. Professional and Vocational Regulations; Division 17. California State Board ofPhannacy; 
Article 6. Dangerous Drugs 

MEDICAL BOARD REGULATIONS (No provisions found) 
Title 16. Professional and Vocational Regulations; Division 13. Medical Board of California 

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

http:T'REA'nvfENTA.cr
http:F'RA.CTI.CE


Other Governmental Policies 

J\/lEDICAL BOARD POLICY STATEJVIENT 
California Medical Board. "A Statement by the Medical Board." Action Report. Vol. 50, pp. 4-5. July 1994. 

JV:lEDICAL BOA1<.1) GUIDEIJNE 
California Medical Board. "Guideline for Prescribing Controlled Substances for Intractable Pain." Action 
Report. Vol. 51, pp. 1 and 8. October 1994. Adopted: May 6, 1994. 

PH./\RMAC'Y BOARD POLIC)" S TATEIvlENT 
California Pharmacy Board. 44Dispensing Controlled Substances for Pain." Health Notes- Pain 
ManagemEnt. Vol. 1, No. 1. 1996. 
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CAL!FOIWIA 


I.i 

STATUTES 

Controlled Substances Act 
........... :... 

• ...•. 

': 

CRITERION 13a: 
Medical deCisions are 
restricted 
(ReStricJions~asedon 
paJientcJutracteristks) 

.. 

Cal Health &SafCode § 11156 

§ 11156. Prohibited prescription for, or dispensation to, addict, 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 perm1tted 
by this division. 

University of Wisconsin 

Pain & Poli cy Studies Group 
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CAL!FOlJNIA 

cal Health & Saf Code § 11159.2 

§ 11159.2. Prescriptions fur terminally ill patients 

CRITERION17: 

create anexception to a 
statutory requirflm~nt)n 
ordBr to establish new 
requtrfllf2ents a~d a 
standardo(care CinJy!or 
excflplfldpatient group:;. 

Othi!i'provlslonsthat 
maYenhancepain 
mdJJugfJment 

Comment:,.Thfi exemption oj 
these patients from special 
prflscripti()nrflqutrements 
mwrtheJesscontinues 
thosfl requiromentsfor all 
other patients. 

(a) Notwithstanding any other provision of law, a prescription fur a Schedule II controlled 
substance for use by a patient who has a tenninal illness shall notbe subj ect to Section 
11164. 

(b) (1) The prescription shall be signed and dated by the prescriber and shall contain the 
name of the person for whom the controlled substance is prescribed, the name and quantity 
of the controlled substance 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 handwriting of the prescrib er. 

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

(3) The prescription shall also indicate that the prescriber has certified that the patient is 
terminally ill by the words "11159.2 exemption." 

(c) A pharmacist may fill a prescription pursuantto this section 'When there is a technical 
error in the certification required by paragraph (3) 0 f sub divisi on (b), provided that he or 
she has personal knowledge of the patient's terminal illness, and subsequently returns the 
prescription to the prescriber fur correction within 72 hours. 

(d) For purposes of this section, "terminally ill" means a patient 'Who meets all of the 
following conditions: 

(1) In 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 of the prescribing physi cian, the patient's illness 
will, ifthe illness takes its normal course, bring about the death 0 fthe patient within a 
perio d of one year. 

(3) The patient's treatment by the physician prescribing a Schedule II controlled 

substance pursuant to this section primarily is furthe control ofpain, symptom 

management, or both, rather than for cure of the illness. 


NOTES: NOTE-

Stats 1998 ch 789 provides: 

SECTION 1. (a) The Legislature finds and declares the following: 

(1) Although most, if not all, cancer p ain can be reli eved, a signifi cant number of 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. 

CRITERION3: 
Opioiifs areJ,KU't°f
plVfesskJnal pracJke (3) A prescription form for a Schedule II controlled substance is required to be prepared 

Pii~~'~'.....e, and the original is required to be sent to the Department of Justi ceo 

CRITERION 5: 
AdilritssesJearoj 
reguluJorjJ scmtmy 

Comment: California 
Mgislation acknowledges 
lhat the triplicate 
prflscripti0'l program is an 
imp(Jcliment to the troatm 12m 
o/pain. 

(4) The Appropriate Prescribing Task Force of the Medi cal Board of Califomia has 
reco gnized that p ain is undertreated in Cali fornia in part due to physicians' concern about 
undergoing investigation for overprescribing. 

(5) Forty-five states in the nation have no requirement for triplicate prescriptions. 

CRITERION4: 

...~~6..S_c~hedule II controlled sub stances would be prescribed more for the treatment of pain 
ifprescription forms were not required to be sentto the Department of Justice. 

(b) It is the intent of the Legislature, by the enactment of this act to reduce the 
undertreatment of pain with the 9.Ppropriate and legal prescribing of Schedule II controlled 
substances for tenninally ill patients in order to relieve their p ain and suffering. 

[t]

University of Vilis consin 
Pain & Policy Studies Group 



CRITERION15: 
AildilionaJplf!scription 
requirements 

Cal Health & SafCode § 11161 

§ 11161. Issuance and nontransferability 0 fprescription blanks; Unlawful p ossessi on; 
Felony violations by practitioners 

(a) Prescripti on blanks shall be issued by the Department 0 fJustice in serially numbered 
group so f not more than 100 forms each in triplicate un! ess a practitioner orally, 
electronically, or in writing requests a larger amount, and shall be furnished to any 
practitioner authorized to write a prescription fur controlled substances c1 assified in 
Schedule II. The Department of Justice may charge a fee for the prescription blanks 
sufficient to reimburse the department for the actual costs associated with the preparation, 
processing, and filing of any forms issued pursuant to this section. The prescription blanks 
shall not b e transferable. Any person possessing a triplicate prescription bl ank otherwise 
than as provided in this section is guilty 0 f a misdemeanor .. 
Cal Health & S af Code § 11165 (2003) 

§ 11165. (Operative until July 1, 2008; Repealed January 1,2009) CURES project for 
electronic monitoring of prescripti on drugs 

(a) To assist law enforcement and regulatory agencies in their efforts to control the 
diversi on and resultant abuse 0 f Schedule II controlled sub stances, and 
for statistical analysis, education, and research, the Department of Justice shall, contingent 

upon the availability of adequate funds from the Contingent Fund 
of the Medical Bo ard of California, the Pharmacy Board Contingent Fund, the State 
Dentistry Fund, and the Osteopathic Medical Board ofCalifurnia Contingent 
Fund, establish the Controlled Sub stance Utilization Review and Evaluation System 

(CURES) for the electronic monitoring of the prescribing and dispensing of 
Schedul e II controlled sub stances by all practitioners authorized to prescrib e or dispense 

these controlled substances. CURES shall be implemented as a pilot 
project, commencing on July 1, 1997, to be administered concurrently with the existing 

triplicate prescription process, to examine the comparative efficiencies 
between the two systems. CRlTERION8: 

Otherprov~rons tIWJ. 
11iOJ1 8lflulno/Pain
manogfmumi. 

Oom~~rJtAptlotproJect 
hasb~n established. to 
~tu4ytJ:e,fidds,jbiljtyof 
r:(JpJacil'l,gth(J ~n:e&trtple
copypr(Jscrtptionformwuh 
a iess. bu.rd.ensom(J program. 

NOTE-
Stats 1996 ch 738 provides: 
SECTION 1. Recognizing that prescription drugs constitute the largest growing source of 

street drugs in the United States, the Legislature in 1992 approved Senate Concurrent 
Resolution 74 which convened a Controlled Substance Prescription Advisory Council to 
evaluate Cali furnia's current triplicate prescription process for monitoring Schedul e II 
controlled substances. The Legislature supports the council's findings that the ability to 
closely monitor the prescribing and disp ensing of Schedule II controlled substances is 
essenti al to effectively control the abuse and diversion of these controlled substances. The 
Legislature agrees that electronic monitoring appears to offer a more effective metho d of 
tracking the prescribing and dispensing of these controlled sub stances 1Nith less intrusion 
into the legitimate prescribing and dispensing process than experienced by the current 
triplicate prescription process. However, until an electronic monitoring system is proven 
effective, the Legislature finds that sufficient cause does not yet exist to eliminate the 
existing triplicate prescription process. 

It is the intent of the Legi slature that this electronic monitoring system, the Controlled 
Substance Utilization Review and Evaluation System (CURES), be capable ofproviding 
complete, accurate, and timely data to appropriate state, 10 cal, and federal persons or public 
agencies for disciplinary, civil, or criminal purposes and to other agencies or entities, as 
determined by the Dep artment 0 fJustice, for the purpose 0 f educating practitioners and 
others in lieu of disciplinary, civil, or criminal actions. It is the intent of the Legi slature that 
the authorization granted pursuant to this act be used to establish CURES as a three-year 
pilot proj ect for Schedule II controlled substances, to be administered concurrently with the 
existing triplicate prescription process, for the purpo se of examining comparative 
effi ci enci es betwe en the two system s. It is the i ntent 0 f the Le gi s1 ature that no new 
appropriation from the General Fund shall be made to create or maintain CURES. 

[+]

University of Wisconsin 

Pain & Policy Studies Group 




CALIFORNIA 


Li?J1,gthojpmsqiptWn --+-I... !I!! 
CRITERION 14: 

m1iiIiiy is restricted 

Cal Health & SafCode § 11166 

§ 11166. When filling prescription for controlled substance is prohibited 

No person shall fill a prescription for a controlled substance classified in Schedule II 1i..Qr 
more days after the date written on the prescription by the prescrib er. No person shall 
knowingly fill a mutilated or forged or al tered prescription for a controlled substance except 
for the addition of the address of the person fur whom the controlled substance is prescribed 
as provided by paragraph (3) of subdivision (b) of Section 11164 . 

..... 
STATUTES 

ControlledSubstan.cesAct .. 
I ..... ... .• ... ...< 

•.•. CRITERION.l6:[-] 
OtherprovisiWl$tltrf maY 
impedepain management 

Comment: Although 

institutional reView 01 

research is common, state 

controlledsubstancfJs 

staiutesgOvernirig research 

with coritrCil1fJd substances 

are not...UtJder federal and 
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cal Health & SafCode § 11213 

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

Persons who, under applicable federal laws or regulations, are lawfully entitled to use 
controlled substances for the purp ose of research, instruction, or analysis, may lawfully 
obtain and use for such purposes such substances as are defined as controlled substances in 
this division, up on approval for use 0 f such controlled sub stances in bona fide research, 
instruction, or analysis by the Research Advisory Panel established pursuant to Sections 
11480 and 11481. 

Such research, instruction, or analysis shall be cam ed on only under the auspices 0 fthe 
head of a research project which has been approved by the Research Advisory Panel 
pursuant to Section 11480 or Section 11481. Comp! ete records 0 f receipts, stocks at hand, 
and use of these controlled substances shall be kept. 
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Cal Bus & Prof Code § 725 

§ 725. Excessive prescribing or treatment; Treatment for intractable pain 

Repeated acts 0 f clearly excessive prescribing or administering of drugs or treatment, 
repeated acts 0 f clearly excessive use 0 f diagnostic procedures, or rep eated acts of clearly 
excessive use of diagno stic or treatment facilities as determined by the standard of the 
community of licensees is unpro fussional conduct for a physi cian and surgeon, dentist, 
podiatrist, psychologist, physical therapist, chiropractor, or optometrist. However, pursuant 
to Section 2241.5, no physician and surgeon in compli ance with the California Intractable 
Pain Treatment Act shall be subj ect to disciplinary action for lawfully prescribing or 
administering controlled sub stances in the course 0 ftreatment of a person for intractable 
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 I ess than one hundred dollars ($100) nor more than six hundred dollars ($600), 
or by imprisonment for a term of not less than 60 days nor more than 180 days, or by both 
the fine and imprisonment. 

. '. 
STATUTES 

lVIedical Practice A ct 

.... 
.. 

.. 

cal Bus & Prof Code § 2241 

§ 2241. Furnishing drugs to addict 

Unless otherwise provided by this section, the prescribing, selling, furnishing, giving 
away, or administering or offering to prescribe, sell, fumish, give away, or administer any
of the drugs or compounds mentioned in Section 2239 to an 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 and supervision, this 
section shall not apply to any of the following cases: 
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(a) Emergency treatment of a patient whose addiction is complicated by the presence 0 f 
incurable disease, serious accident or injury, or the infirmities attendant upon age. 

(b) Treatment of addicts or habi tues in state licensed institutions where the patient i s kept 
under restraint and control, or in city or county j ails or state pri sons. 

(c) Treatment ofaddicts as provided forby Section 11217.5 of the Health and Safuty
Code. 

.~ 
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...
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Cal Bus & Prof Code § 4301 

§ 430 1. Unprofessional conduct, procuring license by fraud or misrepresentation, or 
issuance of license by mistake 

The board shall take action against any holder of a license who is guilty ofunpro fessional 
conduct or whose license has been pro cured by fraud or misrepresentation or issued by 
mistake. Unprofessional conduct shall include, but is not limited to, any of the following: 

CRITERION1?: 
Provisions tJud are 
ambiguous 

(a) Gross immorality. 

(b) Incompetence. 

(c) Gross negligence. 

(d) The clearly excessi ve furnishing 0 f controlled substances in vi olation of subdivision 
(a) of Section 11153 of the Health and Safety Code. 
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Cal Bus & Pro f Code § 2241.5 

§ 2241.5. Administration of controlled substances to person experiencing "intractable pain" 

CRITElllON13h: 
MediCal. decisions are 
restricted 
(Mani/iiJed ~nsUitgJUJn) 

(a) Notwithstanding any other provision of law, a physician and surgeon may prescribe or 
administer controlled substances to a person in the course of the physi cian and surgeon's 
treatment of that person for a diagnosed condition causing intractable pain. 

(b) "Intractable pain," as used in this section, means apain state in which the cause ofthe 
pain cannot b e removed or othetWi.se treated and which in the generally accepted course 0 f 
medical practice no relief or cure of the cause of the pain is possible or none has been found 
after reasonable efforts including. but not limited to, evaluation by the attending physician 
and surgeon and one ormore physicians and surgeons specializing in the treatment of the 
area system, or organ of the body perceived as the source of the pain. 

(c) No physi cian and surgeon shall be subj ect to disciplinary acti on by the bo ard for 
prescribing or administering controlled substances in the course 0 ftreatment 0 f a person for 
intractable pain. 

(d) This section shall not apply to those persons being treated by the physician and 
surgeon for chemical dependency because of their use 0 f drugs or controlled substances. 

(e) This section shall not authorize a physician and surgeon to prescribe or administer 
controll e d substance s to a p ers on th e physi ci an and surge on knows to b e using drugs or 
substances for nonthergp eutic pum oses. 

(f) 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 of the following: 

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

(2) Fails to keep complete and accurate records of purchases and disp osals of substances 
listed in the California Controlled Sub stances Act, or of controlled sub stances scheduled in, 
or pursuant to, the fed eral Co mprehensive Drug Abuse Preventi on an d C ontroI Act 0 f 1 970. 
A physician and surgeon shall keep records of his or her purchases and disp osals of these 
drugs, including the date 0 fpurchase, 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 of orthe 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 controlled substances listed in the 
California Controlled Substances Act or scheduled in the federal Comprehensive Drug 
Abuse Prevention and Control Act 0 f 1970. 

(4) Prescribes, administers, or dispenses in a manner not consistent with public health 
and wel fare controlled sub stances listed in the Cali forrua Controlled Sub stance Act 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 10 of the 
Health and Safety Code or this chapter. 

(g) Nothing in this section shall be construed to prohibit the governing bo dy 0 f a hospital 
fro m taking di sciplin ary acti 0 ns against a physi ci an and surge on, as authori zed pursuant to 
Sections 809.05, 809.4, and 809.5. 
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Cal Health & SafCode § 1254.7 

§ 1254.7. Pain assessment 

(a) It is the intent 0 fthe Legislature thatp ain be assessed and treated promptly 
effectively and for as long as pain persists. 

(b) Every health fucility licensed pursuant to this chapter shall, as a condition 0 fli censure, 
include pain as an item to be assessed at the same time as vital signs are taken. The health 
facil ity sh all ensure th at pain as ses sment is performe d in a con si stent manner th at is 
appropriate to the patient. The pain assessment shall be noted in the patient's chart in a 
manner c onsi stent with 0 ther vital si gn s. 
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California Heal th & Safety Code §12496 0 

§ 124960. Legi slative findings and declarations 

The Legislature finds and declares all of the following: 

(a) The state has a right and duty to control the illegal use 0 f opiate drugs. 

(b) Inadequate treatment of acute and chronic pain originating from cancer or 
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 pain should have access to proper 
treatment of his or her pain. 

(e) Due to the complexity of their problems many patients suffering from severe chronic 
i ntractabl e pain may re qui re referral to a p hysici an with exp erti s e in the treatment 0 f severe 
chronic intractable pain. In some cases, severe chronic intractable pain is best treated by a 
team of clinicians in order to address the associated physical, psychological social and 
vocational issues. 

(f) In the hands of knowledgeable, ethical, and experienced pain management 
practitioners, opiates administered for severe acute and severe chronic intractable pain can 
be safe. 

(g) Opiates can be an accepted treatment for patients in severe chronic intractable pain 
who hall e no t 0 btained reli e f fro m any 0 ther means 0 f treatmen t. 

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

(i) A physician treating a patient who suffers from severe chronic intractable pain may 
prescri be a do sage deemed medically necessary to relieve severe chroni c intractable pain as 
long as the prescribing is in conformance with the provisions of the Cali forrua Intractable 
Pain Treatment Act, Section 2241.5 of the Business and Pro fessi ons Co de. 

CJ1JTERION 8: 
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betwl!iflnmalthcaro 
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G) A patient vvho suffers from severe chronic intractable pain has the option to choose 
opiate medication fur the treatment of the severe chronic intractable pain as long as the 
prescri bing is in conformance with the provi sions 0 f the Califomia Intractable Pain 
Treatment Act, Secti on 2241.5 of the Business and Pro fessions Code. 

(k) The pati ent's physician may refuse to prescribe opiate medication for a patient who 
requests the treatment for severe chronic intractable pain. However, that physician shall 
inform the patient that there are physicians vvho specialize in the treatment of severe chronic 
intractable pain with methods that include the use of opiates. 

[+]
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California Health & Safety Code §124961 

§ 124961. Effect on Intractable Pain Treatment Act; Bill 0 fRights 

Nothing in this section shall be construed to alter any of the provisions set forth in the 
California Intractable Pain Treatment Act, Section 2241.5 of the Business and Professions 
Code. This section shall be known as the Pain Patient's Bill o fRights. 

(a) A patient sufferin g from severe chroni c intractabl e pain has the 0 pti 0 n to request or 
rej ect the use 0 f any 0 r all mo daliti es in order to reli eve hi s or her severe chroni c intract abl e 
pain. 

(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 pro cedure which is defined as surgeI)', destruction 0 f a nerve or 
other body tissue by manipulation, or the implantation 0 f a drug delivery system or devi ce, 
as long as the prescribing physi cian acts in confurmance with the provisions of the 
California Intractable Pain Treatment Act. Section 2241.5 of the Business and Professions 
Code. 

(c) The patient's physician may refuse to prescrib e opiate medication fur the patient who 
reguests a treatment for severe chronic intractable pain. However, that physician shall 
inform the patient that there are physicians who sp ecialize in the treatment of severe chronic 
intractable pain with metho ds that include the use of opi ates. 

(d) A P hysi ci an who use s 0 pi ate therapy to reli eve severe chroni c intract abl e pain may 
prescri be a dosage deemed medically necessary to relieve severe chronic intractable pain, as 
long as th at pre scribin g is in con formance with the Cali fu rni a Intractab I e Pain Treatment 
Act, Section 2241.5 of the Business and Pro fessions Code. 

(e) A patient may voluntarily request that his orher physi cian provide an identifying 
notice of the prescription fur purpo ses 0 f emergency treatment or law enforcement 
identification. 

(f) Nothing in this section shall do either of the following: 

(1) Limit any reporting or di sciplinary provisions applicable to licensed physicians and 
surgeons who violate prescribing practices or other provisions set furth in the Medical 
Practice Act, Chapter 5 (commencing with Section 2000) of Division 2 of the Business and 
Professions Code, or the regulations adopted thereunder. 

(2) Limit the applicability 0 f any federal statute or federal regulation or any of the other 
statutes or regulations of this state that regul ate dangerous drugs or controll ed substances. 
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A STATEl\ilENT BY THE MEDICAL BOARD 

IN1RODUCTION 
The 1993 report of the Medical Board to the Govtnlor signaled a new be@nningin the history of 
medical regulation in California. An important part of this initiative is implementation of the 
recommendati ons made by the Board's Task Force on Appropriate Prescribing, chaired by 
Jacqueline Trestrail, MD. 

The Task Force was established to look into "tmlprescribing," one of the fastest growing 
categories ofphysician discipline. The Board continues to be concerned tl:at controlled substances 
are subject to abuse by individuals who seek them for their mood altering and other psychological 
effects, rather than for legitimate medical purposes.
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---+--.. mil The Board is al so concerned ab out effective pain management and the appropriate medical use 0 f 
controll ed substances. During the Task Force's publi c meetings, the memb ers heard testimony that 
some physicians avoid prescribing controlled substances, including the "triplicate" drugs, for 
patients with intractable pain for fear of discipline by the Board. The Task Force recommended 
that the B oard take a pro -active approach to empl:a size to all Cali fornia ph;ysicians that it supp orts 
prescribing of opioid analgesics (narcotics) and other controlled substances when medically 
indi cated for the treatment 0 f pain including intractable pain. After careful revi ew 0 f thi s rmiter, 
the Board concurs with the following statement. 

This statement is consistent with good medical practice, protection of public health and consumer 
interests, withintemational treaties, federal and California law, including the California Intractable 
Pain Treatment Act. 

THE PAIN PROB LEM 
The Board recognizes that pain, whether due to iraurm, surgery, cancer and other diseases, is often 
undertreated. Minorities, women, children, the elderly and people with HIV/AIDS are at 
parti cular ri sk for under treatment 0 f their pain. Unre1i eved pain has a l:arsh and sometimes 
disastrous impact on the quality of/ife of people and their fumilies. 

INhiI e some pro gress is being made to improve pain and symptom management, the Board i s 
concerned that a numb er 0 f factors continue to interfere with effective pain rmnagement. Thes e 
include the low pri ority 0 f pain rmnagement in our health care system, incompl ete integration 0 f 
current knowledge into medical education and clinical practice, lack of knowledge among 
consumers about pain rmnagement, e~ggerated fears of opioid side effects and addiction, and 
fear of/ega! consequences when controlled substances are used. 

PAIN MANAGEMENT SHOULD BE A HIGH PRIORITY IN CALIFORNIA 
~ Principles of quality medical practice dictate tl:at citizens of California who suffer from pain 

shaul d be abl e to obtain the relief that is currenUy availabl e. The Board b eli eves that the 
appropriate appli cation of current knowl edge and treatments woul d greaUY improve the qU3.lity 0 f 
Ii fe for roany California citizens, and caul dais 0 reduce the morbi dity and the co sts that are 
associated with uncontrolled pain. 

In addition to rmking this statement, the Board will take a number of steps to help make effective 
pain rmnagement a reality in California. The Board has provided infonnation to all state 
physicians about new clinical practice guidelines for pain rmnagement that have been prepared by 
a panel of experts supported by the Agency for Health Care Policy and Research. The Board also 
co-sponsored and participated in the March 18, 1994 Pain Management and Appropriate 
Prescribing Summit in conjunction with the Department of Consumer Affuirs on removing 
impediments to appropriate prescribing of controlled substances for effective pain rmnagement. 
Further, the Board vvill develop guidelines to help physicians avoid investigation if they 
appropriately prescribe controlled substances for pain management. 

Prescribing Controlled Substances for Pain 

THE APPROPRIA TE ROLE OF OPIOID ANALGESICS 
There are numerous drug and non-drug treatments that are used for the rmnagement 0 f pain and 
other symptoms. The prop er treatment of any pati ent's pain depends upon a careful diagno sis of 
the etiology of the pain, selection ofappropriate and cost-effective treatments, and ongoing 
evaluation of the results of treatment. Opioid analgesics and other controlled substances are useful 
for the treatment 0 f pain, and are consi dered the cornerstone 0 f treatment 0 f acute pain due to 
traurm, surgery and chronic pain due to progressive diseases such as cancer. Large doses may be 
nec esS3fY to control pain if it is severe. Extended therapy may be nec esS3fY if the pain is chroni c. 

(CONTINUED ON THE NEXT PAGE) 
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(CONTINUED) 

The Board recognizes that opioid analgesics can also be useful in the treatment of patients 
with intractable non-malignant p ain especially where efforts to remove the cause of pain or 
to treat it with other modalities have failed. The pain of such patients may have a numb er 
of different etiologies and may require several treatment modalities. In addition, the extent 
to which pain is associated with physical and psychosocial impairment varies greatly. 
Therefore, the selection 0 f a patient for a trial of opioid therapy should be based up on a 
careful assessment of the pain as well as the disability experi enced by the patient. 
Continuation of opioid therapy should be based on the physician's evaluation of the results 
o ftreatment, including the degree of pain reli e~ changes in physical and psychological 
functioning. and appropriate utilization of health care resources. Physicians should not 
hesitate to obtain consultation from legitimate practitioners who specialize in pain 
management. 

The Board recommends that physici ans pay patti cuI ar attention to tho se patients who 
misuse their prescriptions, particularly when the patient or family have a history of 
substance abuse that could complicate pain management. The management of pain in such 
patients requires extra care and monitoring. as well as consul tation with medical sp eciali sts 
who se area of experti se is sub stance abuse or pain management. 

The Board believes that addi ction should be pi aced into prop er persp ective. Physical 
dep endence and tolerance are normal physiologic consequences 0 f extended opioid therapy 
and are not the same as addiction. Addiction is a behavioral syndrome characterized by 
p sycholo gical dependence and aberrant drug-related behaviors. Addi cts compul sively use 
drugs for non-medical pUlposes despite harmful effects; a person who is addicted may al so 
be physically dependent or tolerant. Patients with chronic pain should not be considered 
addicts or habitues merely because they are being treated with opioids. 

PAIN MANAGEMENT, CONTROLLED SUBSTANCES AND THE LAW 
The laws and regulations of the federal government and the State of California impose 
sp eci al req uiremen ts fo r th e pre scribin g 0 f controll e d substan ce s, including re quirements as 
to the form of the prescription document, 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 maintain narcotic addiction. However, federal 
and California lavv clearly recognize that it is a legitimate medical practice for physi cians to 
prescri be controlled sub stances for the treatment 0 f pain, including intractable pain. 

The Medical Board will work with the Drug Enforcement Administration, the Bureau of 
Narcotic Enforcement, the Office of the Attorney General, the Bo ard of Pharmacy and its 
own investigators in an attempt to develop policy and guidelines based on the physici an's 
diagno sis and treatment program rather than amounts of drugs prescribed. 

Concerns about regulatory scrutiny should not make physicians who fullow appropriate 
guidelines reluctant to prescribe or administer controlled sub stances, incl uding Schedule II 
drugs, fur patients with a legitimate medical need for them. A physi cian is not subject to 
Board action when prescribing in the regular course of his or her pro fession to one under 
the physician's treatment for a p athol 0 gy or condi tion and where the prescription is issued 
after a good faith examination and where there is medical indication for the drug. Goo d 
faith prescribing requires an equally good faith history, physical examination and 
do cumentation. 

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 good faith appropriately prescribing for patients, or whether an 
investigation is necessary. The Board will judge the validity of prescribing based on the 
physician's diagnosis and treatment of the patient and whether the drugs prescrib ed by the 
physician are appropriate for that condition and will not act on the basis of predetermined 
numericallimi ts on dosages or length of drug therapy. 

The Board hop es to replace practitioners' perception 0 finappropri ate regul atory scrutiny 
with reco gnition of the Board's commitment to enhance the guality 0 flife 0 f patients by 
improving pain management while. at the same time, preventing the diversion and abuse of 
controlled substances. 
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CAE..IFOfllVIA 

GUIDELINE FOR PRESCRIBING CONTROLLED SUBSTANCES 

FOR IN1RACTABLE PAIN 


PREAMBLE 

On May 6,1994, the Medical Board of Califurnia fonnally adopted a policy statement 
entitled "Prescribing controlled substances for pain." (Action Report, July 1994) 1lle 
statement outlines the Board's proactive approach to improving appropriate prescribing fur 
effective pain management in California, while preventing drug diversion and abuse. 1lle 
policy statement is the product of ayear of research, hearings and discussions. California 
physicians are encouraged to consult the policy statement and these guidelines. 

1lle Medical Board recognizes that inappropriate prescribing of controlled substances 
including the opioids can lead to drug abuse and diversion. Inappropriate prescribing can 
also lead to ineffective management 0 f pain, unnecessary suffering 0 f patients and increased 
health care costs. 1lle Board recognizes that some physicians do not treat pain properly due 
to lack of knowl edge or concern ab out pain. Fear 0 f discipline by the Board may also be an 
impediment to medically appropriate prescribing for pain. This Guideline is intended to 
encourage effective pain management in Californi a and help physicians reach a level of 
comfort ab out appropriate prescribing by clarifying the principles of professional practi ce 
that are endorsed by the Bo ard. 

"A HIGH PRIORITY" 

1lle Board strongly urges physicians to view effective pain management as a high priority 
in all patients including children and the elderly. Pain should be assessed and treated 
promptly, effectively and for as long as pain persists. 1lle medi cal management 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 combination. For some types of pain the use of drugs is emphasized and should be 
pursued vigorously; for other typ es, the use 0 f drugs is better de-emphasized in favor of 
other therapeutic modalities. Physicians should have sufficient knowledge or consultation 
to make such judgments for their patients. 

Drugs, in particular the opioid analgesics, are considered the cornerstone 0 ftreatment for 
pain associated with trauma, surgery, medical procedures, and cancer. Physicians are 
referred to the U. S. Agency for Health Care Policy and Research Clinical Practice 
Gui delines which have been endorsed by the Board as a sound yet flexibl e approach to the 
management of these types of pain. 

1lle prescribing of opi oid analgesics for other patients with intractable non-cancer pain may 
also be beneficial, especially when efforts to remove the cause of pain orto treat it with 
other modalities have been unsuccessful. 

Intractable pain is defined by law in California as: "a p ain state in which the cause 0 fthe 
pain cannot b e removed or otherwise treated and which in the generally accepted course 0 f 
medical practice no relief or cure of the cause of the pain is po ssible or none has been found 
after reasonable efforts including, but not limited to, evaluation by the attending physician 
and surgeon and one or more physicians and surgeons sp ecializing in the treatment 0 fthe 
area, system, or organ of the body perceived as the source of the pain." (Section 2241.5 (b) 
California Business and Professions Code) 

Physicians who prescribe opioids fur intractable pain should not fear disciplinary action 
from any enforcement or regulatory agency in California if they follow California law 
(section 2241. 5 (c)), which reads, "N 0 physician and surgeon shall be subj ect to disciplinary 
action by the bo ard for prescribing or admini stering controlled substances in the course of 
treatment of a person for intractable pain." Also, physicians should use sound clini cal 
judgment, and care for their patients according to the following principles 0 f responsible 

.professional practice: 

(CONTINUED ON NEXT PAGE) 
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NEW, EASY GUIDELINES ON PRESCRIBING 

1. HISTORY/PHYSICAL EXAMINATION 
A medical history and physical examination must be accomplished. This includes an 
assessment 0 fthe pain, physical and psychological function, substance abuse history, 
assessment 0 funderlying or co exi sting diseases or conditions, and should al so include the 
presence 0 f a reco gnized medical indication fur the use 0 f a controlled substance. 
Prescribing controlled substances for intractable pain in California as noted in the
definition in the text of the Report also requires evaluati on by one or more specialists. 

2. TREATMENT PLAN, OBJECTIVES 
The treatment plan should state obj ectives by which treatment success can be evaluated, 
such as pain relief and/or improved physical and psychosocial function, and indicate if any 
further diagnostic evaluations or other treatments are planned. The physici an should tailor 
drug therapy to the individual medical needs of each patient. Several treatment modalities 
or a rehabilitation program may be necessary if the pain has differing etiologies oris 
asso ciated with physical and psycho so cial impairment. 

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

4. PERIODIC REVIEW 
The physician should periodi cally revi ew the course of opioid treatment of the patient and 
any new information about the etiology 0 fthe pain. Continuation or modification 0 f opioid 
therapy depends on the physici an's evaluation 0 f progress toward treatment 0 bj ectives. If 
the patient has not improved, the physician should assess the appropriateness of continued 
opi 0 i d treatment or tri al 0 f other mo daliti es. 

5. CONSULTATION 
The physician should be willing to refer the patient as necessary for additional evaluation 
and treatment in order to achieve treatment 0 bj ectives. In addition, physicians should give 
special attention to those pain patients who are at risk for misusing their medications 
incl uding tho se who se 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, documentation and consultation with addiction medicine specialists, 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 
The physician should keep accurate and complete records according to items 1-5 above, 
incl udin g the medi cal hi story and physi cal examin ati on, other evaluati on s and 
consultations, treatment plan objectives, informed consent, treatments, medications, 
agreements with the patient, and periodic reviews. 
7. COMPLIANCE WITH CONTROLLED SUBSTANCES LAWS AND REGULATIONS 
To prescribe controlled substances, the physician must b e appropriately licensed in 
California, have a valid controlled substances registration and comply with federal and state 
regulations for issuing controlled substances prescriptions. Physicians are referred to the 
Physicians Manual of the U.S. Drug Enforcement Administration and the Medical Board's 
Gui deb ook to Laws Governing the Practi ce of Medicine by Physicians and Surgeons fur 
sp ecific rules governing issuance of controll ed substances prescri ptions. 

POSTSCRIPT 
Under federal and state law, it is unlawful for a physician to prescribe controlled substances 
to a patient for other than a legitimate medical purpose (for exampl e, prescribing solely for 
the maintenance of opioid addi ction), or outside of pro fessional practice (for example, 
prescri bing without a medical examination of the patient). 
It is lawful to prescribe opioid analgesics in the course of professional practice for the 
treatment of intractable pain according to federal regulations and Californi a Business and 
Professions Code Section 2241.5, the California Intractable Pain Treatment Act (CIPTA). 
However, the CIPT A does not apply to tho se persons being treated by the physician and 
surgeon for chemical dependency because 0 ftheir use 0 f drugs or controlled substances 
(Section 2241.5 (d)), and does not authorize a physician or surgeon to prescribe or 
administer controlled substances to a person the practiti oner knows to be using drugs or 
substances for nontherap eutic purposes (Section 2241.5 (e)). 

THE MISSION OF THE MEDICAL BOARD OF CALIFORNIA 
The mission 0 fthe Medical Bo ard 0 f California is to protect consumers through proper 
licensing ofphysicians and surgeons and certain allied health professi ons and through the 
vigorous, 0 bj ective enforcement of the Medical Practice Act. 
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DISPENSING CONTROLLED SUBSTANCES FOR PAIN 

INTRODUCTION 
Healthcare leaders and patient advocates from throughout California met at the Summit on 
Effective Pain Management: Removing Impediments to Appropriate Prescribing in Los 
Angeles in 1994 to discuss the effective management of pain. Summit participants 
concurred that effective pain management, including the use 0 f controlled sub stance 
medications, is essential to the health and welfare of Californians experiencing pain. It was 
also concluded that inappropriate or undertreatment of pain is serious and vvide 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 
obj ecti ves includ e educatin g pharmaci sts 0 n advance s in app ropri ate pain management an d 
taking active roles in providing this therapy. The Board is working 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 attitudes of patients, the public and other licensed healthcare 
professionals in the use of pain medications-all vvith the goal ofpositively influencing the 
care 0 f patients in pain. 

The Board of Pharmacy must ensure that laws, regulations, policies, and practices promote 
the availability and use of controlled substance drugs to patients forlegitimate pain 

........-+-.....!ilI management. The Board encourages programs to help educate patients the public and 
licensed healthcare professionals about the effective use of medications in the treatment of 
various ty;pes of pain. The Board also recognizes that, vvith prop er assessment, 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 extensi ve. If pharmacists are to provide complete pain management serm ces, they 
must fulfill theirresponsibilities to: 

1. Facilitate the dispensing 0 flegitimate prescri ptions; 

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

3. Carefully explain do sage regimens, and discuss potenti al side effects of pain 
medications; 

4. Monitor and assess the patient for effective p ain therapy outcomes, evaluate compliance, 
assess for tolerance to opioids, and ensure subsequent dosage adjustments as needed; 

5. Obtain, retain, and update appropriate information documenting the course o£ and need 
for, on-going opioid therapy; 

6. Encourage patients to tal k vvi th thei r ph armaci st ab out their me di cati ons, the bene fits and 
problems; 

7. Discuss and allay patients' possible fear of addiction with the use of narcoti cs where this 
is a factor; 

8. Watch for patients who misuse their prescriptions and be especially aware of a patient or 
family history of substance abuse that might complicate pain management and act 
acc ordingly; 

(CONTINUED ON NEXT PAGE) 
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CRITERION3: 
Opwidsare,purj.of ..;.,.;;.;........1iIi Reco gnition of the utility 0 f opioids and other controlled substance drugs for the treatment 
professw1Ul!practice ofpain resulting from a variety of conditions is well established. The need for regulators 

and practitioners to understand this use, and to adopt laws, policies, and practices is self
evident i f patients are to receive relief from pain which is now medically possible. In 
addition, pharmacists must understand their role in the on-going monitoring and assessment 
ofpatients' pain management. Working cooperatively, the Board of Pharmacy and the 
profession can ensure that opioids and other controlled substance drugs are used 
appropriately and effectively. 

(CONTINUED) 

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

10. Be aware of and recommend non-medication treatments fur pain orrefer patients for 
such when appropriate; 

11. Evaluate OTC, prescription drugs, and al cohol taken with pain medications for 
potential drug interactions; 

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

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

14. Optimize pain management so patients can reach their highest level of functioning and 
quality of life. 

CRITERION 6: [+] 
Prescription. anw1f1U 
alone iloes lWldetermine 
legitimacy 

ROLE OF OPIOIDS IN PAIN MANAGEMENT 
Many patients ViIi th cancer or chronic medical conditions exp erience moderate to severe 
pain that is often inappropriately treated or undermedicated. Pain can have a negative effect 
on the patient's health and quality 0 £life resulting in needless suffering. emotional distress, 
loss of productivity and possibly slower recovery from illness, injury, and disease. 

Although there have been significant advances in knowledge about pain and the use 0 f 
opioids and other medications in pain management, many licensed healthcare professionals 
prescri be, dispense, or administer these medicati ons suboptimally. There is a 
misconception by patients, the public, and some licensed healthcare providers that opioids 
are "bad" drugs because opioids are often associated Vilith drug abuse, addiction, and 
criminal activity. Studies have shown that opioids used appropriately for pain management 
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 hiBber doses of pain 
medication. Patients suffering from extreme pain or progression of disease may require 
increased doses of medication; the appropriate dose is that which is required to adequately 
treat the pain. even if the dose is higher than usually exp ected. In addition. with long-term 
treatment of pain Vilith opioids, patients may develop a tolerance to the drug or a 
dependence on the drug. These occurrences are considered "normal" and "to be expected" 
they should not be confused by the licensed healthcare professional with drug addiction or 
be mislabeled as "drug seeking." 

The Board understands that an imp ortant part of effecti ve pain management is ensuring that 
patients do not have difficulty obtaining adequate medi cation for pain relief. The Bo ard 
reco gnizes that it is the professional resp onsibility of the pharmacist to recommend that 
patients in pain receive appropriate, timely, and adequate drug therapy to reduce their pain. 

CONCLUSION 
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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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Table 5: State Grades for 2003 

2003 2003
STATES 	 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 

DescriRtion 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 
South Dakota) received BSj the neighboring states of Illinois and Indiana, earned grades of D+j 
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). 

Tab'e6:StateGrades,.2000and 2003 

2000 2003 2000 2003
STATES 	 STATES

GRADES GRADES 	 GRADES GRADES 

C C 	 NE B+ B+ 


AR C+ C+ 	 NH D D 


CO C C 	 NM B B+ 


DE D+ D+ 	 NC B B 


FL C+ B 	 OH D+ C 


HI D D+ 	 OR C+ C+ 


IL D+ D+ 	 RI D D 


IA D+ B 	 SD B B 


KY D+ C 	 TX C C 

B B 	 VT C C 

MA D+ B+ 	 WA B B 


MN C C 	 WI C C+ 

MO D 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, 

• 	 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. 

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

Positive Change 
(16 states) 

Arizona 

Arkansas 

California 

Colorado 

Connecticut 

Delaware 

District of Columbia 

Georgia 

Illinois 

Indiana 

Louisiana 

Maine 

Maryland 

Minnesota 

Mississippi 

Montana 

Nebraska 

No Change 
f35 states) 

North Carolina 

North Dakota 

Oklahoma 

Oregon 

Pennsylvania 

Rhode Island 

South Dakota 

Texas 

Utah 

Vermont 

Virginia 

Washington 

Wyoming 
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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," 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. 

i 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) 

• 	 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 

j These states 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 ... "S8 While the intent 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.' 

• 	 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 oflast 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.l11 

• 	 Adoption of Intractable Pain Treatment Acts: Tennessee adopted an Intractable Pain 
Treatment Act (IPTA)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 

1These states are Iowa, Indiana, Kansas, Kentucky, Maryland, Michigan, Minnesota, New Hampshire, Ohio, Oklahoma, Rhode 
Island, South Carolina, South Dakota, Tennessee, and Virginia. 

In These states are Arizona, 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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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, and 2242 2242, and 2242.1 of, 
and to repeal and add Section 2241.5 of, the Business and Professions 
Code, and to mnend 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 
care provider is a physician and surgeon in compliance with the 
California Intractable Pain Treatlnent Act. 

This bill would delete the provision prohibiting disciplinary action 
against a physician and surgeon who is in cOlnpliance with the 
California Intractable Pain Treatlnent Act. The bill would define 
"clearly excessive" to mean an mnount or extent that is without 
substantial Inedical basis and is substantially greater than the usual 
mnount of prescribing, adlninistering, or use of the therapeutic 
Inodalities. 

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 
crhne. The California Intractable Pain Treatlnent Act, in the Medical 
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AB 2198 -2

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 would 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 administer to, a 
person 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 complexity of the patient's 
treatlnent, including, but not lilnited to, a current or recent pattern of 
drug abuse, requires consultation with, or referral to, a more qualified 
specialist. A violation of this requirelnent would be a crime. 

Existing law, except as specified, prohibits a person from 
prescribing or adlninistering or dispensing a controlled substance to an 
addict or habitual user. Existing law generally Inakes it unprofessional 
conduct for a physician and surgeon to prescribe, sell, furnish, give 
away, or adlninister certain drugs to an addict or habitue, or to offer to 
do so, but contains certain exceptions from this provision. 

This bill would delete the provision making 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, and vvould instead prohibit a ph) sieian and surgeon frOtTI 
pfeseribing, dispensing, Of adlTIinistering preseription drugs or 
eontrolled substanees to an addiet, exeept for purposes ofmaintenanee 
on, Of detoxifieation fTOtTI, pfeseription drugs or eontrolled substanees 
or in speeified other instanees. The bill would authorize a physician 
and surgeon to prescribe, dispense, or administer prescription drugs, 
including prescription controlled substances, (1) to an addict under 
his or her treatment 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 
maintenance on, or detoxification from, prescription drugs or 
controlled substances. The bill would also authorize prescription 
drugs or controlled substances to be administered or applied by a 
physician and surgeon, or by a registered nurse acting under his or 
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her instruction and supervision, in certain circumstances. A violation 
of this requirement would be a crime. 

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 medical indication. Existing law 
also, with specified exceptions, prohibits a person or entity from 
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 examination and medical indication. 

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

Because this bill would create new crilnes, it would impose a 
state-Inandated local progrmn. 

The California Constitution requires the state to reimburse local 
agencies and school districts for certain costs Inandated by the state. 
Statutory prOVISIOns establish procedures for making that 
reiInbursement. 

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

Vote: Inajority. Appropriation: no. Fiscal committee: yes. 
State-Inandated local progrmn: yes. 

The people ofthe State ofCalifornia do enact as follows: 

1 
2 
3 
4 
5 
6 
7 
8 
9 

1 0 
11 
12 
13 
14 

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

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

(b) The Pain Patient's Bill of Rights and the Intractable Pain 
Treatment Act were created to ensure patients received adequate 
pain Inedication and to protect a physician and surgeon frOln 
being disciplined solely because of the amounts of controlled 
substances he or she prescribed or administered. 

(c) California recognizes that prescription medication, 
including controlled substances, can play a critical role in the 
treatlnent 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 treatInent of pain management patients. 
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(d) California also recognizes that the Intractable Pain 
Treatlnent Act may be an ilnpeditnent to easily accessible pain 
treatlnent which can be confusing to both licensees and 
regulating entities. It can also provide a false sense of security to 
licensees who may erroneously believe it ilnmunizes them from 
any actions against their license. 

(e) In recognition of the Medical Board of California's 
consumer protection mandates, and in an attempt 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 time to reflect upon the current 
state of pain Inanagelnent 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 
mnended to read: 

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

(b) Any person who engages in repeated acts of clearly 
excessive prescribing or adlninistering of drugs or treatment is 
guilty of a Inisdelneanor and shall be punished by a fine of not 
less than one hundred dollars ($100) nor more than six hundred 
dollars ($600), or by imprisonment for a tenn of not less than 60 
days nor Inore than 180 days, or by both the fine and 
imprisomnent. 

(c) For purposes of this section, "clearly excessive" shalllnean 
an mnount or extent that is both (1) without substantial Inedical 
basis and (2) substantially greater than the usual amount of 
prescribing, administration, or use of therapeutic modalities. 

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

2241. (a) A physician and surgeon may--net prescribe, 
dispense, or administer prescription drugs, including prescription 
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controlled substances, to an addict under his or her treatment; 
exeept as follovV's: for a condition other than maintenance on, or 
detoxification from, prescription drugs or controlled substances. 

fB 
(b) A physician and surgeon may only prescribe, dispense, or 

administer prescription drugs or prescription controlled 
substances to an addict for purposes of maintenance on or 
detoxification from prescription drugs or controlled substances as 
set forth in Seetion 11217 subdivision (c) or in Sections 11215, 
11217, 11217.5, 11218, 11219, and 11220 of the Health and 
Safety Code. Nothing in this paragraph subdivision shall 
authorize a physician and surgeon to prescribe, dispense, or 
administer 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 nomnedical purpose. 

(2) Drugs or eontrolled substanees may be adlnillistered or 
applied to all addiet 

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

tAJ 
(1) Elnergency treatment of a patient whose addiction is 

cOlnplicated by the presence of incurable disease, acute accident, 
illness, or injury, or the infinnities attendant upon age. 

tB1 
(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. 

E€1 
(3) Treatment of addicts as provided for by Section 11217.5 of 

the Health and Safety Code. 
Eb1 
(d) For purposes of this section and Section 2241.5, "addict" 

Ineans a person whose actions are characterized by one or more 
of the following: 

(1) Impaired control over drug use. 
(2) COlnpulsive use. 
(3) Continued use despite harm and craving. 
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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 treatment for 
a medical condition dangerous drugs or prescription controlled 
substances for the treatment of pain or a condition causing pain, 
including, but not limited to, intractable pain. 

(b) A physician and surgeon's authority under this section 
shall be subject to the provisions of Sections 725, 2234, 2241, 
2242, and 2242.1, and Sections 11152, 11153, and 11154 of the 
Health and Safety Code. Nothing in this section shall authorize a 
physician and surgeon to prescribe, administer or dispense 
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 non-medical purpose. 

(c) Any physician and surgeon has the legal authority to treat a 
patient for pain using dangerous drugs or prescription controlled 
substances but the prescribing, adlninistering, or dispensing 
physician and surgeon shall exercise reasonable care in 
detennining whether a particular patient or condition, or 
cOlnplexity of the patient's treatinent, including, but not limited 
to, a current or recent pattern of drug abuse, requires consultation 
with or referral to a more qualified specialist. 

SEC. 6. Section 2242 of the Business and Professions Code is 
mnended 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 cOlrunitted 
unprofessional conduct within the Ineaning of this section if, at 
the tilne the drugs were prescribed, dispensed, or furnished, any 
of the following applies: 

(1) 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 Inay be, and if the drugs were 
prescribed, dispensed, or furnished only as necessary to maintain 
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the patient until the return of his or her practitioner, but in any 
case no longer than 72 hours. 

(2) The licensee transmitted 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 may be. 

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

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

SEC. 7. Section 2242.1 ofthe Business and Professions Code 
is amended to read: 

2242.1. (a) No person or entity Inay 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 a good faith an appropriate prior examination and 
medical indication therefor, 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 cOlnmitted 
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 Inade on and after January 1, 2002, the 
Franchise Tax Board, upon notification by the Attorney General 
or the board of a final judgment in an action brought under this 
section, shall subtract the amount of the fine or awarded civil 
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penalties from 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 Govermnent Code, as delegated by 
the Controller, and the processes as established by the Franchise 
Tax Board for this purpose. That amount 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 frOln 
commencing a disciplinary action against a physician and 
surgeon pursuant to Section 2242. 

SEC. 7. 
SEC. 8. Section 11156 of the Health and Safety Code is 

mnended to read: 
11156. (a) No person shall prescribe for or administer, or 

dispense a controlled substance to an addict or habitual user, or 
to any person representing himself or herself as such, except as 
pennitted by this division. 

(b) For purposes of this section, "addict" Ineans a person 
whose actions are characterized by one or more of the following: 

(1) Impaired control over drug use. 
(2) ,COlnpulsive use. 
(3) Continued use despite harm and craving. 
SEC. 8. 
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 crilne or 
infraction, elilninates a crime or infraction, or changes the 
penalty for a crilne 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. 



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 anlend Section 2472 of, and to repeal Section 4190 of, the 
An act to amend Sections 2472 and 4190 of the Business and 
Professions Code,--artti to mnend Sections-l-2B+; 1204, 1206, 1214.1, 
1242, and 1248.1 of, to add Sections 1200.2 and 1204.2 to, and to 
repeal Section 1233 of, the Health and Safety Code, relating 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 amend Section 139.3 of 
the Labor Code, relating to health clinics. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2308, as mnended, Plescia. Ambulatory 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 Departlnent of Health Services. Existing law defines a 
specialty clinic to include a surgical clinic that is not part of a hospital 
and that provides ambulatory surgical care for patients who relnain 
less than 24 hours. A violation of these provisions is a crilne. 

This bill would repeal delete the definition of a surgical clinic for 
purposes of various licensure and regulatory requirelnents, wettl-d 
make various conforming changes, and would require, instead, 
provide for the licensure of alnbulatory surgical centers, as specified 
defined, and would make various conforming changes. The bill would 
require a licensed ambulatory surgical center to Ineet specified 
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requirelnents. By creating new crimes, this bill would impose a 
state-lnandated 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 
reimbursement. 

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

Vote: majority. Appropriation: no. Fiscal committee: yes. 
State-lnandated local program: yes. 

The people a/the State a/California do enact as/allows: 

1 
2 
3 
4 
5 
6 
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SECTION 1. Section 2472 of the Business and Professions 
Code is amended to read: 

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

(b) As used in this chapter, "podiatric medicine" means the 
diagnosis, Inedical, surgical, Inechanical, manipulative, and 
electrical treatment of the human 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 Inedicine Inay not adlninister 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 
adlninister 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: 

(A) Perfonn 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 
proxilnal than the Chopart's joint. 
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(2) Nothing in this subdivision shall be construed to permit a 
doctor of podiatric medicine to function as a primary surgeon for 
any procedure beyond his or her scope of practice. 

(e) A doctor of podiatric Inedicine Inay perform surgical 
treatlnent 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 ambulatory surgical center, as defined in 
Section 1204 of the Health and Safety Code, if the doctor of 
podiatric medicine has surgical privileges, including the 
privilege to perform surgery on the ankle, in a general acute care 
hospital described in paragraph (1) and meets all the protocols 
ofthe ambulatory surgical center. 

E21 
(3) An ambulatory surgical center that is certified to 

participate in the Medicare Program 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. 

t31 
(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 
medicine 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" Ineans any building that is not 
physically attached to a building where inpatient services are 
provided. 

f41 
(5) An outpatient setting accredited pursuant to subdivision (g) 

of Section 1248.1 of the Health and Safety Code. 
(f) A doctor of podiatric Inedicine shall not perfonn an 

adInitting history and physical exmnination of a patient in an 
acute care hospital where doing so would violate the regulations 
governing the Medicare pro graIn. 
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(g) A doctor of podiatric medicine 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 
repealed. 

SEC. 3. Section 1200.2 is added to the Health and Safety 
Code, to read: 

1200.2. (a) As used in this chapter, "clinic" also means an 
ambulatory surgical center that is not part of a hospital and 
'vvhieh, pursuant to Section 1204.2, primarily provides surgical 
services that do not exceed an average of four hours of total 
operating thne to patients who do not require overnight 
hospitalization or who do not pose a significant safety risk 
according to classifications determined by the American Society 
of Anesthesiologists and, beginning at a time of postoperative 
care, relnain less than 24 hours. 

(b) An alnbulatory surgical center does not include any place 
or establishment 0 wned or leased and operated as a clinic or 
office by one or more phy sieians and surgeons, podiatrists, or 
dentists in individual or group practice, regardless of the nalne 
used publicl) to identify the place or establishlnent, pro v ided, 
howe-'ver, that phy sieians and surgeons, podiatrists, or dentists 
Ina), at their option, apply for licensure. 

SEC. 4. Section 1201 of the Health and Safety Code is 
amended to read: 

1201. "License" lneans a basic pennit to operate a clinic. A 
license lnay only be granted to a clinic of a ty pc enUlneratcd in 
Section 1204, 1204.1, or 1204.2, and the license shall not be 
transferable. Ho w ever, the issuance of a license upon a change of 
o vv nership shaH not of itsclf constitute a proj eet vv ithin the 
meaning of Section 127170. 

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

4190. (a) Notwithstanding any provision of this chapter,-a 
surgical clinic, as defined in 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 ofthe Health and 
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Safety Code, or certified to participate in the Medicare Program 
under Title XVIII (42 Us.c. Sec. 1395 et seq.) of the federal 
Social Security Act, may purchase drugs at wholesale for 
adlninistration or dispensing, under the direction of a physician, 
to patients registered for care at the--eliftie center, as provided in 
subdivision (b). The--eliftie center shall keep records of the kind 
and amounts of drugs purchased, adlninistered, and dispensed, 
and the records shall be available and lnaintained for a lninilnum 
of seven years for inspection by all properly authorized 
personnel. 

(b) The drug distribution service of a surgieal e1inie an 
ambulatory surgical center shall be limited to the use of drugs 
for adlninistration to the patients of the surgieal e1inie 
ambulatory surgical center and to the dispensing of drugs for the 
control of pain and nausea for patients of the-etinie center. Drugs 
shall not be dispensed in an amount greater than that required to 
lneet the patient's needs for 72 hours. Drugs for administration 
shall be those drugs directly applied, whether by injection, 
inhalation, ingestion, or any other lneans, to the body of a patient 
for his or her immediate needs. 

(c) No surgieal e1inie 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 frOln the 
board. Each license shall be issued to a specific--eliftie center and 
for a specific location. 

SEC. 5. 
SEC. 3. Section 1204 of the Health and Safety Code is 

mnended to read: 
1204. Clinics eligible for licensure pursuant to this chapter 

ale plitnary eare e1inics, specialty e1inies, and ambulatory 
sU1gieal centcrs. 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 "cOlnmunity clinic" lneans a clinic operated by a 
tax-exelnpt nonprofit corporation that is supported and 
lnaintained in whole or in part by donations, bequests, gifts, 
grants, govermnent funds or contributions, that may be in the 
fonn of lnoney, goods, or services. In a community 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 
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nonprofit corporation, exelnpt from federal income 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 cOlmnunity clinic; provided, 
that the licensee of any community 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 cOlTIffiunity clinic. 

(B) A "free clinic" Ineans a clinic operated by a tax-exelnpt, 
nonprofit corporation supported in whole or in part by voluntary 
donations, bequests, gifts, grants, government funds or 
contributions, that may be in the form of money, goods, or 
services. In a free clinic there shall be no charges directly to the 
patient for services rendered or for drugs, medicines, appliances, 
or apparatuses furnished. No corporation other than a nonprofit 
corporation exempt from federal income 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 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 -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 free clinic. 

(2) Nothing in this subdivision shall prohibit a cOlTIffiunity 
clinic or a free clinic frOln providing services to patients whose 
services are reiInbursed by third-party payers, or frOln entering 
into managed care contracts for services provided to private or 
public health plan subscribers, as long as the clinic Ineets the 
requirelnents identified in subparagraphs (A) and (B). For 
purposes of this subdivision, any paYlnents made to a cOlTIffiunity 
clinic by a third-party payer, including, but not lilnited 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 ambulatory surgical center means a clinic that is not 
part of a hospital and which, pursuant to Section 1204.2, 
primarily provides surgical services that do not exceed an 
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average offour hours of total operating time to patients who do 
not require overnight hospitalization or who do not pose a 
significant safety risk according to classifications determined by 
the American Society of Anesthesiologists and, beginning at a 
time of postoperative care, 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 and surgeons, or dentists in individual 
or group practice, regardless of the name used publicly to 
identifY the place or establishment, provided, however, that 
physicians and surgeons or dentists may, at their option, apply 
for licensure. 

t+} 
(2) A "chronic dialysis clinic" lneans 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" lneans a clinic that, in addition to 

providing lnedical services directly, also provides physical 
rehabilitation services for patients who remain less than 24 hours. 
Rehabilitation clinics shall provide at least two of the follQwing 
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. 

E31 
(4) An "alternative birth center" lneans a clinic that is not part 

of a hospital and that provides cOlnprehensive perinatal services 
and delivery care to pregnant WOlnen who remain less than 24 
hours at the facility. 

SEC. 6. 
SEC. 4. Section 1204.2 is added to the Health and Safety 

Code, to read: 
1204.2. (a) Notwithstanding Section 1248, in addition to the 

pritnary eare elinies and speeialty elinies speeified in Seetion 
1204, elinies eligible for lieensure pursuant to this ehapter 
inelude atnbulatory surgieal eenters. Nothing in this ehapter shall 
an ambulatory surgical center described in Section 1204 shall be 
subject to the requirements of this section. Nothing in this 
chapter shall prohibit an ambulatory surgical center from 
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referring a fionemergeney patient to a 10 vv'er classifieation 
facility. nonemergency patient to a Tier 2 or lower classification 
facility as determined by the department. 

(b) Failure to cOlnply with this section Inay be grounds for 
denial, revocation, or suspension of the license by the 
department. 

(c) The department may accept accreditation by an 
accreditation agency, as defined in subdivision (d) of Section 
1248, as evidence that an ambulatory surgical center 
delnonstrates compliance with, or meets the initial licensing 
requirelnents set forth in, this chapter. 

(d) The department may contract for outside personnel to 
perfonn inspections of ambulatory surgical centers as necessary. 
The departlnent, when feasible, shall contract with a nonprofit, 
professional organizations that is approved as an accreditation 
agency, as defined in subdivision (d) of Section 1248, and has 
delnonstrated the ability to administer the provisions of this 
chapter. 

(e) The department Inay Inake inspections and investigations 
as it deelns necessary, to investigate complaints, follow up on 
adverse survey findings, or conduct periodic validation surveys. 

(f) An ambulatory surgical center that is licensed as a clinic 
pursuant to this section shall meet all of the following 
requirelnents: 

(1) The governing authority shall consist of one or more 
persons responsible for the organization and administration of the 
alnbulatory surgical center. The governing authority shall do all 
of the following: 

(A) Adopt policies and procedures for the operation of the 
ambulatory surgical center to ensure compliance with state laws, 
regulations, and local ordinances. 

(B) Adopt the medical staff by laws. 
(C) Grant or deny clinical privileges of physicians and 

surgeons and other Inelnbers of the Inedical staff and delineate, in 
writing, the clinical privileges of each Inedical staffmelnber. 

(D) Adopt a quality management plan. 
(E) Appoint an administrator who shall have authority and 

responsibility to manage the center. 
(2) The adlninistrator shall be responsible to the governing 

authority and act as a liaison between the govenling authority, 
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medical staff, and facility staff. In addition, the administrator 
shall be responsible for all of the following: 

(A) Developing and ilnplementing written administrative 
policies and procedures governing all of the following: 

(i) Personnel elnploYlnent, orientation, in-service, staffing, and 
recordkeeping. 

(ii) Patient admissions, rights and responsibilities, grievances, 
medical treatment, and recordkeeping. 

(iii) Advance directives, a term which means a living will, 
prehospital Inedical care directive, or health care power of 
attorney. 

(iv) Medications procurement and dispensing. 
(v) Contract services. 
(vi) Infection control, housekeeping," and Inaintenance. 
(vii) Quality Inanagement and recordkeeping. 
(viii) Emergency treatment and disaster plan. 
(ix) Equipment inspection. 
(B) Ensuring that all the policies and procedures are available 

to all elnployees in the facility. 
(C) Developing and ilnplelnenting a quality Inanagement plan. 

The purpose of the quality nlanagelnent plan is to Inonitor and 
evaluate the provision of all aspects of patient care, including 
physicians and surgeons and contracted services. The quality 
managelnent plan shall be in writing and describe the objectives, 
organization, scope, and process for improving quality of care, 
which shall include the Inonitoring activities. 

(D) Elnploying personnel to provide outpatient surgical 
services. "Outpatient surgical services" means those anesthesia 
and surgical services provided to a patient in an ambulatory 
surgical center that do not require planned inpatient care 
following a surgical procedure. 

(E) Ensuring that a pharmacy Inaintained by the center shall be 
registered as required by law. 

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

(G) Designating, in writing, an individual to be on duty, be in 
charge, and have access to all areas related to patient care and 
operation of the physical plant when the adlninistrator is not 
present. 
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(H) Posting a list of patient rights in a conspicuous area and 
making a reasonable effort to ensure that personnel apprise each 
patient or patient's representative 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 
from becoming aware of those rights. "Patient's representative" 
means 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 employed to Ineet the needs of 
patients and that job descriptions that define qualifications, 
duties, and responsibilities are established for all personnel. 

(J) Requiring personnel, prior to being employed and annually 
thereafter, to submit either one of the following as evidence of 
freedOln frOln pulmonary tuberculosis: 

(i) A report of a negative Mantoux skin test taken within six 
Inonths of sublnitting the report. 

(ii) A written statement frOln a physician stating that, upon an 
evaluation of a positive Mantoux skin test taken within six 
months of submitting the physician's statement or a history of a 
positive Mantoux skin test, the individual was found to be free 
frOln tuberculosis. 

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

(L) Elnploying a registered nurse as the director of nursing 
who shall be responsible for the managelnent and supervision of 
nursing services, including all of the following: 

(i) Developing and iInplementing written nursing and patient 
care policies and procedures, including Inedications 
adlninistration, 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 management activities. 
(iv) Appointing a registered nurse, in writing, to act in the 

absence of the director of nursing. 
(M) Maintaining a record ofquality Inanagement activities and 

ensuring that any conclusions and recOlnmendations on findings 
of quality Inanagelnent activities are reported to the governing 
authority. 
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(N) Ensuring there is a current listing of all surgical 
procedures offered by the center and maintaining a chronological 
register of all surgical procedures perfonned. 

(0) Ensuring that a roster of medical staff that have surgical or 
anesthesia privileges at the center is available to the center staff, 
specifying the privileges and limitations of each person on the 
roster. 

(P) Ensuring that a medical record is established and 
lnaintained for each patient. Medical and facility staff shall sign 
with surnames and date their entries in a patient's lnedical record. 
Staff shall release medical record infonnation only after 
receiving the patient's or patient representative's written consent, 
or as otherwise required or pennitted by law. The lnedical record 
shall contain all of the following: 

(i) Name and address of patient and patient's representative. 
(ii) Documentation of advance directives. 
(iii) Adlnitting diagnosis. 
(iv) Medical history and physical exmnination. 
(v) Laboratory and radiology reports. 
(vi) Consent fonns. 
(vii) Physician orders and notations. 
(viii) Surgeon's operative report. 
(ix) Anesthesia report. 
(x) Nursing care notations. 
(xi) Medications and treatlnents administered. 
(xii) Written acknowledgment of receipt of discharge 

instructions by the patient or patient's representative. 
(Q) Ensuring that the lnedical record of discharged patient is 

cOlnpleted within 30 days of the discharge. 
(R) Ensuring that the lnedical records are lnaintained for a 

period of seven years. Medical records shall be retained onsite at 
the center, or retrievable by center staff within two hours of a 
request, for a period of one year frOln a patient's discharge. 

(S) Ensuring that written infection control policies and 
procedures are established and implelnented for the surveillance, 
control, and prevention of infection. The policies and procedures 
shall include all of the following: 

(i) Sterilization methods. 
(ii) Storage, lnaintenance, and distribution of sterile supplies 

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

provided to maintain a safe and sanitary environment. 
(U) Ensuring that equiplnent is operational, inspected, and 

maintained in accordance with the center's policies and 
procedures. These policies and procedures shall address all of the 
following: 

(i) Testing, calibrating, servicing, or repairing of equipment to 
ensure that the equiplnent is free from fire and electrical hazards. 

(ii) Maintaining records documenting service and calibration 
information. 

(iii) The use, maintenance, and storage of oxygen and other 
flammable gases in accordance with applicable law. 

(iv) The use and Inaintenance of electrical equipment in 
accordance with applicable law. 

(V) Ensuring that elnployees who provide direct patient care 
shall: 

(i) Be 18 years of age or older. 
(ii) Be certified in cardiopuhnonary resuscitation within the 

first month of emploYlnent, and Inaintain current certification 
thereafter. 

(iii) Attend six hours of in-service education per year, which is 
exclusive of orientation, and cardiopuhnonary resuscitation and 
which relates to the purposes and function of an mnbulatory 
surgical center. 

(W) Ensuring that personnel records are maintained, including 
the application for employment, verification of training, 
certification, or licensure, initial proof of freedOln frOln 
tuberculosis and annual verification statelnent thereafter, and 
orientation and in-service training records. 

(X) Ensuring the developlnent of a written disaster plan of 
operation with procedures to be followed in the event of a fire or 
threat to patient safety and shall ensure that an elnergency 
evacuation route is posted in every room where patients may be 
present, except restrooms. 

(Y) Ensuring all of the following with respect to elnergency 
preparation: 

(i) Fire drills are conducted every three Inonths, and all staff 
Inelnbers on duty participate. 
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(ii) Records of the drills include the date, time, and critique of 
the drills. 

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

during each surgical procedure. A registered nurse shall be 
present in the recovery room whenever patients are in the 
recovery room. 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 acknowledges, in writing, the 
physician's written discharge instructions. 

(4) The individual responsible for performing the operative 
procedure shall complete an operative report and any necessary 
discharge instructions according to Inedical staff bylaws and 
mnbulatory surgical center policies and procedures. The 
individual responsible for the administration of anesthesia shall 
complete an anesthesia report and any necessary discharge 
instructions according to Inedical staffbylaws and center policies 
and procedures. 

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

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

(7) The medical staff shall have responsibility for all of the 
following: 

(A) Approval of bylaws for the conduct of medical staff 
activities. 

(B) Conducting Inedical peer review and submitting 
recommendations to the governing authority for approval. 

(C) Establishing written policies and procedures that define 
the extent of elnergency treatment to be performed in the center, 
including cardiopuhnonary resuscitation procedures and 
provisions for the emergency transfer of a patient. 

(8) A medical staff physician shall admit 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 Society of Anesthesiologists and, 
beginning at a tilne of postoperative care, remain less than 24 
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hours and who do not, on average, require more than four hours 
of total operating time. 

(9) Within 30 days prior to admission, a medical staff member 
shall cOlnplete a medical history and physical examination of the 
patient. The individual responsible for perfonning the operative 
procedure shall document the preoperative diagnosis and the 
procedure to be performed. The nursing staff shall ensure that all 
of the following doculnents are in the patient's medical record 
prior to surgery: 

(A) A medical history and results of a current physical 
exmnination. 

(B) A preoperative diagnosis and the results of any laboratory 
tests or procedures relative to the surgery and the condition of the 
patient. 

(C) Validation of informed consent by the patient or patient's 
representative for the surgical procedure and care of the patient. 

(D) Physicians orders. 
(10) Staff shall provide e1nergency treatlnent according to the 

center's policies and procedures. 
(11) The mnbulatory surgical center shall pass an initial 

inspection for fire safety by the fire authority having jurisdiction. 
(12) The mnbulatory surgical center shall ensure that there 

shall be two recovery beds for each operating room, for up to 
four operating rooms, whenever general anesthesia is 
adlninistered. One additional recovery bed shall be required for 
each additional operating room. 

(13) Recovery beds or gurneys shall be located in a space that 
provides for a Ininilnum of 70 square feet per bed, allowing three 
feet or more between beds and between the sides of a bed and the 
wall. 

(14) The ambulatory surgical center Inay provide recliner 
chairs in the recovery rOOln area for patients who have not 
received general anesthesia. 

(15) The surgical center shall ensure that the following shall 
be available in the surgical suite: 

(A) Oxygen and the Ineans of administration. 
(B) Mechanical ventilatory assistance equiplnent, including 

airways. 
(C) Manual breathing bag, and suction apparatus. 
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(D) Cardiac monitor, defibrillator, and cardiopuhnonary 
resuscitation drugs as detennined by the facility's policies and 
procedures. 

(E) Noninvasive blood pressure monitor. 
(F) Oxygen saturation monitor. 
(0) TempeIatme monitOI. 
(II) End-tidal CO~: 
(G) Temperature monitor and an end-tidal CO2 when general 

anesthesia is administered. 
SEC. 7. 
SEC. 5. Section 1206 of the Health and Safety Code IS 

mnended to read: 
1206. This chapter does not apply to the following: 
(a) Exeept with Iespeet to specialty clinies speeified In 

paIaglaph (1) of subdivision (b) ofSeetion 1204, any plaee OI 
(a) Except with respect to the option provided with regard to 

ambulatory surgical clinics described in paragraph (1) of 
subdivision (b) of Section 1204 and further, with respect to 
chronic dialysis clinics described in paragraph (2) ofsubdivision 
(b) ofSection 1204, any place or establishlnent owned or leased 
and operated as a clinic or office by one or Inore licensed health 
care practitioners and used as an office for the practice of their 
profession, within the scope of their license, regardless of the 
nmne used publicly to identify the place or establishment. 

(b) Any clinic directly conducted, maintained, or operated by 
the United States or by any of its departments, officers, or 
agencies, and any prilnary care clinic specified in subdivision (a) 
of Section 1204 that is directly conducted, Inaintained, 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 frOln adopting regulations that utilize clinic 
licensing standards as eligibility criteria for participation in 
progrmns funded wholly or partiCl;lly under Title XVIII or XIX of 
the federal Social Security Act. 

(c) 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, that is located on land recognized as tribal land by the 
federal government. 
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(d) Clinics conducted, operated, or maintained as outpatient 
departments of hospitals. 

(e) Any facility licensed as a health facility under Chapter 2 
(cOlwnencing with Section 1250). 

(f) Any freestanding clinical or pathological laboratory 
licensed under Chapter 3 (commencing 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 commission vested with responsibility for 
regulation of the practice of that healing art. 

(h) A clinic that is operated by a primary care community or 
free clinic and that is operated on separate premises from the 
licensed clinic and is only open for lilnited services of no more 
than 20 hours a week. An intennittent clinic as described in this 
subdivision shall, however, meet 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 cOlnprehensive 
group practice prepayment health care service plan subject to 
Chapter 2.2 (comlnencing 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 shallinake application therefor 
to the director, who shall grant the exelnption to any facility 
Ineeting the criteria of Section 1201.5. Notwithstanding the 
licensure exelnption contained in this subdivision, a nonprofit 
speech and hearing center shall be deemed to be an organized 
outpatient clinic for purposes of qualifying for rein1bursement as 
a rehabilitation center under the Medi-Cal Act (Chapter 7 
(commencing with Section 14000) of Part 3 of Division 9 of the 
Welfare and Institutions Code). 

(1) A clinic operated by a nonprofit corporation exempt 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 medical research 
and health education and provides health care to its patients 
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through a group of 40 or more physicians and surgeons, who are 
independent contractors representing not less than 10 
board-certified specialties, and not less than two-thirds of whOln 
practice on a full-tilne basis at the clinic. 

(In) Any clinic, limited to in vivo diagnostic services by 
Inagnetic 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 permit cardiac catheterization or any treatment 
modality in these clinics. 

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

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

(p) (1) A clinic operated by a nonprofit corporation exeInpt 
frOln federal income 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 requirelnents on or before 
January 1, 2005: 

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

(B) Conducted research in, mnong other areas, prostatic 
cancer, cardiovascular disease, electronic neural prosthetic 
devices, biological effects and Inedical uses of lasers, and human 
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: 
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(i) In conjunction with research being conducted on 
procedures or applications not approved or only partially 
approved for payment (I) under the Medicare progrmn 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 
(cOlmnencing with Section 1340), or a disability insurer 
regulated under Chapter 1 (cOlnmencing 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 Inaintain 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 time 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. 

(1) 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 exempt 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 common 
control with, a clinic or health facility defined under this 
division, except a clinic exempt 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 frOln 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 
requireinents of this subdivision. This subparagraph shall not 
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apply to agreements 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 from each clinic Ineeting the 
criteria of this subdivision and any other interested party 
concerning the operation of the clinic's activities. The report 
shall ~ include, but not be limited to, an evaluation of how the 
clinic ilnpacted competition in the relevant health care market, 
and a detailed description of the clinic's research results and the 
level of acceptance by the payer cOlnmunity of the procedures 
performed at the clinic. The report shall also include a 
description of procedures performed both in clinics governed by 
this subdivision and those perfonned in other settings. The cost 
of preparing the reports shall be borne by the clinics that are 
required to submit theln to the Legislature pursuant to this 
paragraph. 

SEC.8. 
SEC. 6. Section 1214.1 of the Health and Safety Code is 

alnended to read: 
1214.1. Notwithstanding Section 1214, each application for 

an ambulatory surgical clinic or a chronic dialysis clinic under 
this chapter for an initial license, renewal license, license upon 
change of ownership, or special pennit shall be accompanied by 
an annual fee of three hundred dollars ($300) plus an alnount 
equal to 0.0003 tilnes the clinic's operating cost for the last 
cOlnpleted fiscal year. 

SEC. 9. Seetion 1233 of the Health and Safety Code is 
repealed. 

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

1226. ( a) The regulations shall prescribe the kinds of services 
which may be provided by clinics in each category of licensure 
and shall prescribe minimum standards of adequacy, safety, and 
sanitation of the physical plant and equiplnent, minilnuln 
standards for staffing with duly qualified personnel, and 
minimuln standards for providing the services offered. These 
IninimUln standards shall be based on the type of facility, the 
needs of the patients served, and the types and levels of services 
provided. 
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(b) The Office of Statewide Health Planning and 
Developlnent, in consultation with the Community Clinics 
Advisory COlnmittee, shall prescribe minimum 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 
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 
sublnitted for plan review Ineets 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 
completion of construction whether or not these standards have 
been Inet. 

(d) Ifupon 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 
Ineets the standards, as propounded by the office in California 
Building Standards Code. 

(e) When the office perfonns review for certification, the 
office shall charge a fee in an amount that does not exceed its 
actual costs. 
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(f) The office of the State Fire Marshal shall prescribe 
minimum safety standards for fire and life safety in surgieal 
el-inies ambulatory surgical centers. 

(g) Notwithstanding subdivision (c), the governing authority 
or owner of a clinic may request the office to perfonn plan 
review services for buildings described in subdivision (c). If the 
office agrees to perform these services, after consultation with 
the local building official, the office shall charge an amount not 
to exceed its actual costs. The construction or alteration of these 
buildings shall confonn 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. 

(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 surgieal dinies 
ambulatory surgical centers pursuant to this chapter, and for 
facilities certified for participation in the federal Medicare 
progrmn as ambulatory surgical centers, which accommodate 
surgical patients under general anesthesia, but are not required to 
relnain open and usable after an earthquake to accOlnmodate 
emergency patients. 

(b) A facility described in subdivision (a) which, after January 
1, 1991, anchors fixed Inedical equiplnent to the floor or roof of 
the facility with a gross operating weight of Inore than 400 
pounds or anchors fixed Inedical equipment 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 equiplnent is anchored 
in such a Inanner to Ineet the requirements of an occupancy 
importance 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 equipment shall keep available for inspection by the 
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department for a period of five years following the installation, a 
current written certification from the architect or engineer that 
the equipment is mounted in accordance with the applicable 
requirelnents. 

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

1233. A sUIgical clinic An ambulatory surgical center may 
restrict use of its facilities to melnbers of the medical staff of the 
surgical clinic ambulatory surgical center and other physicians 
and surgeons approved by the medical staff to practice at the 
etlttie center. 

SEC. 10. Section 1242 of the Health and Safety Code is 
amended to read: 

1242. The director may telnporarily suspend any license 
issued to a specialty clinic or special pennit 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 temporary 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 pennit, the director shall set the matter for 
hearing within 30 days after receipt of such notice. The 
telnporary suspension shall remain in effect until the tilne when 
the hearing is completed and the director has made a final 
detenl1ination on the merits; provided, however, that the 
telnporary suspension shall be deemed vacated if the director 
fails to make a final detennination 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 
ambulatory surgical center or chronic dialysis clinic or holder of 
a special pennit which is a group, corporation, or other 
association, the director may suspend the license or special 
pennit of the organization or may 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: 
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1248.1. No association, corporation, finn, partnership, or 
person shall operate, manage, conduct, or Inaintain 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 
government. 

(c) Any clinic directly conducted, maintained, or operated by 
the United States or by any of its departments, officers, or 
agencies. 

(d) Any primary care clinic licensed under subdivision ( a) of 
Section 1204 or any ambulatory surgical center licensed under 
subdivision (b) ofSection 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 cOlnpliance with Article 2.7 
(cOlmnencing with Section 1646) or Article 2.8 (cOlmnencing 
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 mobile van, in 
which equipment 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 
healthcare practitioners with clinical privileges at, the facility and 
are subj ect 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 frOln cOlnplying with all other 
provisions of law that are otherwise applicable. 

SEC. 12. Section 139.3 of the Labor Code is amended to 
read: 
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139.3. (a) Notwithstanding any other provision of law, to the 
extent those services are paid pursuant to Division 4 
(commencing 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, psychometric testing, hOlne infusion therapy, 
outpatient surgery, or diagnostic imaging goods or services 
whether for treatment or Inedical-Iegalpurposes if the physician 
or his or her immediate 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 limited to, all 
X -ray, computed axial tomography Inagnetic resonance imaging, 
nuclear medicine, positron emISSIOn tomography, 
InmTImography, and ultrasound goods and services. 

(2) "l1mnediate 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" means 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, compensation, 
relnuneration, 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 
whom 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 limited to, an arrangelnent 
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 deelned 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 
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accordance with other provisions of law. Elnployees 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 melnber of the group provides 
substantially the full range of services that the physician 
routinely provides, including medical care, consultation, 
diagnosis, or treatment, through the joint use of shared office 
space, facilities, equiplnent, and personnel. 

(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 nmne of the group and amounts so received are 
treated as receipts of the group, and except that in the case of 
Inultispecialty clinics, as defined in subdivision (I) of Section 
1206 of the Health and Safety Code, physician services are billed 
in the name of the Inultispecialty clinic and mnounts so received 
are treated as receipts of the multispecialty clinic. 

(C) The overhead expenses of, and the income from, the 
practice are distributed in accordance with Inethods previously 
detennined by Inembers of the group. 

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

operating rooms, mnbulatory surgery rooms, endoscopy units, 
cardiac catheterization laboratories, or other sections of a 
freestanding mnbulatory smgery e1inie 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 schelne, such as a cross-referral arrangement, that 
the licensee lmows, or should lmow, has a principal purpose of 
ensuring referrals by the licensee to a particular entity that, if the 
licensee directly made referrals to that entity, would be in 
violation of this section. 
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(2) It shall be unlawful for a physician to offer, deliver, 
receive, or accept any rebate, refund, commission, preference, 
patronage dividend, discount, or other consideration, whether in 
the form of money or otherwise, as compensation or inducelnent 
for a referred evaluation or consultation. 

(d) No claim for payment shall be presented by an entity to 
any individual, third-party payor, 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 from 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. 

(f) No insurer, self-insurer, or other payor shall pay a charge 
or lien for any goods or services resulting from a referral in 
violation of this section. 

(g) A violation of subdivision (a) shall be a Inisdemeanor. The 
appropriate licensing board shall review the facts and 
circUlnstances 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 may be enforced by the Insurance 
COmInissioner, 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. 12. 
SEC. 13. No reilnburselnent 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, elilninates a criIne or infraction, or changes the 
penalty for a criIne or infraction, within the meaning of Section 
17556 of the Govermnent Code, or changes the definition of a 
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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: AB 2373 VERSION: AMENDED APRIL 5, 2006 

AUTHOR: PLESCIA SPONSOR: MEDICAL TECHNOLOGIES INC. 

RECOMMENDED POSITION: 

SUBJECT: AUTOMATED DRUG DELIVERY SYSTEM 


Existing Law: 

1) Permits the use of an automated drug delivery system (ADDS) in non-profit clinics licenced 
by the board under specified circumstances. (B&P 4186) 

2) Permits skilled nursing and intermediate care facilities to use an ADDS to store and distribute 
drugs, and specifies requirements for the use of ADDSs in those facilities. (B&P 4119.1) 

3) Defines "health facility" in general, and specifically defines "skilled nursing facility," 
"intermediate care facility," and "nursing facility." (H&S 1250(c), (d), (k)) 

4) Provides for skilled nursing and intermediate care facilities to use an ADDS to store and 
distribute drugs, and to track the movement of drugs into and out of the system. (H&S 1261.6) 

5) Regulates the manner in which a pharmacist stocks and oversees the removal of drugs from 
an automated drug delivery system. (H&S 1261.6) 

This Bill: 

1) Expands the use of ADDS in nursing facilities. (H&S 1261.6(a)(2) Amended) 

2) Deletes the requirement that medications removed from an ADDS be labeled specificly to a 
patient. 

(H&S 1261.6(f)(6) Amended) 

3) Permits the use of blister pack cards in an ADDS. (H&S 1261.6(i) Amended) 

Comment: 

1) Author's Intent. The author's intent is to broaden the use and type of automated drug 
delivery systems used in long-term care facilities. A letter written by the sponsor of the bill 
states that "the system description currently provided in H&S code 1261.6 does not specifically 
address a major type of standard industry packaging and a portion of the language in 
1261.6(f)(6) is too limiting to enable the use of certain systems. As a result, few 
pharmacies/facilities are willing to undergo the expense required to install one of these systems. 
Specifically, the bill would include "blister pack" cards as an approved packaging technology 



and clarify that facility or contract personnel licensed by law to administer drugs have access to 
the entire inventory of drugs stored in the system after the review and approval of a licensed 
pharmacist." 

2) Suggested Amendment: If the board supports the measure then S&P section 4119.1 , 
should be amended to allow nursing facilities use an ADDS to store and distribute drugs. This 
amendment would make the S&P code consistent with H&S 1261.6, as amended. 

3) Previous Legislation. AS 809 (Chapter 310, Statutes of 2001), Automated Drug Delivery 
Systems, permitted the use of ADDs in clinics licensed by the board. AS 2184 (Chapter 342, 
Statutes of 2004), Automated Drug Delivery Systems, expanded the use of automated drug 
delivery system in skilled nursing facilities. AS 522 (Chapter 469, Statutes of 2005) revised 
existing law by 1) defining "pharmacy services" as the provision of both routine and emergency 
drugs and biologicals to meet the needs of the patient; 2) requiring a pharmacist reviewing an 
order for a drug to check for contraindications and adverse drug reactions when an automated 
drug delivery system is used; and 3) limiting access by licensed personnel to an automated drug 
delivery system to the prescribed drug authorized by the pharmacist and specific to the patient. 

4) History. 

2006 

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 Coms. on HEALTH and S. & P. 
Feb. 24 From printer. May be heard in committee March 26. 
Feb. 23 Read first time. To print. 



AMENDED IN ASSEMBLY APRIL 5, 2006 

CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2373 

Introduced by Assembly Member Plescia 

February 23, 2006 

An act to atllend Section 1261.6 of the Health and Safety Code, 
relating to health facilities. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2373, as atllended, Plescia. AutOlllated drug delivery systeill. 
Existing law provides for skilled nursing and intennediate care 

facilities that use an automated drug delivery systelll to store and 
distribute drugs to accurately track the lllovement of drugs into and 
out of the systeill. 

This bill would include nursing facilities within the scope of that 
requirement. 

Existing la vv' pro vides that indi vidualized and speeifie aeeess to 
autOlnated dt ug deli very Sy steIns shall be litnited to faeility and 
eontraet personnel authorized by lavv' to adininister drugs. 

Tllis bill would rudlH:'l l~rll~t tlwt a",ees., to those persons described 
abo ve vvhen operating vv ithin their professional seope of praetiee. 

Existing la:vv requires that re v ie vv of the drugs eontained vv ithin, and 
the operation and Inaintenanee of, the autOlnated drug deli very Sy steIn 
shall be done in aeeordanee Vv ith la vv, and speeifies that the re v ie \lv' 

inelude speeified inspeetions and re vie vv s. 
This bill vv 0 uld extend the seope of the revie vV to inelude a related 

diseussion vv ith facility staff using the Sy stem. 
Existing law requires that a pharmacist stock an automated drug 

delivery system, unless the system utilizes removable pockets, 
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drawers, or similar technology, in which case stocking may be done 
outside the facility and delivered to the facility under specified 
conditions. 

This bill would specify that this exception applies to the use of 
removable pockets, cards, drawers, or similar technology. 

Existing law exempts drugs dispensed from an automated drug 
delivery system that meets specified requirements from certain drug 
container labeling requirements if, among other things, those drugs 
are contained in unit dose packaging. 

This bill would include within the definition ofunit dose packaging 
drugs packaged in blister pack cards. 

Existing law Inakes a violation of statutory requirelnents applicable 
to licensing of the above facilities a crilne. By expanding the scope of 
the application of the above requirements to include nursing facilities 
that have an automated drug delivery system, this bill would change 
the definition of a crime, thereby ilnposing a state-lnandated local 
progrmn. 

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 making that 
reilnburseinent. 

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

Vote: Inajority. Appropriation: no. Fiscal con11nittee: yes. 
State-Inandated local progratn: yes. 

The people ofthe State ofCalifornia do enact as follows: 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 

SECTION 1. Section 1261.6 of the Health and Safety Code is 
atnended to read: 

1261.6. (a) (1) For purposes of this section and Section 
1261.5, an "autOlnated drug delivery systeln" means a 
Inechanical systeln that perfonns operations or activities, other 
than cOlnpounding or adlninistration, relative to the storage, 
dispensing, or distribution of drugs. An automated drug delivery 
system shall collect, control, and maintain all transaction 
infonnation to accurately track the movelnent of drugs into and 
out of the systeln for security, accuracy, and accountability. 

(2) For purposes of this section, "facility" Ineans a health 
facility licensed pursuant to subdivision (c), (d), or (k), of Section 
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1250 that has an automated drug delivery system provided by a 
pharmacy. 

(3) For purposes of this section, "phannacy services" means 
the provision of both routine and elnergency drugs and 
biologicals to Ineet the needs of the patient as prescribed by a 
physician. 

(b) Transaction infonnation shall be made readily available in 
a written fonnat for review and inspection by individuals 
authorized by law. These records shall be maintained in the 
facility for a minimuln of three years. 

(c) Individualized and specific access to automated drug 
delivery systems shall be limited to facility and contract 
personnel authorized by law to adlninister drugs and operating 
Tvvithin the seope oftheit professional scope of practice. 

(d) (1) The facility and the pharmacy shall develop and 
iInplement written policies and procedures to ensure safety, 
accuracy, accountability, security, patient confidentiality, and 
Inaintenance of the quality, potency, and purity of stored drugs. 
Policies and procedures shall define access to the autOlnated drug 
delivery system and limits to access to equipment and drugs. 

(2) All policies and procedures shall be maintained at the 
phannacy operating the autOlnated drug delivery system and the 
location where the autOlnated drug delivery systeln is being used. 

(e) When used as an elnergency phannaceutical supplies 
container, dnlgs removed frOln the automated drug delivery 
systeln shall be limited to the following: 

(1) A new drug order given by a prescriber for a patient of the 
facility for adlninistration prior to the next scheduled delivery 
from the phannacy, or 72 hours, whichever is less. The drugs 
shall be retrieved only upon authorization by a phannacist and 
after the phannacist has reviewed the prescriber's order and the 
patient's profile for potential contraindications and adverse drug 
reactions. 

(2) Drugs that a prescriber has ordered for a patient on an 
as-needed basis, if the utilization and retrieval of those drugs are 
subject to ongoing review by a pharmacist. 

(3) Drugs designed by the patient care policy cOlmnittee or 
phannaceutical service cOlmnittee of the facility as emergency 
drugs or acute onset drugs. These drugs Inay be retrieved from an 
automated drug delivery system pursuant to the order of a 
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prescriber for emergency or immediate administration to a 
patient of the facility. Within 48 hours after retrieval under this 
paragraph, the case shall be reviewed by a pharmacist. 

(f) When used to provide phannacy services pursuant to 
Section 4119.1 of the Business and Professions Code, the 
automated drug delivery system shall be subject to all of the 
following requirelnents: 

(1) Drugs removed frOln the autOlnated drug delivery systeln 
for administration to a patient shall be in properly labeled units of 
adlninistration containers or packages. 

(2) A pharmacist shall review and approve all orders prior to a 
drug being removed frOln the autOlnated drug delivery system for 
adlninistration to a patient. The phannacist shall review the 
prescriber'S order and the patient's profile for potential 
contraindications and adverse drug reactions. 

(3) The phannacy providing services to the facility pursuant to 
Section 4119.1 of the Business and Professions Code shall 
control access to the drugs stored in the autOlnated drug delivery 
system. 

(4) Access to the automated drug delivery systeln shall be 
controlled and tracked using an identification or password system 
or biosensor. 

(5) The autOlnated drug delivery systeln shallinake a complete 
and accurate record of all transactions that will include all users 
accessing the systeln and all drugs added to, or relnoved frOln, 
the systeln. 

(6) After the phannacist reviews the prescriber's order, access 
by licensed personnel to the autOlnated drug delivery systeln 
shall be litnited only to the drug as ordered by the preseriber and 
reviewed by the phannaeist and that is speeifie to the patient. 
shall be limited only to drugs ordered by the prescriber and 
reviewed by the pharmacist. When the prescriber's order requires 
a dosage variation of the Saine drug, licensed personnel shall-enly 
have access to the drug ordered for that scheduled time of 
administration. 

(g) The stocking of an automated drug delivery system shall 
be perfonned by a phannacist. If the autOlnated drug delivery 
systeln utilizes removable poekets or pockets, cards, drawers, or 
shnilar technology, the stocking system Inay be done outside of 
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the facility and be delivered to the facility if all of the following 
conditions are met: 

(1) The task of placing drugs into the relnovable poekets 
pockets, cards, or drawers is perfonned by a pharmacist or by an 
intern phannacist or a phannacy technician working under the 
direct supervision of a phannacist. 

(2) The removable poekets pockets, cards, or drawers are 
transported between the phannacy and the facility in a secure 
tmnper-evident container. 

(3) The facility, in conjunction with the phannacy, has 
developed policies and procedures to ensure that the poekets 
pockets, cards, or drawers are properly placed into the autOlnated 
drug delivery systeln. 

(h) Review of the drugs contained within, and the operation 
and Inaintenance of, the autOlnated drug delivery systeln shall be 
done in accordance with law and shall be the responsibility of the 
phannacy. The review shall be conducted on a Inonthly basis by 
a phannacist and shall include a physical inspection of the drugs 
in the automated drug delivery systeln, an inspection of the 
autOlnated drug delivery system machine for cleanliness, and a 
review of all transaction records in order to verify the security 
and accountability of the 8) steIn, and a related diseussion vv ith 
faeilit) staff using the systeln. 

(i) Drugs dispensed frOln an automated drug delivery systeln 
that meets the requirements of this section shall not be subject to 
the labeling requirements of Section 4076 of the Business and 
Professions Code or Section 111480 of this code if the drugs to 
be placed into the autOlnated drug delivery systeln are in unit 
dose packaging or unit of use and if the infonnation required by 
Section 4076 of the Business and Professions Code and Section 
111480 of this code is readily available at the tiIne of drug 
adlninistration. For purposes of this section, unit dose packaging 
includes blister pack cards. 

SEC. 2. No reilnburselnent is required by this act pursuant to 
Section 6 of Article XIIIB 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 criIne or 
infraction, eliIninates a crilne or infraction, or changes the 
penalty for a crilne or infraction, within the Ineaning of Section 
17556 of the Govermnent Code, or changes the definition of a 
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 criIne within the meaning of Section 6 of Article XIII B of the 
California Constitution. 

98 



DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: AB 2730 VERSION: INTRODUCED 

AUTHOR: NATION SPONSOR: AUTHOR 

RECOMMENDED POSITION: 

SUBJECT: MEDI-CAL: CONTRACT DRUG LIST: ADVERTISING 


Existing Law: 

1) Permits the Department of Health Services (DHS) to enter into contracts with manufacturers 
of drugs, and requires DHS to maintain a list of those drugs for which contracts have been 
executed, known as the Medi-Cal contract drug list. Allows patients who are Medi-Cal eligible 
who lack prescription drug coverage, to purchase drugs at the Medi-Cal rate. (B&P 4425-4426) 

2) Requires the Food and Drug Administration (FDA) to regulate the promotion of prescription 
drugs including the content of direct-to-consumer (DTC) advertising. (21 USC 502(n)) 

3) Requires advertisers to present accurate information and fairly represent both the benefits 
and risk of advertised drugs. (21 CFR 202.1 (e)) 

4) Requires pharmaceutical companies to submit all drug advertisements to the FDA when they 
are first broadcast, published, or distributed through other means. (21 CFR 314.81(b)(3)(i)) 

This Bill: 

1) Prohibits DHS from entering into a contract for a drug, or placing a drug on the Medi-Cal 
contract drug list, if the drug has been promoted through the use of direct-to-consumer 
advertising in California, unless either of the following conditions exists: 

a. 	 DHS is required to reimburse a provider for a drug that has been promoted through the 
use of direct-to-consumer advertising in California if the provider has obtained prior 
authorization from the department to prescribe the drug. 

b. 	 Regardless of whether prior authorization was obtained, DHS is required to reimburse a 
provider who submits an otherwise valid claim for the cost of a drug that was provided to 
a Medi-Cal beneficiary who began using the drug prior to January 1,2007, as part of a 
prescribed therapy, unless that drug is no longer prescribed for the beneficiary's therapy. 

2) Defines "direct-to-consumer advertising" as any promotional message or material regarding 
a drug that may be obtained only by prescription that satisfies each of the following: 

a. 	 Employs the brand or pharmacological name of the drug, or employs a description of the 
drug or its effects without identifying it by name. 



b. Is distributed or made available to an audience that is not composed primarily of 
physicians and surgeons, or other medical professionals authorized to write 
prescriptions. 

c. Takes place through in-person contact, or appears in any form of communications 
media, including the following: 

i. Print media, such as magazines, journals, and other periodicals, newspapers, and 
printed material distributed directly to consumers. 

ii. Broadcast media, such as radio and television. 

iii. Electronic media, such as the Internet. 

iv. Telephone communications systems, such as fax machines. 
(Welfare and Institutions 14105.331 Added) 

Comment: 

1) Author's Intent. The author's intent is to "curtail wasteful spending on drug advertising. 
Pharmaceutical companies are advertising their products to the public without disclosing, 
among other details, all the side effects associated with the drug or the actual purpose of the 
drug. As a result, runaway advertising is driving up costs of products and health care." 

2) DTC Snapshot. The following information is primarily from a 2002 Government Accounting 
Office Report, Prescription Drugs, FDA Oversight of D-T-C Advertising Has Limitations. (An 
excerpt of the report is attached.) 

Advertising Budgets. In 2001, pharmaceutical companies spent a total of $49.4 billion on 
research and development (R&D) on new drugs and promotional advertising of existing 
drugs; $30.3 billion on R&D and $19.1 billion on total promotion. Of the $19.1 billion spent on 
promotion 80% ($15.3 billion) was targeted at physicians in the form of providing samples 
and sending sales representatives to meet with physicians; the remaining 20% ($2.7 billion) 
was spent on DTC advertising. 

The GAO report states that between 1999 and 200, the number of prescription drugs 
dispensed fro the heavily advertised drugs rose 25%, but increased 40/0 for drugs that were 
not heavily advertised. Over the same period, prices rose 6% for the most heavily advertised 
drugs and 9% for the others. 

Effectiveness of DTC Advertising. A 2003, report from the Harvard School of Public 
Health, Demand Effects of Recent Changes in Prescription Drug Promotion, May 29,2003, 
found that advertising had an elasticity of .10, in five therapeutic classes that were studied, 
"which means that on average a 10% increase in DTC advertising of a drug within a class 
results in a 1 % increase in sales in the class." While it's not surprising that advertising is 
effective, it is interesting that DTC advertising did not increase sales of individual drugs. 
"One possible explanation for this finding is that DTC advertising prompts previously 
untreated patients to talk to their doctors about advertised treatments, but the discussions 
may not lead to a prescription for a particular drug." 

Types of Advertisements: The FDA permits three types of DTC advertisements, product 
claim ads, reminder ads, and help-seeking ads. Only the product claim ad is required to 
mention a drug by name, safety and effectiveness of the drug, a brief, summary of benefit 
and risk, a major statement of risk, and provisions for finding out more information, such as 
a toll-free number. 

Regulation and Enforcement: The FDA's Division of Drug Marketing, Advertising, and 
Communications (DDMAC) is responsible for overseeing and implementing regulations 
governing DTC advertisement. When the DDMAC finds an advertisement is in violation of 
the law, the DDMAC will send one of two enforcement letters to the pharmaceutical 
company; either an untitled or a warning letter. A company that receives a letter is asked to 



submit a written response to the DDMAC describing the remedial action it has taken. The 
GAO found that "the FDA's oversight is generally effective in halting the dissemination of 
advertisements it views and identifies as misleading." In 2002, DDMAC's internal 
procedures for drafting regulatory letters were changed. The new procedures lengthen the 
time it takes DDMAC to draft and send letters to pharmaceutical companies. The increase 
time has resulted in letters arriving after advertising campaigns have run their course. As a 
result, consumers never see corrected advertisements. 

5) History. 

2006 

Mar. 14 
Feb. 27 
Feb. 25 
Feb. 24 

Referred to Com. on HEALTH. 
Read first time. 
From printer. May be heard in committee March 27. 
Introduced. To print. 



CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2730 

Introduced by Assembly Member Nation 

February 24, 2006 

An act to add Section 14105.331 to the Welfare and Institutions 
Code, relating to Medi-Cal. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2730, as introduced, Nation. Medi-Cal: contract drug list: 
advertising. 

Existing law provides for the Medi-Cal progratn, which is 
administered by the State Departlnent of Health Services and under 
which qualified 10w-incOlne persons receive health care benefits, 
including prescription drug benefits. 

Existing law allows the departlnent to enter into contracts with 
manufacturers of drugs, and requires the departtnent to maintain a list 
of those drugs for which contracts have been executed, known as the 
Medi -Cal contract drug list. 

This bill would make certain findings and declarations regarding 
direct-to-consumer advertising ofprescription drugs. It would prohibit 
the department frOln entering into a contract for a drug, and from 
placing a drug on the Medi-Cal contract drug list, if the drug has been 
prOlnoted in California through the use of direct-to-consulner 
advertising, as defined. The bill would, however, require the 
department to reitnburse a provider for such a drug if the provider has 
obtained prior authorization frOln the department to prescribe the drug, 
or if the drug was provided to a Medi-Cal beneficiary who began 
using it before January 1, 2007, as part of a prescribed therapy, unless 
that drug is no longer prescribed for the beneficiary's therapy. 
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Vote: Inajority. Appropriation: no. Fiscal cOlnmittee: yes. 
State-mandated local progrmn: no. 

The people ofthe State ofCalifornia do enact as follows: 
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SECTION 1. The Legislature finds and declares the 
following: 

(a) The United States is one of only a few countries that allow 
phannaceutical companies to advertise prescription drugs. 

(b) Direct-to-consulner prescription drug advertising is a 
category of promotional infonnation about specific drug 
treatlnents provided directly to consumers by or on behalf of 
drug cOlnpanies. 

(c) Advertiselnents disselninated to the public are not required 
in order for phannaceutical cOlnpanies to sell their products. 

(d) Since pharmaceutical companies have been allowed to 
broadcast advertiselnents that Inention a prescription Inedication 
by nmne without disclosing all of the risks of that Inedication, 
conSUlner delnand for medications has increased, resulting in a 
corresponding increase in the cost of prescriptions and health 
care delivery. 

(e) While the phannaceutical cOlrununity has tried to convince 
the public, the United States Congress, and the federal Food and 
Drug Adlninistration (FDA) that direct-to-consulner 
advertiselnents are educational rather than promotional, the goal 
of these ads is to ensure that patients obtain prescriptions frOln 
their doctors for a particular brand of n1edication, rather than for 
a cOlnpetitor's product or for another fonn of therapy that may be 
Inore suitable for an individual patient. 

(f) Physicians are under increasing pressure frOln patients who 
already suspect that health Inaintenance organization fonnularies 
restrict physicians frOln prescribing the best medication for each 
patient. 

(g) The consequences of direct-to-consumer advertising of 
phannaceutical drugs include the fact that a physician n1ust spend 
time defending the reasons why the advertised drug is either 
unnecessary or detriInental to the patient's health, and the 
possibility that, if the physician declines to issue a prescription, 
the patient may tum to other sources, including the Internet, to 
0 btain the product. 
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(h) According to the United States General Accounting Office, 
the investigational arm of Congress, pharmaceutical 
Inanufacturers spent 1.1 billion dollars in 1997, increasing to 
about 2.7 billion dollars in 2001, on direct-to-consumer 
prescription drug advertising alone, with expenditures increasing 
at double digit rates every year. 

(i) Numerous studies have linked the increase In 
direct-to-consuiner advertising to the exponential growth in 
prescription drug expenditures. 
U) In 1997, the FDA relaxed restrictions on the content of 
direct-to-consuiner prescription drug advertising, withdrawing 
the prior requirement for a summary of side-effect and adverse 
reaction information and replacing it with a requirement for a 
stateinent about "major risks," but not "all risks," thereby making 
direct-to-consumer advertisements about prescription drugs more 
practicable. 

SEC. 2. Section 14105.331 is added to the Welfare and 
Institutions Code, to read: 

14105.331. (a) (1) Notwithstanding any other provision of 
this chapter, and except as provided in paragraphs (2) and (3), the 
department shall not enter into a contract for a drug, nor place a 
drug on the Medi-Cal contract drug list, if the drug has been 
promoted through the use of direct-to-consumer advertising in 
California. 

(2) The department shall reimburse a provider for a drug that 
has been promoted through the use of direct-to-consuiner 
advertising in California if the provider has obtained prior 
authorization frOln the department to prescribe the drug. 

(3) Notwithstanding paragraph (2), regardless of whether prior 
authorization has been obtained, the department shall reimburse 
a provider who submits an otherwise valid claim for the cost of a 
drug that was provided to a Medi-Cal beneficiary who began 
using the drug prior to January 1, 2007, as part of a prescribed 
therapy, unless that drug is no longer prescribed for the 
beneficiary's therapy. 

(b) For purposes of this section, 
"direct-to-consumer-advertising" means any promotional 
Inessage or Inaterial regarding a drug that may be obtained only 
by prescription that satisfies each of the following: 

99 



AB 2730 -4

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 

o 

99 

(1) Employs the brand or pharmacological name of the drug, 
or employs a description of the drug or its effects without 
identifying it by name. 

(2) Is distributed or made available to an audience that is not 
cOlnposed primarily ofphysicians and surgeons, or other medical 
professionals authorized to write prescriptions. 

(3) Takes place through in-person contact, or appears in any 
form of cOlnmunications media, including the following: 

(A) Print media, such as magazines, journals, and other 
periodicals, newspapers, and printed lnaterial distributed directly 
to consumers. 

(B) Broadcast media, such as radio and television. 
(C) Electronic media, such as the Internet. 
(D) Telephone cOlnmunications systems, such as fax 

lnachines. 
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Accountability * Integrity * Reliability 

GAO 

United States General Accounting Office 
Washington, DC 20548 

October 28, 2002 

The Honorable Susan Collins 
The Honorable Barbara Mikulski 
The Honorable James Jeffords 
United States Senate 

The Honorable Nick Rahall 
The Honorable Joseph M. Hoeffel 
House of Representatives 

Prescription drug spending increased at an annual rate of about 18 percent 
from 1997 through 2001 and is the fastest growing component of health 
care spending in the United States. Among the many reasons cited for this 
increase are growth in the number of patients diagnosed with conditions 
that can be treated with pharmaceuticals and the development of 
innovative drugs for some conditions. 1 Spending on direct-to-consumer 
(DTC) advertising of prescription drugs has tripled in recent years. 
Pharmaceutical companies promote their products directly to consumers 
through advertisements in magazines, newspapers, and consumer 
brochures; on the Internet; and on radio and television. They also promote 
their products to physicians by sending sales representatives to their 
offices, providing free samples for distribution to patients, and advertising 
in professional journals. 

The potential consequences of print and broadcast DTC advertising have 
prompted much debate. Supporters of DTC advertising maintain that it 
educates consumers about medical conditions and care options and that 
the increased use of prescription drugs that DTC advertising encourages 
has improved the public's health. Critics of DTC advertising contend that it 
is sometimes misleading, leads consumers to seek prescription drugs 
when other treatments may be more appropriate, and causes some 
patients to ask their physician to prescribe new drugs that are more 
expensive but may not be more effective than older drugs. Critics also 
argue that pharmaceutical companies spend too much money on drug 
promotion rather than on research and development initiatives. 

lRobert W. Dubois, Anita J. Chawla, Cheryl A. Neslusan, Mark W. Smith, and Sally Wade, 
"Explaining Drug Spending Trends: Does Perception Match Reality?" Health Affairs, vol. 19 
(2000),231-39. 
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The Food and Drug Administration (FDA) regulates the promotion of 
prescription drugs, including the content of DTC advertisements, under 
the authority of the Federal Food, Drug and Cosmetic Act (FFDCA).2 The 
act sets general standards for FDA's regulation of prescription drug 
advertising directed to consumers and physicians. Regulations 
implementing the act require that advertisements present accurate 
information and fairly represent both the benefits and the risks of the 
advertised drug.3 The Division of Drug Marketing, Advertising, and 
Communications (DDMAC) within FDA's Center for Drug Evaluation and 
Research (CDER) is responsible for implementing the regulations 
governing DTC advertising. Under the regulations, pharmaceutical 
companies are required to submit all drug advertisements to FDA when 
they are first disseminated to the public (that is, broadcast, published, or 
otherwise distributed).4 In 1997, FDA issued draft guidance to clarify and 
offer options on how these regulations applied to advertisements 
broadcast directly to consumers on radio and television.5 Since that time, 
the number of broadcast advertisements for prescription drugs has 
increased greatly. At the same time, the number of regulatory letters sent 
by FDA to pharmaceutical companies requesting that the companies 
remove misleading advertisements from circulation has decreased, leading 
some observers to question FDA's ability to enforce its regulations. Others 
argue that this decrease has occurred because pharmaceutical companies 
are doing a better job of meeting FDA's requirements. 

In light of these developments, you asked us to (1) compare spending by 
pharmaceutical companies on DTC advertising with spending on all 
promotional activities and on research and development, (2) evaluate the 
effect of DTC advertising on prescription drug spending and utilization, 
and (3) evaluate the extent and effectiveness of FDA's oversight of DTC 
advertising since FDA issued its 1997 draft guidance for broadcast 
advertisements. 

To assess the trends in spending on DTC advertising, overall promotion, 
and research and development, we reviewed recent reports from the 
pharmaceutical industry and other organizations. To analyze the effect of 

221 U.S.C. § 502(n). 

321 C.F.R. § 202.1(e). 

421 C.F.R. § 314.81(b)(3)(i). 

5The guidance was finalized in 1999. 
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DTC advertising on drug spending and utilization, we reviewed studies on 
pharmaceutical sales, examined surveys of consumer responses to DTC 
advertising, and reviewed studies on the impact of DTC advertising.6 To 
evaluate the extent and effectiveness of FDA's oversight of DTC 
advertising, we reviewed federal regulations, and regulatory letters, and 
interviewed officials from several offices within FDA, including DDMAC. 
We also interviewed pharmaceutical industry representatives and other 
key stakeholders, including public interest groups and representatives of 
the advertising industry. We conducted our work from February 2002 
through September 2002 in accordance with generally accepted 
government auditing standards. See appendix I for a detailed discussion of 
our scope and methodology. 

Results in Brief Pharmaceutical companies spend more on research and development
initiatives than on all drug promotional activities, including DTC 
advertising. According to industry estimates, pharmaceutical companies 
spent $30.3 billion on research and development and $19.1 billion on all 
promotional activities, which includes $2.7 billion on DTC advertising, in 
2001. Pharmaceutical companies have increased spending on DTC 
advertising more rapidly than they have increased spending on research 
and development. Between 1997 and 2001, DTC advertising spending 
increased 145 percent, while research and development spending 
increased 59 percent. Promotion to physicians accounted for more than 80 
percent of all promotional spending by pharmaceutical companies in 2001. 
Total promotional spending was equivalent to 12 percent of drug sales in 
the United States in 2001. 

DTC advertising appears to increase prescription drug spending and 
utilization. Drugs that are promoted directly to consumers often are 
among the best-selling drugs, and sales for DTC-advertised drugs have 
increased faster than sales for drugs that are not heavily advertised to 
consumers. Most of the spending increase for heavily advertised drugs is 
the result of increased utilization, not price increases. For example, 
between 1999 and 2000, the number of prescriptions dispensed for the 
most heavily advertised drugs rose 25 percent, but increased only 4 
percent for drugs that were· not heavily advertised. Over the same period, 

6In this report, we use three terms to describe the magnitude of prescription drug use. 
"Utilization" refers to the number of prescriptions dispensed. "Spending" and "sales" refer 
to the amount of money spent for prescription drugs and are a function of both utilization 
and price. 
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prices rose 6 percent for the most heavily advertised drugs and 9 percent 
for the others. The concentration of DTC spending on a small number of 
drugs for chronic diseases that are likely to have high sales anyway and 
the simultaneous promotion of these drugs to physicians may contribute 
to increased utilization and thereby increase sales of DTC-advertised 
drugs. The recent research literature shows that DTC advertising may 
cause increases in drug utilization and sales in some cases. In addition, 
consumer surveys have consistently found that about 5 percent of 
consumers (or, by our estimate, about 8.5 million consumers annually) 
have both requested and received from their physician a prescription for a 
particular drug in response to seeing a DTC advertisement. 

While generally effective at halting the dissemination of advertisements it 
reviews and identifies as misleading, FDA's oversight of DTC advertising 
has limitations. DDMAC focuses on advertisements that will be widely 
circulated or that are the most likely to impart misleading impressions of a 
drug to consumers. For example, DDMAC reviews all broadcast DTC 
advertisements because of the large number of people who will see them. 
FDA issues regulatory letters for a small percentage of the advertisements 
it reviews. From August 1997 through August 2002, FDA issued 88 
regulatory letters for violative DTC advertisements. FDA officials told us 
that pharmaceutical companies that have received regulatory letters have 
invariably ceased dissemination of the misleading advertisement. 
However, FDA's oversight has not prevented some pharmaceutical 
companies from repeatedly disseminating new misleading advertisements 
for the same drug, and some pharmaceutical companies have failed to 
submit in a timely manner all newly disseminated advertisements to FDA 
for review. Furthermore, FDA's oversight has been adversely affected by a 
January 2002 change in its procedures for reviewing draft regulatory 
letters that was directed by the Department of Health and Human Services 
(HHS). This change has significantly increased the time between DDMAC's 
identification of a misleading advertisement and FDA's request to remove 
it from dissemination, with the result that some regulatory letters may not 
be issued until after the advertising campaign has run its course. 

In light of the delay caused by the change in policy for review of draft DTC 
regulatory letters, we are recommending that HHS expedite the review of 
these letters to ensure that misleading DTC advertisements are withdrawn 
as soon as possible once identified. In its comments on a draft of this 
report, HHS explained that the purpose of the change in procedure was to 
ensure that the letters are based on a solid legal foundation and promote 
voluntary compliance. HHS agreed that it is important to issue DTC 
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regulatory letters quickly and said that it intends to reduce the number of 
days that the letters are under review. 

Background Prescription drug spending and utilization have increased rapidly in recent
years. Part of the increase is due to growth in the number of patients 
diagnosed with conditions that can be treated with pharmaceuticals and 
the development of innovative drugs for some conditions. The promotion 
of prescription drugs is regulated by FDA. FDA's regulations and 
subsequently issued guidance contain specific requirements and 
explanations regarding the content of advertisements that promote 
prescription drugs. When requirements are not met, FDA may issue a 
regulatory letter requesting that the advertisement be withdrawn or 
revised. 

Reasons for Increased 
Prescription Drug 
Spending and Utilization 

Prescription drug spending has risen steadily over the past decade. 
Spending on prescription drugs now represents 10 percent of health care 
expenditures in the United States, and adults aged 65 and older spend 
nearly 3 percent of their total household expenditures on medications. 7 

Increases in overall drug spending are the result of three types of changes 
in drug prices and drug use: increases in utilization, that is, the number of 
prescriptions dispensed; price increases; and a shift from older drugs to 
new, more expensive drugs (newly marketed drugs are generally more 
expensive than older drugs in the same class). The National Institute for 
Health Care Management Foundation (NIHCM) reported that overall 
spending on prescription drugs in the United States increased 17.1 percent 
from 2000 to 2001: an increase in the number of prescriptions accounted 
for a 6.7 percent increase, price increases for a 6.3 percent increase, and 
shifts to higher-cost drugs for a 4.1 percent increase.8 

Prescription drug utilization in the United States has shown a steady 
increase over the past decade. The number of prescriptions dispensed in 
retail pharmacies has grown at an average annual rate of 6 percent since 

7David H. Kreling, David A. Mott, Joseph B. Wiederholt, Janet Lundy, and Larry Levitt, 
Prescription Drug Trends: A Chartbook Update, pub. no. 3112 (Washington, D.C.: The 
Henry J. Kaiser Family Foundation, 2001). 

8NIHCM Foundation, Prescription Drug Expenditures in 2001: Another Year of 
Escalating Costs (Washington, D.C.: NIHCM Foundation, 2002). 
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1992, reaching nearly 3 billion in 2000.9 Among the factors besides DTC 
advertising and promotion to physicians that may contribute to this 
increased utilization are an aging population that is more dependent on 
multiple medications for treatment; new medications for conditions that 
had less effective previous treatments, such as high cholesterol; and 
increased insurance coverage for medications. In addition, the number of 
patients diagnosed with chronic conditions for which pharmaceutical 
treatments are available has increased dramatically. For example, the 
number of people with arthritis, one of the most frequent causes of 
disability in the United States, increased from an estimated 38 million in 
1990 to 43 million in 1997.10 Furthermore, for some conditions, such as 
high cholesterol, increased drug utilization has resulted from biomedical 
research that has led to a broadening of the guidelines for treatment with 
drugs. 11 

Countries that do not allow DTC advertising and have publicly funded 
health systems have also experienced increased drug utilization, and 
therefore increased spending, because of these same factors. According to 
a drug marketing research firm, retail pharmacy sales from April 2001 
through April 2002 rose 16 percent in the United States, 16 percent in 
Canada, 10 percent in Germany, and 12 percent in the United Kingdom.12 

FD~s Requirements for 
the Content of DTC 
Advertisements 

FDA regulations describe several types of prescription drug 
advertisements, including DTC advertisements, and the extent to which 
they are subject to regulation. One type, product claim advertisements, 
usually mentions a drug's name and the condition it is intended to treat 
and describes the risks and benefits associated with taking the medication. 

9Kreling, Mott, Wiederholt, Lundy, and Levitt, Prescription Drug Trends: A Chmtbook 
Update, 8. 

lOCenters for Disease Control and Prevention, "Prevalence of Arthritis-United States, 
1997," MMWR, vol. 50 (2001), 334-6. 

llNational Institutes of Health, Third Report of the National Cholesterol Education 
Program (NCEP) Expert Pamel on Detection, Evaluation, and Treatment ofHigh Blood 
Cholesterol in Adults (Adult Treatment Panel III), Executive Summary, NIH pub. no. 01
3670 (Rockville, Md.: NIH, May 2001.) 

12IMS Health, Inc., "IMS Health Reports 11% Growth in Retail Pharmacy Drug Sales for the 
12 Months to April 2002" (Fairfield, Ct.: IMS Health, 2002), 
http://www.imshealth.com/public/structu (downloaded September 26,2002). Based on 
sales from wholesalers to retail pharmacies, with sales measured in U.S. dollars at a 
constant exchange rate. 
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The regulations specify, among other things, that product claim 
advertisements (1) cannot be false or misleading; (2) must present a fair 
balance between the risks and the benefits of a drug product; (3) must 
reveal facts that are material to the representations made in the 
advertisement or the consequences of using the product as advertised; and 
(4) must, depending on the medium, either disclose all the risks listed in 
the product's labeling or make "adequate provision" to disseminate the 
approved product labeling through other means to the advertisement's 
audience. Table 1 shows some of the requirements for print and broadcast 
product claim advertisements. 

Table 1: Selected Requirements for Contents of Print and Broadcast Product Claim 
Advertisements 

Advertising 
medium Regulatory reqUirements Explanation 
Print and 
broadcast 

Cannot be false or 
misleading 

Must present information that is not 
inconsistent with product label 

Must present fair balance Must include risks and benefits of a 
drug product 

Must present "facts material" Must present information relevant to 
representations made, and describe 
consequences that may result from 
recommended use 

Print only Must describe risks Must disclose all risks in a product's 
labeling 

Broadcast only Must describe risks Must present major side effects and 
contraindications· in audio or audio 
and visual form 

Must make "adequate 
provision" for directing 
consumers to labeling 
information, or provide a brief 
summary of all necessary 
information related to risks 

Must provide additional sources 
where consumers can find complete 
information, such as a toll-free 
telephone number, a Web site, and 
a print advertisement in a 
magazine, and by contacting their 
physicians; otherwise must 
summarize risks 

·Contraindications are symptoms or conditions that make a drug treatment inadvisable. 

Sources: 21 C.F.R. § 202; FDA, Guidance for Industry. Consumer-directed Broadcast Advertisements 
(Washington, D.C.: FDA, Aug. 1997). 

In 1997, FDA issued draft guidance on how broadcast product claim DTC 
advertisements could communicate information about the risks of using a 
drug by finding mechanisms by which to get the product labeling 
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infonnation to consumers, and thereby meet the adequate provision 
portion of its regulations. 13 Before this provision of the regulation was 
clarified in 1997, pharmaceutical companies generally had to provide all of 
the risk infonnation associated with the medication during the broadcast 
advertisement. Including all of this risk information in a broadcast DTC 
advertisement increased the length of the advertisement to the point that 
such advertising was largely impractical. After the guidance was issued, 
pharmaceutical companies had an alternative to the requirement that all 
risks in broadcast advertisements be disclosed. Phannaceutical companies 
could meet the regulatory requirements by presenting the major side 
effects, either in audio or in audio and visual fonn, and by telling 
consumers where to find additional infonnation, including how or where 
to obtain the approved product labeling. 

A second type of advertisement is reminder advertisements. These may 
disclose the name of the product and dosage fonn (e.g., tablet, syrup) or 
cost information, but they are not pennitted to present its intended use or 
to make any claims or representations about the product. Under FDA 
regulations, reminder advertisements are exempt from the risk disclosure 
requirements. 

A third type of advertisement is help-seeking advertisements, which are 
not regulated by FDA. They do not identify drugs by name and generally 
discuss a disease or condition and advise the print or broadcast audience 
to "see your doctor" for possible treatments. 

FDA Regulatory Letters 	 In an effort to stop dissemination of misleading DTC advertisements, FDA 
sends regulatory letters to companies that are in violation of its 
regulations. These letters are of two types-untitled letters and warning 
letters. Untitled letters address violations such as overstating the 
effectiveness of the drug, suggesting a broader range of indicated uses 
than the drug has been approved for, and making misleading claims 
because of inadequate context or lack of balanced risk information. 
Waming letters address more serious violations, including safety or health 
risks, or continued violations of the act. Warning letters advise a 
pharmaceutical finn that FDA may take further enforcement actions, such 
as seeking judicial remediation, without notifying the company, and 

13FDA, Guidance for Industry: Consumer-directed Broadcast Advertisements 
(Washington, D.C.: FDA, Aug. 1997). 
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generally ask the finn to conduct a new advertising campaign to correct 
inaccurate impressions left by the advertisement. A company that receives 
either type of letter from FDA is asked to submit a written response to the 
agency within 14 days describing the remedial actions it has taken. 

Pharmaceutical 
Companies Spend 
More on Research and 
Development than on 
DTC Advertising 

Pharmaceutical companies spend more on research and development than 
on DTC advertising or on all promotional activities combined, according to 
industry sources. Nonetheless, spending for DTC advertising has increased 
much faster than spending for all promotional activities or for research 
and development. More than 80 percent of all promotional spending is 
directed toward physicians rather than consumers. 

Despite Rapid Growth in 
Spending on DTC 
Advertising, 
Pharmaceutical 
Companies Spend More on 
Research and 
Development 

According to industry analyses, spending on research and development 
was more than 10 times higher than spending on DTC advertising in 2001.14 
Pharmaceutical companies spent an estimated $30.3 billion on research 
and development and $19.1 billion on all promotional activities, including 
$2.7 billion on DTC advertising in 2001. However, the growth rate of 
spending on DTC advertising is higher than the rate of increase for 
spending on total promotion or spending on research and development. As 
table 2 shows, from 1997 through 2001, spending on DTC advertising 
increased from $1.1 billion to an estimated $2.7 billion, spending on total 
promotion increased from $11.0 billion to an estimated $19.1 billion, and 
research and development spending increased from $19.0 billion to an 
estimated $30.3 billion. 

14Pharmaceutical Research and Manufacturers of America, Pharmaceutical Industry 
Profile 2002 (Washington, D.C.: Pharmaceutical Research and Manufacturers of America, 
2002); IMS Health Integrated Promotional Services, "Total U.S. Promotional Spending by 
Type, 2001" (Fairfield, Ct.: IMS Health, 2002), hUp://www.imshealth.com/public/structu 
(downloaded July 17, 2002). We did not independently verify the amounts reported by the 
Pharmaceutical Research and Manufacturers of America and IMS Health. However, many 
researchers have consistently cited these data sources, and they represent the best 
available information. 
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Table 2: DTC Advertising Spending Compared to Spending on Total Promotion and 
Research and Development from 1997 to 2001 

Dollars in billions 

1997 1998 1999 2000 2001 

Percentage 
spending 
increase, 

1997-2001 
DTC $1.1 $1.3 $1.8 $2.5 $2.7 145 
Total promotiona 11.0 12.5 13.9 15.7 19.1 74 
Research and 
develo~ment 19.0 21.1 22.7 26.0 30.3b 59 

"Total promotion includes DTe advertising. 

bEstimated spending on research and development. 

Sources: For 1997 to 2000 data, Pharmaceutical Research and Manufacturers of America, 
Pharmaceutical Industry Profile 2002, 18, 75; for 2001 promotional spending estimates, IMS Health, 
"Total U.S. Promotional Spending by Type, 2001." 

In recent years there has been a shift of DTC advertising from print media 
to television broadcasts. 15 The percentage of DTC spending devoted to 
print advertisements declined from 74 percent in 1997 to 35 percent in 
2001. Conversely, spending on television advertising increased from 25 
percent of all DTC spending in 1997 to 64 percent in 2001. Prescription 
drug promotion on television escalated from 25 percent to 53 percent of 
the total spending on DTC advertising from 1997 to 1998. 

Most Promotional 
Spending Is Directed to 
Physicians 

Most promotional spending is targeted to physicians. In each year from 
1997 to 2001, providing samples to office-based and hospital-based 
physicians and sending sales representatives to meet with physicians 
(practices known as sampling and detailing, respectively) accounted for 
more than 80 percent of expenditures on promotional activities.16 (See fig. 
1.) The ratio of total promotional spending to drug sales remained fairly 

l~elevision broadcasts constitute the majority of nonprint DTC advertising spending. 

16Kreling, Mott, Wiederholt, Lundy, and Levitt, Prescription Drug Trends: A Chartbook 
Update; IMS Health Integrated Promotional Services, "Total U.S. Promotional Spending by 
Type, 2001." These figures do not include educational meetings arranged by pharmaceutical 
companies for physicians, which are not generally considered to be promotional activities. 
Pharmaceutical companies spent about $1.9 billion on educational meetings in 2000. (See 
NIHCM Foundation, Prescription Drugs and Mass Media Advertising, 2000 (Washington, 
D.C.: NIHCM Foundation, 2001)). 

Page 10 GAO-03-177 Presciption Drug Advertising 

http:activities.16
http:broadcasts.15


constant from 1997 to 2001. In 2001, promotional spending was equivalent 
to 12 percent of drug sales in the United States. 

Figure 1: Spending on Pharmaceutical Promotional Activities, 2001 

Direct-to-consumer advertising 

Detailingb 

Samplinga 

"The practice of providing samples during sales visits to office-based physicians. 


bSales activity of pharmaceutical sales representatives directed to office-based and hospital-based 

physicians. 


Source: IMS Health, "Total U.S. Promotional Spending by Type, 2001." 
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DTC Advertising 
Appears to Increase 
Prescription Drug 
Spending and 
Utilization 

Drugs that are promoted directly to consumers often are among the best
selling drugs, and sales for DTC-advertised drugs have increased faster 
than sales for drugs that are not heavily advertised to consumers. Most of 
the spending increase for heavily advertised drugs is the result of 
increased utilization, not price increases. DTC advertising is concentrated 
among a small number of drugs for chronic conditions and many of these 
same drugs are also promoted to physicians, both factors that may lead to 
increased sales. To date, the few studies that have examined the effects of 
DTC spending on prescription drug spending and utilization have found 
that DTC advertising increases both. In addition, there is clear evidence 
from consumer surveys that DTC advertising encourages consumers to 
request prescriptions for specific brand-name drugs from their physicians 
and that some physicians provide the requested prescription. 
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Many DTC-Advertised 
Drugs Are Best Sellers 

Drugs with high DTC spending are among the best-selling drugs. For 
example, in 2000, 22 of the 50 drugs with the highest DTC spending were 
among the top 50 in sales. 17 Furthermore, sales of drugs with the highest 
DTC spending have risen more quickly than sales of other drugs. For 
example, NIHCM reported that expenditures for the 50 most heavily 
advertised drugs increased 32 percent between 1999 and 2000, while 
expenditures for all other drugs increased 14 percent. Most of this 
expenditure increase results from increased utilization (that is, an increase 
in prescriptions filled), not from price increases. Among the 50 most 
heavily advertised drugs, the number of prescriptions dispensed rose 25 
percent between 1999 and 2000, compared to a 4 percent increase for 
other drugs. During the same period, prices increased 6 percent for the 
heavily advertised drugs, and 9 percent for other drugs. 

DTC-Advertised Drugs Are 
for Chronic Conditions and 
Are Often Promoted to 
Physicians 

Concentration of DTC spending on a small number of drugs for chronic 
conditions that are likely to have high sales and the promotion of these 
same drugs to physicians may also contribute to increased utilization. 
Almost all spending on DTC advertising is concentrated among a small 
number of drugs that treat chronic conditions and therefore must be taken 
repeatedly. (See fig. 2.) These drugs are relatively new and are still under 
patent protection. According to NIHCM, the 50 drugs with the highest DTC 
advertising spending in 2000 accounted for 95 percent of all DTC 
advertising spending that year, and the top 15 DTC-advertised drugs 
accounted for 54 percent of all DTC advertising spending. All of the top 15 
DTC-advertised drugs were for chronic conditions: 6 for allergy or asthma, 
3 for high cholesterol, 2 for arthritis, and 1 each for acid reflux, 
depression, obesity, and impotence. (See table 3.) Only one of the 50 most 
heavily advertised drugs was an antibiotic, a drug class that is used 
episodically. In some drug categories, a small number of pharmaceuticals 
that are heavily advertised account for the vast majority of sales. For 
example, in 2000 three oral antihistamines, Claritin, Allegra, and Zyrtec, 
accounted for 86 percent of all oral antihistamine sales, and all three of 
them were among the 15 most heavily advertised drugs. 

17NIHCM Foundation, Prescription Drugs and Mass Media Advertising, 2000. 
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Figure 2: Percentage of Sales for Chronic and Acute Conditions Treated by the 50 
Drugs with the Highest Spending on DTC Advertising, 2000 

........._-.::0...,------- Diabetes 

...~-..o.,;------ Depression 

Obesity 

~.--- Acid reflux 

High cholesterol 

~-- Arthritis 

Other chronic conditions 

l--._____________ Allergy/asthma 

Chronic conditions 

Acute conditions 

Source: GAO analysis of data from NIHCM Foundation, Prescription Drugs and Mass Media 
Advertising, 2000. 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: AB 2856 VERSION: INTRODUCED 

AUTHOR: HANCOCK SPONSOR: AUTHOR 

RECOMMENDED POSITION: 

SUBJECT: INFORMED CONSENT: PRESCRIPTION MEDICATION OFF-LABEL USE 


Existing Law: 

Food and Drug Administration's (FDA) general position is to allow off-label prescribing if the off
label use is generally accepted practice and there is some scientific evidence that the use is 
effective. 

This Bill: 

1) Requires a physician and surgeon to obtain informed consent from a patient before 
prescribing, administering, or furnishing a prescription medication for an off-label use. 

(B&P 2295 Added) 

2) Requires a physician and surgeon to inform the patient verbally, in easily understood terms, 
of all of the following information: 

i. The medication is furnished to treat a condition that is not within the indications 
approved for that medication by the Food and Drug Administration. 

ii. The nature, degree, duration, and probability of the side effects and the significant 
risks of the medication that are commonly known by the medical profession, 
including the medication's adjuvants, and the degree to which the side effects of 
the medication may be controlled. 

iii. A division of opinion exists as to the efficacy of the use of the medication. 

iv. A description of the effect of the medication on the human body. 

v. The dosage deemed medically necessary to treat the patient's condition. 

vi. The median age group for which the medication is prescribed. 

vii. Available and appropriate medical alternatives to the medication and the reasons 
the physician and surgeon recommendations the medication instead. 

viii. Available and appropriate medical alternatives to the medication and the reasons 
the physician and surgeon recommends the medication instead 

3) Requires a physician or surgeon to advise the patient that he or she is free to withhold or 
withdraw consent at any time to the prescribing, administering, or furnishing of the medication. 

(B&P 2295 Added) 



4) Defines "off-label use" to mean prescribing, administering, or furnishing a prescription 
medication to treat a condition that is not within the indications for that medication approved by 
the federal Food and Drug Administration. (B&P 2295 Added) 

Comment: 

1) Author's Intent. The author's intent is to "promote patient awareness by providing patients 
full and complete information about medications being prescribed for an off-label use so they 
can make an informed health care decision. Off-label treatments have medical risks, and 
patients should be informed of the medical risks especially since some off-label treatments have 
been linked to deaths or severe side effects. Armed with the knowledge that a prescription is 
off-label, patients might ask more questions; seek other sources of information, such as the 
Web; watch more closely for side effects; or ask for an approved treatment instead." 

2) Off Label Use. Off-label use, the practice of prescribing a drug for conditions other than 
those approved by the FDA, is a widely accepted and generally safe practice. The use of off
label prescribing for infants, children, and adolescents is common practice because so few drugs 
(about twenty percent of all drugs) approved by the FDA are approved for use by children. The 
American Medical Association (AMA) estimates that about forty percent of the all prescriptions 
are for off-label uses. 

3) History. 

2006 

Mar. 20 Referred to Cams. on HEALTH and JUD. 
Feb. 27 Read first time. 
Feb.25 From printer. May be heard in committee March 27. 
Feb. 24 Introduced. To print. 



CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2856 

Introduced by Assembly Member Hancock 

February 24,2006 

An act to add Section 2295 to the Business and Professions Code, 
relating to Inedical care. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2856, as introduced, Hancock. Infonned consent: prescription 
Inedication off-label use. 

Existing law, the Medical Practice Act, creates the Medical Board of 
California that, through its divisions, is responsible for the licensure 
and regulation of physicians and surgeons. The act iInposes certain 
requirelnents on physicians and surgeons, including requiring that 
they provide specified infonnation to patients for particular 
treatments, and the act makes a violation of those requirelnents a 
crllne. 

This bill would require a physician and surgeon to obtain infonned 
consent fr01n a patient before prescribing, adlninistering, or furnishing 
a prescription Inedication for an off-label use, as defined. The bill 
would specify infonnation that a physician and surgeon is required to 
provide in order to obtain the patient's infonned consent. 

Because the bill would specify an additional regulatory requirelnent 
under the Medical Practice Act, the violation of which is a crilne, it 
would ilnpose a state-lnandated local pro grain. 

The California Constitution requires the state to reiInburse local 
agencies and school districts for certain costs Inandated by the state. 
Statutory prOVISIOns establish procedures for Inaking that 
reiInburseinent. 
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AB 2856 -2

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

Vote: majority. Appropriation: no. Fiscal comlnittee: 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 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 

SECTION 1. ( a) The Legislature finds and declares the 
following: 

(1) The right of every patient to receive the basic infonnation 
that is required to provide full and informed consent is a 
fundamental tenet of good public health policy and an established 
principle of law. 

(2) Existing law requires health care providers to explain to 
patients Inedical procedures and treatments before administering 
those procedures and treatments. 

(b) It is the intent of the Legislature that every patient be 
provided full and cOlnplete information about Inedical procedures 
so that the patient is able to Inake an infonned health care 
decision. In particular, it is the intent of the Legislature to specify 
procedures for obtaining informed consent from a patient before 
prescribing, adlninistering, or furnishing a prescription 
Inedication for a use that has not been approved by the federal 
Food and Drug Adlninistration. 

SEC. 2. Section 2295 is added to the Business and 
Professions Code, to read: 

2295. (a) Before prescribing, adlninistering, or furnishing a 
prescription Inedication for an off-label use, a physician and 
surgeon shall obtain infonned consent frOln the patient. For these 
purposes, the physician and surgeon shall inform the patient 
verbally, in easily understood tenns, of all of the following 
infonnation: 

(1) The nledication is furnished to treat a condition that is not 
within the indications approved for that Inedication by the federal 
Food and Drug Adlninistration. 

(2) The nature, degree, duration, and probability of the side 
effects and the significant risks of the medication that are 
c0l111nonly known by the Inedical profession, including the 
Inedication's adjuvants, and the degree to which the side effects 
of the Inedication may be controlled. 
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(3) A division of opinion exists as to the efficacy of the use of 
the medication. 

(4) A description of the effect of the Inedication on the human 
body. 

(5) The dosage deelned Inedically necessary to treat the 
patient's condition. 

(6) The median age group for which the medication is 
prescribed. 

(7) Available and appropriate Inedical alternatives to the 
Inedication and the reasons the physician and surgeon 
recommends the medication instead. 

(b) After providing the information described in subdivision 
(a), the physician and surgeon shall advise the patient that he or 
she is free to withhold or withdraw consent at any time to the 
prescribing, adlninistering, or furnishing of the medication. 

(c) "Off-label use" for purposes of this section, means 
prescribing, administering, or furnishing a prescription 
Inedication to treat a condition that is not within the indications 
for that Inedication approved by the federal Food and Drug 
Adlninistration. 

SEC. 3. 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, eliIninates a crime 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 Ineaning of Section 6 of Article XIII B of the 
California Constitution. 

o 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: AB 2877 VERSION: AMENDED APRIL 6, 2006 

AUTHOR: FROMMER SPONSOR: AUTHOR 

RECOMMENDED POSITION: 

SUBJECT: PRESCRIPTION DRUGS: IMPORTATION: PROCUREMENT. 


Existing Law: 

1) Requires non-resident pharmacies to be licensed by the board. 	 (B&P4112) 

2) 	 Prohibits the importation of prescription drugs except by a drug manufacturer. (21 CFR 381) 

3) Authorizes the Department of General Services (DGS) to enter into contracts on a bid or 
negotiated basis with manufacturers and suppliers of single source or multisource drugs, and 
authorizes the department to obtain from them discounts, rebates, or refunds as permissible 
under federal law. (Govt Code 14977-14981) 

4) Requires four state agencies to participate in the program and authorizes other state, local, 
and public agency governmental entities to elect to participate in the program. 

(Govt Code 14977-14981) 

This Bill: 

1) Makes a number of legislative findings about the costs and necessity of prescription drugs. 

2) Establishes the California Rx Prescription Drug Web Site Program. (H&S 110242 Added) 

3) Requires the Department of Health Services (DHS) to establish a Web Site on or before 
July 1,2007 that will provide consumers with information on how to purchase prescription drugs 
more affordably. The Web Site would include the following information: 

a. 	 The availability of a prescription drug benefit through Medicare, including the Voluntary 
Prescription Drug Benefit. 

b. 	 Discount drug programs available through the state. 

c. 	 Discount drug programs operated by drug manufacturers. 

d. 	 Canadian pharmacies that are approved by the department. 

e. 	 International pharmacies (Canada, England, and Ireland) that provide mail order service 
to the Untied States and contract with the department. 

f. 	 Links to any other Web sites deemed appropriate by the department. 
(H&S 110242 Added) 

4) Requires the Web Site to include price comparisons between typical pharmacy prices and 
international pharmacy prices for the 50 most commonly prescribed drugs. 

(H&S 110242 Added) 



5) Establishes the requirements that must be met for DHS to "certify" a pharmacy located in 
Canada, England, or Ireland to include: 

a. 	 Verification of licensure by the appropriate province or country. 

b. 	 Compliance with the requirements that must be met by non-resident pharmacies. This 
determination will be made in consultation with the board. 

c. 	 Requires a prescription from the patient's personal physician. 

d. 	 Requires a patient medical history. 

e. 	 Requires a signed patient agreement. 

f. 	 Requires prescriptions to be mailed in original packaging. 

g. 	 Requires physical address and phone number for the pharmacy on the pharmacy Web 
site. 

h. 	 Prohibits the pharmacy from furnishing the following drugs: 

i. Controlled substances. 

ii. Biologics. 

iii. 	 Infused drugs. 

iv. 	 Intravenous drugs. 

v. Drugs inhaled during surgery. 

vi. 	 Drugs requiring refrigeration or that are otherwise inappropriate for mail delivery. 

i. 	 Sale of only drugs approved by the country in which the pharmacy is located. 

j. 	 Comply with California law relating to drug pedigree. 

k. 	 Prohibits requiring patients to sign a waiver of liability. 

I. 	 Requires the pharmacy to maintain a customer service department. 

m. 	 Requires the pharmacy to employ professionals that are licensed in good standing. 

n. 	 Requires the pharmacy to comply with California privacy laws. 

o. 	 Prohibits filling a prescription if the patient hasn't taken the drug previously. 

p. 	 Prohibits furnishing drugs that have no equivalent approved by the FDA. 
(H&S 110242 Added) 

6) Permits the department to remove approved pharmacies from the Web site if the pharmacy 
fails to meet any of the above listed requirements. (H&S 110242 Added) 

7) Permits the department to assess a fee on international pharmacies to fund this act. 
(H&S 110242 Added) 

8) Requires the DHS to establish the California Rx Prescription Drug Hotline (hotline) to provide 
information to consumers and health care providers about options for obtaining prescription 
drugs at affordable prices. (H&S 1010243 Added) 

9) Requires DHS to establish a low-cost 1-900 telephone number on or before July 1, 2006 and 
to limit the cost per call to the hotline to no more than 50 cents per call. The hotline would 
provide the same information as the California Rx Prescription Drug Web Site. 

(H&S 1010243 Added) 

10) Requires DGS to develop strategies for the state to achieve savings through greater use of 
generic drugs and would revise the report requirements. 

(Govt Code 14982 Amended) 

11) Repeals an outdate provision requiring DGS to submit a report to the Legislature relating to 
the department's drug purchasing program. (Govt Code 14981 Repealed) 



Comment: 

1) Author's Intent. The author's intent is to provide relief for Californians who are "fed up with 
sky-high pharmaceutical drug prices and concerned about the safety of those drugs." This bill is 
a conglomeration of AB 74, AB 76, and AB 306. 

2) Importation. Existing federal law generally restricts the importation of prescription drugs to 
drug manufacturers. Federal law can permit the importation of prescription drugs by drug 
wholesalers and pharmacies if the Secretary of Health and Human Services (Secretary) issues a 
finding that such a practice would be safe. Such a finding has not been issued by the Secretary. 

The Food and Drug Administration (FDA) has for many years allowed individuals to purchase 
drugs abroad in limited amounts and bring them into the United States for personal use. Recent 
statements by FDA officials have reinforced that the FDA does not intend to prosecute 
individuals who import drugs for their own use. However, the FDA has taken legal action 
against some storefronts that assist consumers in ordering drugs from Canadian pharmacies at 
lower prices. The FDA has also taken legal action against entities that serve as middlemen 
between Canadian drug suppliers and those state and local governments that have sought to 
purchase Canadian drugs for their beneficiaries. In recent months the FDA has also stpeed up 
confiscation of drugs mailed to the US from non US pharmacies. 

3) Price Controls. Consumers seek to purchase drugs from Canadian and EC pharmacies to 
save money. Drug prices are lower in Canada because the Canadian government has a 
system to control drug prices. Branded drugs can commonly be purchased from Canadian 
pharmacies at sUbstantial discounts. However, US prices are generally lower for generic 
drugs. 

4) Affordability. The board has been sympathetic to the difficulty of those without drug 
insurance have to obtain the drugs they need. 

Much of the public debate regarding the importation of drugs from Canada has focused on the 
legality of importing drugs. Consumers are seeking Canadian and European Community drugs 
because of lower prices not because of problems with drug availability or because of the 
convenience of the Canadian pharmacies. 

5) Other States. Seven states (Illinois, Minnesota, Nevada, Rode Island, Washington, and 
Wisconsin) have established Web sites with information and links about importing drugs from 
Canada and other countries. Some of these states require their Board of Pharmacy to license 
and inspect Canadian pharmacies prior to posting a link on their web sites. 

6) Previous Legislation. AB 73 (Frommer et.al. 2005) and AB 1957 (Frommer et.al. 2004), 
Drug Importation, are similar if not exact to importation provisions in AB 2877. AB 73 and 
AB 1957 both made it through the legislature and onto the Governor's desk; both bills were 
vetoed by the Governor. The board opposed AB 1957! as well as AB 73. 

AB 74 (Gordon) California Rx Prescription Drug Hotline would have established a hotline that 
state residents could call for information about state and federal prescription drug discount 
programs. AB 74 was recently gutted and amended into a bill relating to the Butte County 
Healthy Communities Fund. 

AB 308 (Baca) Purchasing Pool for Prescription Drugs, would have established a prescription drug 
purchasing pool that would allow employer health plans and the uninsured to join with state and 
local governments in the purchase of prescription drugs. AB 308 was gutted and amended into a 
bill relating to Military service, benefits. The measure was chaptered on September 22, 2005. 



7) Support & Opposition to AB 73. 

Support: 
City Council and City of Compton 
Consumers Union 
County of San Joaquin 
Health Access California 
Lieutenant Governor Cruz Bustamante 
NAMI California 
Older Women's League of California 
Retired Public Employees Association 
Senior Action Network 
Service Employees International Union 

AIDS Healthcare Foundation 
American Federation of State, County, and 
Municipal Employees 
California Alliance of Retired Americans 
California Federation of Teachers 
California Labor Federation 
California Medical Association 
California Public Interest Research Group 
California School Employees Association 
California Teachers Association 

Oppose: 

BIOCOM 
California Chamber of Commerce 
California Health Institute 
Pharmaceutical Research and Manufacturers of America 

8) History. 

2006 

Apr. 6 From committee chair, with author's amendments: Amend, and re-refer to 
Com. on HEALTH. Read second time and amended. 

Mar. 15 Referred to Coms. on HEALTH and B. & P. 
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 6, 2006 

CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2877 

Introduced by Assembly Member Frommer 

February 24, 2006 

An act to amend Section 14982 of, and to repeal Section 14981 of, 
the Government Code, and to add Article 5 (cOlrunencing with Section 
110242) to Chapter 2 of Part 5 of Division 104 of the Health and 
Safety Code, relating to prescription drugs. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2877, as mnended, Fronuner. Prescription drugs: iInportation: 
procurelnent. 

Existing 
(1) Existing law authorizes the Department of General Services to 

enter into exclusive or nonexclusive contracts on a bid or negotiated 
basis with manufacturers and suppliers of single source or 
multisource drugs. Existing law requires specified state agencies to 
participate in the prescription drug bulk purchasing program. 
Existing law requires the department to submit a report to the 
appropriate policy and fiscal committees of the Legislature on 
activities that have been, or will be, undertaken pursuant to these 
provisions. 

This bill would, among other things, require the department to 
develop strategies for the state to achieve savings through greater use 
ofgeneric drugs and would revise the report requirements. 

(2) Existing law, the Sherman Food, Drug, and Coslnetic Law, 
provides for the regulation of the packaging, labeling, and advertising 
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of food, drugs, devices, and cosmetics, under the administration of the 
State Department of Health Services. 

Existing law, the Phannacy Law, provides that any phannacy 
located outside of this state that delivers, in any manner, controlled 
substances, dangerous drugs, or dangerous devices into this state is 
considered a nonresident phannacy and requires a nonresident 
phannacy to register with the California State Board of Phannacy and 
comply with all lawful directions of, and requests for infonnation 
from, the state in which it is a resident. 

Existing federal law requires any establishment within any foreign 
country engaged in the Inanufacture, preparation, propagation, 
compounding, or processing of a drug that is imported or offered for 
import into the United States to register with the federal Secretary of 
Health and Human Services, report a list of each drug introduced for 
commercial distribution, and provide required infonnation and 
statelnents. 

This bill would establish the California RPrescription Drug Web 
Site Program. The bill would require the State Department of Health 
Services to administer the program and establish a Web site on or 
before July 1, 2007, to provide infonnation to California residents 
about options for obtaining prescription drugs at affordable prices. 
The bill would, except as specified, require that the Web site, at a 
minimuln, provide infonnation about, and establish electronic links to, 
certain federal, state, and phannaceutical programs, pharmacies that 
are located in Canada, the United KingdOln, and Ireland and that meet 
specified requirelnents, and other Web sites. 

This bill would authorize the department to assess a fee on 
international pharmacies that the department reviews for possible 
inclusion on the Web site to offset the cost of reviewing those 
phannacies. The bill would require the department's Web site to 
include price comparisons of prescription drugs, including prices 
charged by licensed phannacies in the state and international 
phannacies that provide mail-or4er service to the United States and 
whose Web sites are linked to the department's Web site. 

This bill would also require the department to establish the 
California R Prescription Drug Hotline, on or before July 1,2007, to 
provide information to consumers and health care providers about 
options for obtaining prescription drugs at affordable prices. The bill 
would establish a maximum cost per call to the hotline and require the 
hotline to provide specific information. 
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Vote: Inajority. Appropriation: no. Fiscal cominittee: yes. 
State-Inandated local prograln: no. 

The people ofthe State ofCalifornia do enact as follows: 
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SECTION 1. The Legislature finds and declares all of the 
following: 

(a) Prescription drugs have becOlne essential for ensuring the 
health of millions of Californians. 

(b) The United States is the largest trade Inarket for 
pharmaceuticals in the world, yet Ainerican consumers pay the 
highest prices for brand nalne phannaceuticals in the world. 

( c) Increased spending on prescription drugs is a significant 
driver of increases in overall health care costs, with spending 
nationwide on prescription drugs rising over 15 percent each year 
frOln 2000 to 2002. 

(d) Rising out-of-pocket costs for prescription drugs are 
placing a growing burden on California conSUlners, as evidenced 
by federal govermnent statistics that show that in 2002 the 
increase in consuiners' out-of-pocket costs for prescription drugs 
was greater than the increase in out-of-pocket costs for all other 
health care expenditures. 

( e) The price of brand nalne drugs is rising faster than the rate 
of inflation, with a recent study showing that the price of 30 
drugs Inost frequently used by the elderly rose by over four times 
the rate of inflation in 2003 and that some drugs increased in 
price by 10 times the rate of inflation in that year. 

(f) The rising cost of prescription drugs jeopardizes the health 
of seniors, the disabled, and other consumers who cannot afford 
the Inedication they need to stay healthy, as shown by a study by 
the RAND Corporation that found that when out-of-pocket 
payn1ents for prescription drugs doubled, patients with diabetes 
and asthina cut back on their use of drugs by over 20 percent and 
subsequently experienced higher rates of en1ergency rOOln visits 
and hospital stays. 

(g) The nSlng cost of prescription drugs places a 
disproportionate burden on cOlmnunities of color, as shown in a 
report frOln the Center for Studying Health Systein Change that 
found that African-Alnericans are about 75 percent and Latinos 
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about 50 percent Inore likely than nonminorities to not have 
purchased a prescription drug in 2001 because of cost issues. 

(h) A prescription drug is neither safe nor effective to an 
individual who cannot afford it. 

(i) Califonlia residents face a growing need for assistance in 
finding infonnation about sources for prescription drugs at 
affordable prices. 

SEC. 2. Section 14981 o/the Government Code is repealed. 
14981. On or before February 1, 2005, the department shall 

subtuit a report to the appropriate poliey and fiseal eommittees of 
the Legislature on aeti v ities that ha vIe been or w ill be undertaken 
pursuant to this ehapter. The report shall inelude, but not be 
lituited to, all of the follo'v¢ing: 

Ca) The nLllnber and a deseription of contI acts entered into 
with tuanufaeturers and suppliers of drugs pursuant to Section 
14977.1, ineluding any diseounts, rebates, or refunds obtained. 

Cb) The number and a description of entities that eleet to 
participate in the coordinated purchasing progratu pursuant to 
Section 14977.5. 

Ce) Other options and strategies that hffve been or vv ill be 
itnplemented pursuant to Sections 14978 and 14980. 

Cd) Estimated costs and savings attributable to activities that 
have been or will be undertaken pursuant to this ehapteI. 

SEC. 3. Section 14982 o/the Government Code is amended to 
read: 

14982. (a) It is the intent of the Legislature that the 
Departlnent of General Services, University of California, and 
the Public Elnployees Employees' Retirelnent Systeln regularly 
meet and share infonnation regarding each agency's procurement 
of prescription drugs in an effort to identify and implelnent 
opportunities for cost savings in connection with this 
procurClnent. It is the intent of the Legislature that the University 
of California and the Public Eluployees Employees' Retirement 
Systeln cooperate with the departlnent in order to reduce each 
agency's costs for prescription drugs. 

(b) The departlnent shall do all of the following: 
(1) Share infonnation on a regular basis with the University of 

California and the Public Employees Employees' Retirement 
Systeln regarding each agency's procurelnent of prescription 
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drugs, including, but not limited to, prices paid for the same or 
silnilar drugs and information regarding drug effectiveness. 

(2) Identify opportunities for the department, the University of 
California, and the Public Employees Employees' Retirement 
Systeln to consolidate drug procurement or engage in other joint 
activities that will result in cost savings in the procurement of 
prescription drugs. 

(3) Participate in at least one independent association that 
develops information on the relative effectiveness of prescription 
drugs. 

(4) Develop strategies, in consultation with the affected 
agencies, for the state to achieve savings through greater use of 
generic drugs. 

(5) No later than January 1, 2006, and annually thereafter, 
develop a work plan that includes, but is not limited to, a 
description of the department's annual activities to reduce the 
state's costs for prescription drugs and an estimate of cost 
savings. 

t51 
(6) No later than January 10, 2006, and annually thereafter, 

report to the chairperson of the Joint Legislative Budget 
COlmnittee and the chairs of the fiscal committees of the 
Legislature on any joint activities of the department, the 
University of California, and the Public Employees Retirement 
Systeln in the last 12 Inonths in connection v'lith procurement of 
preseription drugs and any resulting cost savings. This report 
shall ine1ude the vv ork plan described in paragraph (4) and the 
appropriatejiscal committees ofthe Legislature on activities that 
have been, or will be, undertaken pursuant to this chapter. The 
report shall include, but not be limited to, all ofthe following: 

(A) The number and a description of contracts entered into 
with manufacturers and suppliers of drugs pursuant to Section 
14977.1, including any discounts, rebates, or refunds obtained. 

(B) The number and a description of entities that elect to 
participate in the coordinated purchasing program pursuant to 
Section 14977.5. 

(C) A description ofany joint activities of the department, the 
University of California, and the Public Employees' Retirement 
System in the last 12 months in connection with procurement of 
prescription drugs. 
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(D) Other options and strategies that have been or will be 
implemented pursuant to this chapter. 

(E) Estimated costs and savings attributable to activities that 
have been, or will be, undertaken pursuant to this chapter. 

(F) The work plan that the department is required to develop 
pursuant to paragraph (5). 

(c) Nothing in this section shall be construed to require sharing 
of infonnation that is prohibited by any other provision of law or 
contractual agreement, or the disclosure of infonnation that may 
adversely affect potential drug procurelnent by any state agency. 

SEC. 2. 
SEC. 4. Article 5 (commencing with Section 110242) is 

added to Chapter 2 of Part 5 of Division 104 of the Health and 
Safety Code, to read: 

Article 5. California R Prescription Drug Web Site Progrmn 

110242. (a) The California R Prescription Drug Web Site 
Progrmn is hereby established. 

(b) The State Department of Health Services shall adlninister 
the progrmn. The purpose of the progrmn shall be to provide 
infonnation to California residents and health care providers 
about options for obtaining prescription drugs at affordable 
prices. 

(c) The departlnent shall establish a Web site on or before July 
1, 2007, which shall, at a miniInUln, provide infonnation about, 
and electronic links to, all of the following: 

(1) Prescription drug benefits available to Medicare 
beneficiaries, including the Voluntary Prescription Drug Benefit 
Program. 

(2) State progrmns that provide drugs at discounted prices for 
California residents. 

(3) Phannaceutical Inanufacturer patient assistance progrmns 
that provide free or low-cost prescription drugs to qualifying 
individuals. 

(4) International phannacies that provide Inail-order service to 
the United States and who meet the requirelnents of paragraph 
(2) of subdivision (d). If the federal government enacts, by 
October 15, 2006, procedures for individuals to obtain 

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 
40 

-7- AB 2877 

prescription drugs from international pharmacies, this 
paragraph shall not apply to the department Web site. 

(5) Other Web sites as deemed appropriate by the departlnent 
that help California residents to safely obtain prescription drugs 
at affordable prices, including links to Web sites of health plans 
and health insurers regarding their prescription drug formularies. 

(d) (1) The JvVeb site shall inelude priee eomparisons of at least 
50 eOlrnnonly preseribed brand nalne preseription drugs, 

(d) (1) Unless the federal government enacts, by October 15, 
2006, procedures for individuals to obtain prescription drugs 
from international pharmacies, the department's Web site shall 
include price comparisons of at least 150 commonly prescribed 
prescription drugs, including typical prices charged by licensed 
phannacies in the state and by international pharmacies that 
provide Inail-order service to the United States and whose Web 
sites are linked to the departlnent's Web site pursuant to 
paragraph (2). 

(2) The Web site shall provide infonnation about, and 
establish electronic links to, phannacies that are located in 
Canada, the United KingdOln, and Ireland that provide Inail-order 
services to the United States and that Ineet all of the following 
requirelnents: 

(A) Are licensed by the province or country, as appropriate, in 
which they are located. 

(B) COlnply with the requirements of a nonresident pharmacy 
as specified in Section 4112 of the Business and Professions 
Code, except that for purposes of this section all references to 
"state" in subdivision (d) of Section 4112 of the Business and 
Professions Code shall be deelned to refer to the province or 
other licensing jurisdiction in which the pharmacy is located. 
COlnpliance with this subparagraph shall be determined by the 
departn1ent in consultation with the California State Board of 
Phannacy. 

(C) Require a prescription frOln a patient's personal physician, 
who is licensed to practice in the United States. 

(D) Require the cOlnpletion of a relevant medical history 
profile. 

(E) Require a signed patient agreelnent. 
(F) Ship prescription drugs in tmnperproof original 

Inanufacturer containers to individuals in the United States, 
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unless the consumer requests to receive the drug in a childproof 
container. 

(G) Include a physical address and phannacy license number 
on its company Web site. 

(H) Do not furnish any of the following: 
(i) A controlled substance. 
(ii) A biological product, as defined in Section 351 of the 

Public Health Service Act (42 U.S.C. Sec. 262). 
(iii) An infused drug, including, a peritoneal dialysis solution. 
(iv) An intravenously injected drug. 
(v) A drug that is inhaled during surgery. 
(vi) A drug that requires refrigeration or cannot be safely 

shipped by mail. 
(vii) More than the prescribed alnount of a drug or lnore than 

a three-lnonth supply of any drug. 
(viii) A drug that the conSUlner indicates he or she has not 

previously taken. 
(ix) A drug for which there is no equivalent drug approved for 

sale in the United States by the federal Food and Drug 
Administration. 

(I) Sell only prescription drugs that have been approved for 
sale in the country in which the phannacy is located by the 
agency responsible for ensuring the safety of prescription drugs 
in that country. 

(J) Comply with state law regarding the doculnentation of the 
pedigree of prescription drugs. 

(K) Does not require a conSUlner to sign a waiver of liability 
or a release of liability for a negligent act by the phannacy. 

(L) Maintain a service departlnent to respond to conSUlner 
inquiries and provide infonnation to consun1ers about how they 
may file complaints with the provincial or other applicable 
licensing authority. 

(M) Ensure that all physicians, phannacists, and technicians in 
its elnploy are properly licensed and their licenses are in good 
standing. 

(N) COlnply with all personal health and lnedical infonnation 
privacy laws applicable to phannacies located in California. 

(0) Any other requirelnent established by the department to 
ensure the safety, accessibility, and affordability of prescription 
drugs. 
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(3) A phannacy that seeks to be linked to the department's 
Web site pursuant to paragraph (2) shall apply to the department. 
The departlnent may enter into a contract with a pharmacy that it 
determines Ineets the requirelnents of paragraph (2). A contract 
may be renewed annually upon payment of the fee specified in 
paragraph (5) provided, that the pharmacy continues to comply 
with the requirements of paragraph (2). 

(4) The departlnent Inay terminate a contract with, and delete 
an electronic linle to, or information about, a phannacy that the 
department determines no longer cOlnplies with the requirements 
of paragraph (2). The department shall review within 30 business 
days any infonnation that it receives regarding a pharmacy's 
cOlnpliance with the requirelnents of paragraph (2) and shall 
detennine whether the infonnation constitutes grounds for 
removal of the pharmacy from the Web site. 

(5) The department may assess a fee on international 
pharmacies that the departlnent reviews pursuant to paragraph (2) 
to offset the cost of reviewing those phannacies. 

(e) The department shall ensure that the Web site established 
pursuant to this section is coordinated with, and does not 
duplicate, other Web sites that provide infonnation about 
prescription drug options and costs. 

(f) Any infonnation, including the identity of an international 
phannacy, to be posted on the Web site shall first be approved by 
professional staff of the department before it is posted. 

(g) The departlnent shall include on the Web site a notice that 
informs conSUlners about state and federal laws governing the 
ilnportation of prescription drugs and the federal Food and Drug 
Adnlinistration's policy governing personal importation. The 
notice shall also infonn consumers that a pharmacy linked to the 
Web site is licensed in the country in which it is located and that 
the departlnent has the right to relnove a pharmacy from the Web 
site if it violates the requirelnents of paragraph (2) of subdivision 
(d) or the tenns of any agreelnent between the departlnent and 
the phannacy. In addition, the notice shall include a statement 
that the state accepts no legal liability with respect to any product 
offered or phannaceutical services provided by a pharmacy 
linleed to the Web site. 

110243. (aj The State Department of Health Services shall 
establish the California R Prescription Drug Hotline to provide 
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information to consumers and health care providers about 
options for obtaining prescription drugs at affordable prices. 

(b) The department shall establish a low-cost 1-900 telephone 
number on or before July 1, 2007. Callers shall be provided 
information about options for obtaining prescription drugs at 
affordable prices. The cost per call to the hotline shall not exceed 
50 cents ($0.50) and the hotline shall, at a minimum, provide the 
same type of information described in subdivision (c) ofSection 
110242. 
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DCALIFORNIA STATE BOARD OF PHARMACY 
Bill ANALYSIS 

Bill NUMBER: AB 2911 VERSION: INTRODUCED 

AUTHOR: NUNEZ SPONSOR: AUTHOR 

RECOMMENDED POSITION: 

SUBJECT: CALIFORNIA DISCOUNT PRESCRIPTION DRUG PROGRAM 


Existing law: 

Establishes within the Department of Health Services (DHS) a prescription drug discount 
program for Medicare recipients to enable recipients to obtain their prescription drugs at a cost 
no higher than the Medi-Cal reimbursement rates. (B&P 4425-4426) 

This Bill: 

1) Establishes the California Discount Prescription Drug Program (program) within DHS to use 
manufacturer rebates and pharmacy discounts to reduce prescription drug prices for eligible 
Californians. (H&S 130502 Added) 

2) Defines the terms: department, eligible Californian, fund, manufacturer, manufacturer's 
rebate, multiple-source drug, national drug code, participating manufacturer, participating 
pharmacy, pharmacy contract rate, prescription drug, private discount drug program, program, 
therapeutic category. (H&S 130501 Added) 

3) Establishes eligibility criteria for the program as a person that meets at least one of the 
following conditions: 

i. 	 A resident of the state whose total unreimbursed medical expenses equal 10 percent or 
more of family income and whose family income does not exceed 200 percent of the 
median family income in the state. 

ii. 	 An individual enrolled in Medicare who may participate in this program, to the extent 
allowed by federal law, for prescription drugs not covered by Medicare or with respect to 
an individual responsible for paying 100 percent of the cost of prescription drugs under 
the coverage gap provisions of the Medicare Program prescription drug benefit. 

iii. 	 A resident of the state who has a family income equal to or less than 350 percent of the 
federal poverty guidelines and does not have outpatient prescription drug coverage paid 
for in whole or in part by the Medi-Cal program, the Healthy Families Program, or other 
program funded by the state. 

(H&S 130501 Added) 

4) Permits DHS to contract with a third-party vendor or utilize existing health care service 
provider enrollment and payment mechanisms, including the Medi-Cal program's fiscal 
intermediary. (H&S 130541 Added) 



5) Requires DHS or third party vendor to establish a Web site and call center to use for 
applying for the program. Additionally requires DHS or third party vendor to determine eligibility 
for the program within twenty-four hours of receipt of a completed application. 

(H&S 130520 Added) 

6) Sets a fee of $10 for application to the program. (H&S 130520 Added) 

7) Requires DHS to negotiate drug rebate agreements with drug manufacturer's to provide for 
discounts for prescription drugs purchased through the program; the first set of agreements 
would be in effect for no more than three years. (H&S 130506 Added) 

8) Gives DHS additional authority and tools to negotiate lower net prices on prescription drugs 
if certain criteria are met. (H&S 130508 and 13509 Added) 

9) Prohibits DHS from entering into a new contract or extend an existing contract with a drug 
manufacturer for the Medi-Cal program if the drug manufacturer does not provide to the 
California Discount Prescription Drug Program a rate comparable to or lower than the Medicaid 
best price. This prohibition would not apply to a drug for which there is no therapeutic 
equivalent. (H&S 13509 Added) 

10) Sets the amount a recipient pays for a drug within program to be equal to the participating 
provider's usual and customary charge or the pharmacy contract rate, less a program discount 
for the specific drug or an average discount for a group of drugs or all drugs covered by the 
program. (H&S 130505 Added) 

11) Permits DHS to conduct an outreach program to inform California residents of their 
opportunity to participate in program. (H&S 130521 Added) 

12) Requires a drug dispensed pursuant to prescription to be accompanied by California 
Discount Prescription Drug Program participation information. Requires information to include 
advice to consult a health care provider or pharmacist about access to drugs at lower prices. 
Distribution of the information may be met by the distribution of a separate information form that 
is approved by, or produced and distributed by DHS. (H&S 1305022 Added) 

13) Establishes the California Discount Prescription Drug Program Fund into which all 
payments received under the program would be deposited. The bill would continuously 
appropriate the fund to the DHS for purposes of the program. (H&S 130542 Added) 

Comment: 

1) Author's Intent. The author is concerned about the high cost of prescription drugs and the 
inability of uninsured individuals to pay for their medications. 

2) Technical Problems with the Measure. There are two technical problems with the bill that 
relate to pharmacy law. The first problem is the definition of "prescription drug" in the measure. 
While the definition is similar to S&P 4022 definition of "dangerous drug," it is not exact. The 
difference in terms and definitions may create confusion among health care professionals and 
those involved in the program established by the bill. Rather than having two separate terms 
and definitions that are attempting to define the same thing, it might be best if AS 2911 were 
amended to delete the term "prescription drug" and in its place define "dangerous drug" as 
defined in S&P 4022. 

The second problem with the bill is the requirement that information on the program be 
distributed with dispensed medications. The provision is not specific to drugs dispensed 



through the program; as a result the provision implies that information is to be distributed with all 
medications dispensed in California. In 2004, approximately 260 million prescription drugs were 
filled at retail pharmacies in California. The provision as introduced is likely to be burdensome 
on California retail pharmacies. Additionally, the provision is in the Health and Safety Code so 
enforcement for the provision would be the responsibility of DHS, not the board. 

3) Cost of Prescription Drugs and the Uninsured. In 2002, American consumers paid $48.6 
billion in out-of-pocket costs for prescription drugs, an increase of 15 percent over the previous 
year. National prescription drug spending has increased at double-digit rates in each of the past 
eight years, and increased 15 percent from 2001 to 2002. 

The rising cost of prescription drugs has had a harmful effect on the health of people who are 
dependent on those drugs. A recent study by the RAND Corporation found that when out-of
pocket payments for prescription drugs doubled, patients with diabetes and asthma cut back on 
their use of drugs by over twenty percent and experienced higher rates of emergency room 
visits and hospital stays. 

Those who are uninsured for prescription drugs also suffer. A recent survey found that thirty
seven percent of the uninsured said that they did not fill a prescription because of cost, 
compared to 13 percent of the insured. A 2001 survey of seniors found that in the previous 12 
months, 35 percent of seniors without prescription drug coverage either did not fill a prescription 
or skipped doses in order to make the medicine last longer. 

4) State Strategies for Reducing Cost of Drugs. Across the US two strategies have 
emerged at the state level to reduce the cost of prescription drugs for consumers. 

The first strategy is to facilitate the importation of drugs from outside the US, primarily from 
Canada or the UK. Six states (Illinois, Minnesota, Rode Island, Washington, and Wisconsin) 
have established Web sites with information and links about importing drugs from Canada and 
other countries. Some of these states require their Board of Pharmacy to license and inspect 
Canadian pharmacies prior to posting a link on their web sites. Additionally, 20 or more states, 
including California, have legislation pending to create either a Web site or phone line that 
would provide information on importing drugs from Canada. 

The second strategy is to create drug discount programs. As of February 2005 at least 39 
states have established or authorized some type of program to provide pharmaceutical 
coverage or assistance, primarily to low-income elderly or persons with disabilities who do not 
qualify for Medicaid. Most programs utilize state funds to subsidize a portion of the costs, 
usually for a defined population that meets enrollment criteria, but an increasing number (22 
states) have created or authorized programs that offer a discount only (no subsidy) programs for 
eligible or enrolled seniors; a majority of these states also have a separate subsidy program. 

5) Previous Legislation. Two bills, AB 75 and SB 19, were introduced in 2005 that would 
have established a drug discount program in California. Language similar to both bills was 
placed on the November 8, 2005 ballot in the form of Propositions (Proposition 79 and 
Proposition 78). Voters voted down both propositions. 

AB 75 (Frommer) Pharmaceutical Assistance Program, would establish the California Rx Plus 
State Pharmacy Assistance Program within DHS. AB 75 requires DHS to negotiate drug rebate 
agreements with drug manufacturers to provide for discounts for prescription drugs purchased 
through the program. The measure establishes eligibility for the program for families with 
incomes equal to or less than 400 percent of the federal poverty guidelines. AB 75 is a two-year 
bill, however it is unlikely the bill will move forward this session. 



SB 19 (Ortiz) California Rx Program was introduced last year and sponsored by the Governor. 
SB 19 would have established a state program to negotiate for lower price prescription drugs for 
lower income Californians. SB 19 failed to make it out of the Senate and is dead for the 
legislative session. 

6) History. 

2006 
Mar. 23 Referred to Com. on HEALTH. 
Feb. 27 Read first time. 
Feb. 25 From printer. May be heard in committee March 27. 
Feb. 24 Introduced. To print. 



CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2911 

Introduced by Assembly Member Nunez 
(Coauthor: Senator Perata) 

February 24, 2006 

An act to add Division 112 (cOlmnencing with Section 130500) to 
the Health and Safety Code, relating to phannacy assistance, and 
Inaking an appropriation therefor. 

LEGISLATIVE COUNSEVS DIGEST 

AB 2911, as introduced, Nunez. California Discount Prescription 
Drug Program. 

Under existing law, the State Departlnent of Health Services 
administers the Medi-Cal progrmn, and is authorized, among other 
things, to enter into contracts with certain drug Inanufacturers. Under 
existing law, the departlnent is entitled to drug rebates in accordance 
with certain conditions, and drug manufacturers are required to 
calculate and pay interest on late or unpaid rebates. 

This bill would establish the California Discount Prescription Drug 
Progrmn within the departnlent. The bill would require the department 
to negotiate drug discount agreements with drug Inanufacturers and 
pursue ll1anufacturer rebate agreelnents for drugs in each therapeutic 
category. The bill would authorize any licensed phannacy and any 
drug Inanufacturer, as defined, to participate in the program. The bill 
would establish eligibility criteria and application procedures for 
eligible Californians to participate in the progrmn. The application 
process would require an applicant to attest to information provided 
under penalty of perjury, which would expand the definition of an 
existing crime, thereby imposing a state-mandated local program. 
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The bill would establish the California Discount Prescription Drug 
Program Fund into which all paYInents received under the program 
would be deposited. The bill would continuously appropriate the fund 
to the departlnent for purposes of the progrmn. 

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

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

Vote: 213 ., Appropriation: yes. Fiscal committee: yes. 
State-Inandated local progrmn: yes. 

The people ofthe State ofCalifornia do enact asfollows: 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 
18 

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

(a) The people of California find that affordability is critical in 
providing access to prescription drugs for California residents, 
particularly the uninsured and those with inadequate insurance. 

(b) The California Discount Prescription Drug Progrmn is 
enacted by the people to enable the state to take steps to Inake 
prescription drugs Inore affordable for qualified California 
residents, thereby increasing the overall health of California 
residents, prOlnoting healthy cOlrununities, and protecting the 
public health and welfare. 

(c) It is not the intent of the state to discourage eInployers 
fronl offering or paying for prescription drug benefits for their 
eInployees or to replace eInployer-sponsored prescription drug 
benefit plans that provide benefits cOlnparable to those made 
available to qualified California residents under this progrmn. 

SEC. 2. Division 112 (cOlrunencing with Section 130500) is 
added to the Health and Safety Code, to read: 
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DIVISION 112. CALIFORNIA DISCOUNT 
PRESCRIPTION DRUG PROGRAM 

CHAPTER 1. GENERAL PROVISIONS 

130500. This division shall be Imown, and may be cited, as 
the California Discount Prescription Drug Program. 

130501. For purposes of this division, the following 
definitions shall apply: 

(a) "Departlnent" Ineans the State Department of Health 
Services. 

(b) "Eligible Californian" means anyone or more of the 
following: 

(1) A resident of the state whose total unreimbursed medical 
expenses equal 10 percent or more of family income and whose 
fmnily incOlne does not exceed 200 percent of the median family 
incOlne in the state. 

(2) An individual enrolled in Medicare who may participate in 
this progrmn, to the extent allowed by federal law, for 
prescription drugs not covered by Medicare or with respect to an 
individual responsible for paying 100 percent of the cost of 
prescription drugs under the coverage gap provisions of the 
Medicare Progrmn prescription drug benefit. 

(3) A resident of the state who has a family incOlne equal to or 
less than 350 percent of the federal poverty guidelines and does 
not have outpatient prescription drug coverage paid for in whole 
or in pmi by the Medi-Cal progrmn, the Healthy Fmnilies 
Program, or other progrmn funded by the state. 

(4) For purposes of this subdivision, the cost of drugs provided 
under this division is considered an expense incurred by the 
fmnily for eligibility detennination purposes. 

(c) "Fund" Ineans the California Discount Prescription Drug 
Progran1 Fund. 

(d) "Manufacturer" Ineans a drug Inanufacturer as defined in 
Section 4033 of the Business and Professions Code. 

(e) "Manufacturer's rebate" Ineans the rebate for an individual 
drug or aggregate rebate for a group of drugs necessary to Inake 
the price for the drug ingredients equal to or less than the 
applicable benchmark price. 
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(f) "Multiple-source drug" Ineans the SaIne drug in the SaIne 
dosage form and strength manufactured by two or more 
Inanufacturers, which is approved by the United States Food and 
Drug Administration under provisions pertaining to the 
Abbreviated New Drug Applications (ANDA) process. 

(g) "National Drug Code" or "NDC" Ineans the unique 
10-digit, three-segInent number assigned to each drug product 
listed under Section 510 of the federal Food, Drug, and Cosmetic 
Act (21 U.S.C. Sec. 360). This nUInber identifies the labeler or 
vendor, product, and trade package. 

(h) "Participating Inanufacturer" Ineans a drug manufacturer 
that has contracted with the departlnent to provide an individual 
drug or group of drugs for the pro graIn. 

(i) "Participating pharmacy" means a phannacy that has 
executed a phannacy provider agreelnent with the departInent for 
this pro graIn. 

U) "Phannacy contract rate" Ineans the negotiated per 
prescription reiInburseInent rate for drugs dispensed to eligible 
Californians. 

(k) "Prescription drug" means any drug that bears the legend: 
"Caution: federal law prohibits dispensing without prescription," 
"Rx only," or words of similar import. 

(l) "Private discount drug pro graIn" Ineans a prescription drug 
discount card or manufacturer patient assistance program that 
provides discounted or free drugs to eligible individuals. For the 
purposes of this division, a private discount drug program is not 
considered insurance or a third-party payer prograIn. 

(In) "PrograIn" means the California Discount Prescription 
Drug PrograIn. 

(n) "Therapeutic category" Ineans a drug or a grouping of 
drugs detennined by the departlnent to have silnilar attributes and 
to be alternatives for the treatInent of a specific disease or 
condition. 

130502. The California Discount Prescription Drug Pro graIn 
is hereby established within the State Departlnent of Health 
Services to use Inanufacturer rebates and phannacy discounts to 
reduce prescription drug prices for Californians. The purpose of 
the pro graIn is to reduce prescription drug prices and improve the 
quality of health care for eligible Californians. 

99 



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 

-5- AB 2911 

CHAPTER 2. PRESCRIPTION DRUG DISCOUNTS 

130505. (a) The amount a participating, eligible Californian 
pays for a drug through the program shall be equal to the 
participating provider's usual and custOlnary charge or the 
phannacy contract rate pursuant to subdivision ( c), less a 
progrmn discount for the specific drug or an average discount for 
a group of drugs or all drugs covered by the program. 

(b) In detennining program discounts on individual drugs, the 
department shall take into account the rebates provided by the 
drug's manufacturer and the state's share of the discount. 

(c) The departlnent may contract with participating 
phannacies for a rate other than the phannacies' usual and 
custOlnary rate. 

130506. (a) The departlnent shall negotiate drug discount 
agreelnents with drug manufacturers to provide for discounts for 
prescription drugs purchased through this program. The 
departlnent shall pursue Inanufacturer rebate agreements for 
drugs in each therapeutic category. 

(b) The department shall attelnpt to obtain discounts for 
eligible Californians that on an average equal or exceed 50 
percent of the list price, or that average 80 percent of the lowest 
wholesale acquisition cost price, for a drug published by a 
wholesaler in the state generally available to the retail class of 
trade in the state. 

(c) To obtain the Inost favorable discounts, the department 
Inay lilnit the number of drugs available through the progrmn. 

(d) The drug rebate agreements negotiated pursuant to this 
section shall be used to reduce the cost of drugs purchased by 
progrmn participants. 

(e) ( 1) Any phannacy licensed pursuant to Chapter 9 
(cOlrunencing with Section 4000) of Division 2 of the Business 
and Professions Code may participate in the program. 

(2) Any drug manufacturer Inay participate in the progrmn. 
130507. (a) The department shall attelnpt to negotiate drug 

discount agreelnents with drug Inanufacturers for a period not to 
exceed three years from January 1, 2007. At that tilne, the 
departlnent shalllnake a detennination as to whether: 

(1) The number and type of drugs available through the 
program is sufficient to give eligible Californians a fonnulary 
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comparable to that provided to Medi-Cal beneficiaries or, if this 
infonnation is available to the department, a fonnulary 
cOlnparable to that provided to CalPERS enrollees. 

(2) The discounts for the drugs on an average equal or exceed 
the threshold in subdivision (b) of Section 130506. 

(3) Manufacturer participation has been sufficient to provide 
discounts on a range of drugs consistent with this section. 

(b) If the department detennines that anyone of the thresholds 
in this section is not Inet, then the department shall implement 
Sections 130508 and 130509. 

130508. (a) Consistent with federal law, the department shall 
seek to contract for that result in a net price cOlnparable to or 
lower than the Medicaid best price for drugs covered by the 
California Discount Prescription Drug Program. The departlnent 
shall also seek to contract a net price comparable to or lower than 
the price for prescription drugs provided to the federal 
goverrnnent. 

(b) The departlnent shall seek a state plan amendlnent that 
Inaximizes the number of eligible Californians able to receive 
discounts consistent with this section. 

(c) If the federal Centers for Medicare and Medicaid Services 
deny approval of a state plan amendlnent or federal waiver for 
any Californians eligible under state law for drug discounts, then 
the departlnent shall continue to operate a discount drug progrmn 
for these persons consistent with Section 130507. To the 
Inaximum extent possible, the department shall assure that 
enrolhnent and other adlninistrative actions are semnless to all 
eligible Californians, whether the eligible Californian is enrolled 
in a progrmn adlninistered consistent with this section or with 
Section 130507. 

130509. (a) Subject to this section, the departlnent shall not 
enter into a new contract or extend an existing contract with a 
drug manufacturer for the Medi -Cal program if the drug 
Inanufacturer does not provide to the California Discount 
Prescription Drug Prograln a rate comparable to or lower than the 
Medicaid best price. This prohibition shall not apply to a drug for 
which there is no therapeutic equivalent. 

(b) To the extent permitted by federal law, the departlnent Inay 
require prior authorization in the Medi-Cal program for any drug 
of a Inanufacturer that fails to agree to a price comparable to or 
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lower than the Medi-Cal best pnce for prescription drugs 
purchased under this division. 

(c) If a contract with a Inanufacturer is prohibited by 
subdivision ( a) or if prior authorization is required for a drug 
pursuant to this section, a Medi-Cal beneficiary shall not be 
denied the continued use of a drug that is part of a prescribed 
therapy until that drug is no longer prescribed for that 
beneficiary's therapy. The department shall approve or deny 
requests for prior authorization necessitated by this section as 
required by state or federal law. 

(d) This section shall be imple1nented in a manner consistent 
with federal law. 

130510. The names oflnanufacturers that do or do not enter 
into rebate agreements with the department pursuant to this 
division shall be public infonnation, shall be released to the 
public, and shall be posted on the departlnent's Internet Web site 
at the tilne when the rebate agreelnents are reached, cOlnmencing 
within six Inonths after the initial ilnplelnentation date of this 
article and updated on the first of each Inonth thereafter. 

130511. (a) Each drug rebate agreement shall do all of the 
following: 

(1) Specify which of the Inanufacturer's drugs are included in 
the agreelnent. 

(2) Pennit the departlnent to remove a drug frOln the 
agreelnent if there is a dispute over the drug's utilization. 

(3) Require the Inanufacturer to Inake a rebate paYlnent to the 
departlnent for each drug specified under paragraph (1) 
dispensed to a progrmn participant. 

(4) Require the manufacturer to Inake the rebate payments to 
the departlnent on at least a quarterly basis. 

(5) Require the manufacturer to provide, upon the request of 
the departlnent, doculnentation to validate the rebate. 

(6) Pennit a Inanufacturer to audit clailns for the drugs the 
Inanufacturer provides under the program. Clailns infonnation 
provided to manufacturers shall cOlnply with all federal and state 
privacy laws that protect a program participant's health 
infonnation. 

(b) The departlnent Inay collect prospective rebates frOln 
Inanufacturers for payn1ent to phannacies. The amount of the 
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prospective rebate shall be specified In the drug rebate 
agreements. 

(c) (1) Manufacturers shall calculate and pay interest on late 
or unpaid rebates. The interest shall not apply to any prior period 
adjustments of unit rebate amounts or departlnent utilization 
adjustlnents. 

(2) For state rebate payments, Inanufacturers shall calculate 
and pay interest on late or unpaid rebates for quarters that begin 
on or after January 1,2007. 

(d) Interest required by subdivision (c) shall begin accruing 38 
calendar days from the date of mailing of the invoice, including 
supporting utilization data sent to the Inanufacturer. Interest shall 
continue to accrue until the date of Inailing of the manufacturer's 
paYlnent. Interest rates and calculations for purposes of this 
section shall be at __ percent. 

( e) A participating - Inanufacturer shall clearly identify all 
rebates, interest, and other paYlnents, and paYlnent translnittal 
fonns for the progrmn, in a Inanner designated by the 
departlnent. 

130512. (a) The departlnent shall generate a monthly report 
that, at a Ininilnum, provides all of the following: 

(1) Drug utilization information. 
(2) Alnounts paid to pharmacies. 
(3) Alnounts of rebates collected from manufacturers. 
(4) A summary of the problelns or complaints reported 

regarding the program. 
(b) Information provided in paragraphs (1), (2), and (3) of 

subdivision (a) shall be at the national drug code level. 
130513. (a) The departlnent shall establish and maintain a 

clailns processing systeln that conlplies with all of the following 
requirelnents: 

(1) Charges a price that Ineets the requirelnents of this 
division. 

(2) Provides the phannacy with the dollar mnount of the 
discount to be returned to the phannacy. 

(3) Provides drug utilization review warnings to phannacies 
consistent with the drug utilization review standards provided in 
federal law. 

(b) The department shall pay a participating phannacy the 
discount provided to program participants pursuant to this 
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division by a date that is not later than two weeks after the claim 
is received. 

(c) The departInent shall develop a lnechanism for the 
progrmn participants to report problelns or complaints. 

CHAPTER 3. ApPLICATION, ENROLLMENT, AND OUTREACH 

130520. (a) The department shall develop an application and 
reapplication fonn for the detennination of a resident's eligibility 
for the progrmn. An applicant, or a guardian or custodian of an 
applicant, may apply or reapply on behalf of the applicant and 
the applicant's spouse and children. 

(b) The application shall, at a lninilnuln, do all of the 
following: 

(1) Specify the infonnation that an applicant or the applicant's 
representative must include in the application. 

(2) Require that the applicant, or the applicant's guardian or 
custodian, attest that the infonnation provided in the application 
is accurate to the best knowledge and belief of the applicant or 
the applicant's guardian or custodian. 

(3) Specify that the application fee due upon submission of the 
applicable fonn is ten dollars ($10). 

(c) In assessing the incOlne requirelnent for eligibility, the 
departlnent shall use the incOlne infonnation reported on the 
application and not require additional doculnentation. 

(d) An application lnay be completed at any phannacy, 
physician office, or clinic participating in the progrmn through an 
Internet Web site or call center staffed by trained operators 
approved by the departlnent. A phannacy, physician's office, 
clinic, or nonprofit cOlmnunity organization that completes the 
application shall keep the application fee as reilnbursement for its 
processing costs. If it is detennined that the applicant is already 
enrolled in the program, the fee shall be returned to the applicant 
and the applicant shall be infonned of his or her current status as 
a progrmn participant. 

(e) The department shall utilize a secure electronic application 
process that can be used by a phannacy, physician's office, or 
clinic, by an Internet Web site, by a call center staffed by trained 
operators, by a nonprofit cOlnlnunity organization, or through the 
third-party vendor to enroll applicants in the program. 
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(f) During the department's normal working hours, the 
department shall make a determination of eligibility within 24 
hours of receipt by the program of a cOlnpleted application. The 
departlnent shall mail the progrmn participant an identification 
card no later than seven days after eligibility has been 
determined. 

(g) For applications sublnitted through a pharmacy, the 
department Inay issue a participant identification nUlnber for 
eligible applicants to the pharmacy for immediate access to the 
California Discount Prescription Drug Progrmn. 

(h) Any program participant that has been determined to be 
eligible shall be enrolled for 12 months, which ever occurs first 
or until the program participant notifies the department of an 
intent to end enrollment. 

(i) The department shall notify a program participant of 
tennination of enrollment 30 days prior to the termination. A 
progrmn participant shall remain enrolled in the program until the 
participant notifies the departlnent that the participant no longer 
Ineets the eligibility criteria. 

(j) A person shall be required to apply pursuant to this section 
for each 12-month period of eligibility. 

130521. (a) The departlnent Inay conduct an outreach 
progrmn to inform California residents of their opportunity to 
participate in the program. The departlnent shall coordinate 
outreach activities with the California Department of Aging and 
other state and local agencies, and nonprofit organizations that 
serve residents who Inay be eligible for the program. No outreach 
Inaterial shall contain the name or likeness of a drug. 

(b) The departlnent may accept on behalf of the state any gift, 
bequest, or donation of outreach services or Inaterials to inform 
residents about the progrmn. The name of the organization 
sponsoring the Inaterials shall in no way appear on the material 
but shall be reported to the public and the Legislature as 
otherwise provided by law. 

130522. (a) A drug dispensed pursuant to prescription, 
including a drug dispensed without charge to the conSUlner, shall 
be accompanied by the California Discount Prescription Drug 
Progrmn participation infonnation in a manner approved by the 
department and as permitted by law. 
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(b) The infonnation shall include advice to consult a health 
care provider or phannacist about access to drugs at lower prices. 

(c) The requirements of this section may be met by the 
distribution of a separate infonnation fonn that is approved by, or 
produced and distributed by, the department. 

CHAPTER 4. PHARMACEUTICAL MANUFACTURER PATIENT 

ASSISTANCE PROGRAMS 

130530. (a) The departlnent shall encourage a participating 
manufacturer to maintain those private discount drug progrmns 
that are cOlnparable to or more extensive than those provided 
prior to the enactlnent of this division. To the extent possible, the 
department shall encourage a participating Inanufacturer to 
silnplify the application and eligibility processes for its private 
discount drug program. 

(b) The department shall execute agreelnents with drug 
Inanufacturers and other private patient assistance progrmns to 
provide a single point of entry for eligibility detennination and 
clailns processing for drugs available through those programs. 

(c) The department shall develop a systeln to provide a 
progrmn participant under this division with the best discounts on 
prescription drugs that are available to the participant through 
this progrmn or through a drug Inanufacturer or other private 
patient assistance program. 

(d) (1) The department may require an applicant to provide 
additional infonnation to detennine the applicant's eligibility for 
other discount card and patient assistance progrmns. 

(2) The departlnent shall not require an applicant to participate 
in a drug Inanufacturer patient assistance progrmn or to disclose 
information that would detennine the applicant's eligibility to 
participate in a drug Inanufacturer patient assistance program in 
order to participate in the California Discount Prescription Drug 
Progrmn. 

(e) In order to verify that California residents are being served 
by drug Inanufacturer patient assistance progrmns, the 
departlnent shall require drug manufacturers to provide the 
departlnent annually with all of the following infonnation: 

(1) The total value of the manufacturer's drugs provided at no 
or very low cost to California residents during the previous year. 
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(2) The total nUlnber of prescriptions or 30-day supplies of the 
manufacturer's drugs provided at no or very low cost to 
California residents during the previous year. 

(£) The California Discount Prescription Drug Program card 
issued pursuant to this division shall serve as a single point of 
entry for drugs available pursuant to subdivision (a), and shall 
Ineet all legal requirements for a health benefit card. 

CHAPTER 5. ADMINISTRATION 

130540. Contracts entered into for purposes of this division 
are exempt frOln Part 2 (commencing with Section 10100) of 
Division 2 of the Public Contract Code. Contracts with 
phannacies and drug manufacturers may be entered into on a bid 
or nonbid basis. 

130541. To implement the program, the departinent may 
contract with a third-party vendor or utilize existing health care 
service provider enrolhnent and paYlnent InechanisIns, including 
the Medi-Cal program's fiscal intennediary. Drug rebate 
contracts negotiated by a third party shall be subject to review by 
the departinent. The departinent Inay cancel a contract that it 
finds not in the best interests of the state or progratn participants. 

130542. (a) The department shall deposit all payments the 
department receives pursuant to this division into the California 
Discount Prescription Drug Pro graIn Fund, which is hereby 
established in the State Treasury. 

(b) Notwithstanding Section 13340 of the Govermnent Code, 
the fund is hereby continuously appropriated to the department 
without regard to fiscal years for the purpose of providing 
paYlnent to participating pharmacies pursuant to this division and 
for defraying the costs of adininistering this division. 
Notwithstanding any other provision of law, no Inoney in the 
fund is available for expenditure for any other purpose or for 
loaning or transferring to any other fund, including the General 
Fund. The fund shall also contain any interest accrued on Inoneys 
in the fund. 

130543. (a) (1) The director Inay adopt regulations as are 
necessary for the initial iinpleinentation of this division. The 
adoption, amendment, repeal, or readoption of a regulation 
authorized by this section is deemed to be necessary for the 
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ilmnediate preservation of the public peace, health and safety, or 
general welfare, for purposes of Sections 11346.1 and 11349.6 of 
the Govermnent Code, and the department is hereby exempted 
frOln the requirelnent that it describe specific facts showing the 
need for iImnediate action. 

(b) As an alternative to the adoption of regulations pursuant to 
subdivision (a), and notwithstanding Chapter 3.5 (cOlnmencing 
with Section 11340) of Part 1 of Division 3 of Title 2 of the 
Govermnent Code, the director Inay iInplement this division, in 
whole or in part, by Ineans of a provider bulletin or other similar 
instructions, without taking regulatory action, provided that no 
bulletin or other similar instructions shall relnain in effect after 
July 31, 2007. It is the intent that regulations adopted pursuant to 
this subdivision shall be in place on or before July 31, 2007. 

SEC. 3. No reimbursement 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 criIne or 
infraction, eliminates a crhne or infraction, or changes the 
penalty for a criIne or infraction, within the meaning of Section 
17556 of the Govermnent Code, or changes the definition of a 
crhne within the meaning of Section 6 of Article XIII B of the 
California Constitution. 
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AMENDED IN ASSEMBLY MARCH 28, 2006 

CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

Assembly Joint Resolution No. 40 

Introduced by Assembly Members Chan and Berg 
(Coauthors: Assembly Members Cohn, Lieu, and Mullin) 

January 19,2006 

Assembly Joint Resolution No. 40-Relative to Medicare 
prescription drugs. 

LEGISLATIVE COUNSEL'S DIGEST 

AJR 40, as mnended, Chan. Medicare prescription drugs. 
This Ineasure would melnorialize the United States Congress and 

President to enact H.R. No. 3861, "The Medicare Infonned Choice 
Act of2005." 

Fiscal cOlnmittee: no. 

1 WHEREAS, The United States Congress enacted the Medicare 
2 Prescription Drug, Improvelnent, and Modernization Act (MMA) 
3 in 2003; and 
4 WHEREAS, The MMA prOlnised a voluntary prescription 
5 drug benefit, known as Medicare Part D, to all Medicare 
6 beneficiaries; and 
7 WHEREAS, At the insistence of Congress and the President of 
8 the United States, Part D is administered by Inultiple private 
9 insurance cOlnpanies offering dozens of different plans in every 

10 state; and 
11 WHEREAS, In California alone, Medicare beneficiaries who 
12 wish to enroll in Part D must choose frOln 47 different 
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stand-alone Medicare prescription drug plans and many more 
Medicare Advantage plans; and 

WHEREAS, On October 15,2005, Medicare prescription drug 
plan sponsors began aggressively Inarketing their plans to seniors 
and persons with disabilities; and 

WHEREAS, On November 15, 2005, Medicare beneficiaries 
throughout the country began enrolling in the new Medicare Part 
D prescription drug plans; and 

WHEREAS, As of Decelnber 2005, only 1 Inillion of the 
approxilnately 21 million Medicare beneficiaries throughout the 
country who are eligible for voluntary enrollment in Part D had 
enrolled; and 

WHEREAS, In addition only a slnall percentage of the 
Inillions of 10w-incOlne beneficiaries eligible for federal 
subsidies have enrolled in Part D; and 

WHEREAS, Federal law currently requires the initial open 
enrollment period to end on May 15, 2006, after, which Medicare 
beneficiaries will be subject to substantial pennanent financial 
penalties for "late enrolhnent"; and 

WHEREAS, The structure of Part D and the need to choose 
from mnong dozens of plans are causing confusion and 
consternation mnong seniors; and 

WHEREAS, There have not been enough independent 
counselors available to help guide seniors through the Inyriad 
options; and 

WHEREAS, Seniors who currently have retiree health care 
coverage, including prescription drug coverage, are at risk of 
losing both their existing health and drug coverage if they 
inadvertently enroll in Medicare Part D; and 

WHEREAS, The federal government should not penalize 
seniors for being confused, but should work to provide Medicare 
beneficiaries the tilne and opportunity to Inake the best choice 
about their prescription drug coverage; and 

WHEREAS, Legislation has been introduced in the Congress, 
H.R. No. 3861, "The Medicare Informed Choice Act of 2005", 
that extends the deadline for enrollment in Medicare Part D until 
December 31, 2006, pennits Medicare beneficiaries to change 
plans once in 2006 if they have made a poor selection, and 
protects those with retiree health benefits who Inay not be aware 
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that purchasing Medicare drug coverage could cost them their 
retiree benefits; now, therefore, be it 

Resolved by the Assembly and the Senate of the State of 
California, jointly, That the Legislature of the State of California 
Ine1norializes the Congress and the President of the United States 
to enact H.R. No. 3861, "The Medicare Infonned Choice Act of 
2005" to protect give our nation's disabled and senior citizens 
who are Medicare benefieiaries; beneficiaries the time to make 
an informed decision and protect them from losing their retiree 
health benefits; and be it further 

Resolved, That the Chief Clerk of the Assembly transmit 
copies of this resolution to the President of the United States and 
to all Member of the Congress of the United States. 
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CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

Assembly Joint Resolution No. 49 

Introduced by Assembly Member Nation 

March 29, 2006 

Assembly Joint Resolution No. 49-Relative to pharmaceutical 
advertiselnents. 

LEGISLATIVE COUNSEL'S DIGEST 

AJR 49, as introduced, Nation. Direct-to-consumer prescription 
drug advertise1nents. 

This Ineasure would request that the United States Food and Drug 
Administration aggressively Inonitor and regulate direct-to-consumer 
advertising of prescription dnlgs by pharmaceutical companies, and 
would melnorialize the President and the Congress to--l:imtt ban that 
advertising, unless eertain eonditions ale met. 

Fiscal cOlnlnittee: no. 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 

WHEREAS, The United States is one of just a few countries 
that allow pharmaceutical companies to advertise prescription 
drugs; and 

WHEREAS, Direct-to-consulner prescription drug advertising 
is a category of prOlnotional infonnation about specific drug 
treatlnents that is provided directly to conSUlners by or on behalf 
of drug cOlnpanies; and 

WHEREAS, Direct-to-consumer prescription drug advertising 
is not necessary in order for phannaceutical cOlnpanies to sell 
their products; and 

WHEREAS, Since phannaceutical cOlnpanies have been 
allowed to broadcast advertisements that mention a prescription 
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drug by nalne without disclosing all of the risks of that 
medication, consumer delnand for prescription medications has 
increased, resulting in a corresponding increase in the cost of 
prescriptions and of health care delivery; and 

WHEREAS, While the pharmaceutical cOlnlnunity has tried to 
convince the public, Congress, and the United States Food and 
Drug Adlninistration (hereafter the FDA) that direct-to-consumer 
prescription drug advertisements are educational, rather than 
promotional, the actual goal of the advertisements is not to 
educate the public, but rather to ensure that patients walk out of 
their doctors' offices with a prescription for a particular brand of 
prescription drug, rather than with a prescription for a 
cOlnpetitor's product or SOlne other form of therapy that better 
suits the patient; and 

WHEREAS, Physicians are under increasing pressure from 
patients who suspect that Heath Maintenance Organization 
fonnularies restrict physicians from prescribing the best 
prescription drugs; and 

WHEREAS, Direct-to-consulner advertising of prescription 
drugs forces physicians to spend valuable thne defending the 
reason that an advertised drug is unnecessary or detrimental to 
the patient's health; and 

WHEREAS, If a physician declines to issue a prescription for 
a drug that a patient has seen advertised, the patient Inay turn to 
other sources to obtain the drug, including the Internet; and 

WHEREAS, According to the United States General 
Accounting Office, the investigational ann of Congress, 
phannaceutical Inanufacturers spent $1.1 billion in 1997 on 
direct-to-consmner prescription drug advertising, which 
increased to $2.7 billion in 2001, with expenditures increasing by 
double digits every year; and 

WHEREAS, NUlnerous studies have linked the increased 
direct-to-consmner prescription drug advertising to the 
exponential growth in prescription drug expenditures; and 

WHEREAS, In 1997, the FDA relaxed restrictions on the 
content of direct-to-consumer prescription drug advertising, 
withdrawing the prior requirelnent of a sUlnmary of side-effect 
and adverse reaction information and replacing it with a 
requirelnent for a statelnent about "major risks" but not "all 
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risks," which made television and radio advertisements about 
prescription drugs more practicable; now, therefore, be it 

Resolved by the Assembly and the Senate of the State of 
California, jointly, That the United States Food and Drug 
Administration is requested to aggressively monitor and regulate 
direct-to-consumer advertising of prescription drugs by 
pharmaceutical companies, pending action by the President and 
the Congress of the United States to liInit, ban, or place increased 
restrictions on that advertising; and be it further 

Resolved, That the President and the Congress of the United 
States are memorialized to ban direct-to-consumer advertising of 
prescription drugs by pharmaceutical cOlnpanies; and be it 
further 

Resolved, That the Chief clerk of the Assembly transmit copies 
of this resolution to the President of the United States, to the 
Speaker of the House of Representatives, to the Majority Leader 
of the Senate, to each Senator and Representative from California 
in the Congress of the United States, to the Secretary of the 
United States Department of Health and Human Services, and to 
the Director of the United States Food and Drug Adlninistration. 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: SB 1305 VERSION: AMENDED MARCH 29, 2006 

AUTHOR: FIGUEROA SPONSOR: AUTHOR 

RECOMMENDED POSITION: 

SUBJECT: THE MEDICAL WASTE MANAGEMENT ACT 


Existing. Law: 

1) Defines "sharps waste" as waste generated by a household that includes a hypodermic 
needle, syringe, or lancet. (Public Resources Code 40190.5) 

Related Law Law: 

1) Allows counties and cities to establish a Disease Prevention Demonstration Project (DPDP), 
that allows certified pharmacies to sell of up to 10 hypodermic needles to individuals over 18 
years of age without a prescription. Pharmacies that participate in a DPDP are required to 
provide one or more of the following options for the safe disposal of hypodermic needle: 

i. Have an onsite safe hypodermic needle and syringe collection and disposal program. 
ii. Furnish or make available for purchase mail-back sharps disposal containers 

authorized by the United States Postal Service that meet applicable state and federal 
requirements, and provide tracking forms to verify destruction at a certified disposal 
facility. 

iii. Furnish or make available for purchase personal sharps disposal containers that meet 
state and federal standards for disposal of medical waste. 

(H&S 121285) 

This Bill: 

1) Defines "home-generated sharps waste" as hypodermic needles, pen needles, intravenous 
needles, lancets, and other devices that are used to penetrate the skin for the delivery of 
medications derived from a household, including a multifamily residence or household. 

(H&S 117671 Added) 

2) Excludes "home-generated sharps waste" from the definition of medical waste. 
(H&S 117700 Amended) 

3) Prohibits a person on or after January 1, 2008, from knowingly placing home-generated 
sharps waste in any of the following containers: 

i. 	 Any container used for the collection of solid waste, recyclable materials, or 
greenwaste. 

ii. 	 Any container used for the commercial collection of solid waste or recyclable materials 
from business establishments. 



iii. 	 Any roll-off container used for the collection of solid waste, construction, and demolition 
debris, greenwaste, or other recyclable materials. (H&S 118286 Added) 

4) Requires on or after January 1, 2008, home-generated sharps waste to be transported only 
in a sharps container, or other approved containers, and to only be managed at any of the 
following: 

i. 	 A household hazardous waste facility. 

ii. 	 A home-generated sharps consolidation point. 

iii. A medical waste generator's facility. 

iv. A facility, through the use of a medical waste mail-back container, approved by the 
Department of Health Services. 

(H&S 118286) 

Comment: 

1) Author's Intent. The author's intent is to close a loophole in current law that allows home
generated needles to be legally placed in solid waste and recycling containers where they 
present substantial risks to workers and the general public. Currently fifty percent of counties 
accept sharps at their county waste disposal sites; often times the collection of sharps at the 
sites is funded through waste collection or utility tax funds. The author is looking for a solution 
to this problem that may include manufacturers taking back used sharps that have been paid for 
by health insurance. 

2) Problems as Currently Written. There are a couple problems with the bill. The first 
problem is the bill is unenforceable. The bill would prohibit people from disposing of sharps in 
"garbage cans'" green waste or recycling collection containers. Much like the disposable 
battery law that recently took effect on January 1, 2006 that would prohibit a person from 
disposing of batteries in their household waste; there is no reasonable way for a city or county 
to monitor peoples disposal habits and enforce the law. 

The second problem with the bill is in the absence of funding from government or industry, the 
bill could prove costly to people who use sharps. The bill does not specify how sharps will move 
from an individual's home to an approved facility or who is responsible for providing approved 
sharps containers. It is conceivable that a sharps user could be responsible for both the costs 
of the sharps containers as well as transport of the sharps. Finding a source of funding for 
disposal other than sharps users will likely result in a higher rate of compliance with the law. 

3) Previous Legislation. 

SB 1159 (Chapter 608, Statutes of 2004) allows counties and cities to establish a Disease 
Prevention Demonstration Project (DPDP), that allows certified pharmacies to sell of up to 10 
hypodermic needles to individuals over 18 years of age without a prescription. The measure 
also requires participating pharmacies to provide one of three options for the safe disposal of 
hypodermic needles. 

SB 1362 (Chapter 157, Statutes of 2004) established the Safe Needle Disposal Act of 2004, 
allows, but does not mandate cities and counties to authorize household hazardous waste 
(HHW) collection facilities to operate as home-generated sharps consolidation points. 
Additionally, the measure defined "sharps waste" in Public Resources Code section 40190.5. 



SB 372 (Chapter 877, Statutes of 1995) authorized, but did not mandate 1) a medical waste 
generator to accept home-generated sharps waste for consolidation with its own medical wastes 
and 2) an enforcement agency to approve a location as a point of consolidation for the collection 
of home-generated sharps waste, which would be required to be transported and treated as 
medical waste. 

4) History. 

2006 

Apr. 3 Set, first hearing. Hearing canceled at the request of author. Set for hearing April 17. 
Mar. 29 From committee with author's amendments. Read second time. Amended. 

Re-referred to committee. 
Mar. 20 From committee with author's amendments. Read second time. Amended. 

Re-referred to committee. 
Mar. 13 Set for hearing April 3. 
Feb. 22 To Com. on E.Q. 
Feb. 17 From print. May be acted upon on or after March 19. 
Feb. 16 Introduced. Read first time. To Com. on RLS. for assignment. To print. 



AMENDED IN SENATE MARCH 29, 2006 


AMENDED IN SENATE MARCH 20, 2006 


SENATE BILL No. 1305 


Introduced by Senator Figueroa 

February 16, 2006 

An act to amend Section 117700 of, and to add Sections 117671 
and 118286 to, the Health and Safety Code, relating to Inedical waste. 

LEGISLATIVE COUNSEL'S DIGEST 

SB 1305, as mnended, Figueroa. ~fedieal 'vvaste. The Medical Waste 
Management Act. 

The existing Medical Waste Managelnent Act, administered by the 
State Departlnent of Health Services, regulates the Inanagement and 
handling of medical waste, as defined. The aet is enforced by the 
department and local enforeeillent agencies. Under existing law, 
certain items, such as household waste, are specifically excluded from 
the definition ofmedical waste. 

This bill would also exclude home-generated sharps waste, as 
defined, from the definition ofmedical waste. 

Existing law pennits a registered Inedical waste generator, if 
specified conditions are Inet, to accept hOlne-generated sharps waste 
to be consolidated with the facility's Inedical waste stream. 

Existing law also permits a household hazardous waste collection 
facility, if specified conditions are Inet, to operate a hOlne-generated 
sharps consolidation point, and pennits the departlnent to approve 
other hOlne-generated sharps consolidation points. 

This bill would specifically define home-generated sharps waste. 
This bill would, on or after January 1, 2008, prohibit a person from 

knowingly placing home-generated sharps waste in certain types of 
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containers, provide that home-generated sharps waste shall be 
transported only in a sharps container, as defined in the act, or other 
container approved by the departlnent or local enforcement agency, 
and provide that this waste shall only be managed at specified 
locations consistent with existing law. 

Since a violation of an OldeI enfoteing the l\iedical JvVastc 
l\ianagclncnt Act is a misdcmcanOl, thc bill would imposc a 
state Inandated local program. 

Thc California Constitution rcquircs the state to reimbursc local 
agcneics and school districts for ccrtain eosts mandated by thc statc. 
Statutory pro vISlOns cstablish proeedures for making that 
rcitnburscment. 

This bill would pro v idc that no rcimbursement is rcquircd by this 
act for a spccificd rcason. 

Vote: Inajority. Appropriation: no. Fiscal cOlnlnittee: -yes-no. 
State-lnandated local prograln: -yes-no. 

The people ofthe State ofCalifornia do enact as follows: 

1 
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SECTION 1. Section 117671 is added to the Health and 
Safety Code, to read: 

117671. "Home-generated sharps waste" means hypodermic 
needles, pen needles, intravenous needles, lancets, and other 
devices that are used to penetrate the skin for the delivery of 
Inedications derived from a household, including a multifamily 
residence or household. 

SEC. 2. Section 117700 of the Health and Safety Code is 
amended to read: 

117700. Medical waste does not include any of the following: 
(a) Waste generated in food processing or biotechnology that 

does not contain an infectious agent as defined in Section 
117675. 

(b) Waste generated in biotechnology that does not contain 
hUlnan blood or blood products or animal blood or blood 
products suspected of being contaminated with infectious agents 
known to be communicable to humans. 

(c ) Urine, feces, saliva, sputum, nasal secretions, sweat, tears, 
or vomitus, unless it contains fluid blood, as provided in 
subdivision (d) of Section 117635. 
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(d) Waste which is not biohazardous, such as paper towels, 
paper products, articles containing nonftuid blood, and other 
medical solid waste products commonly found in the facilities of 
medical waste generators. 

(e) Hazardous waste, radioactive waste, or household waste, 
including, but not limited to, home-generated sharps waste, as 
defined in Section 117671. 

(f) Waste generated from nonnal and legal veterinarian, 
agricultural, and animal livestock managelnent practices on a 
fann or ranch. 

SEC. 2. 
SEC. 3. Section 118286 is added to the Health and Safety 

Code, to read: 
118286. (a) On or after January 1, 2008, no person shall 

knowingly place home-generated sharps waste in any of the 
following containers: 

(1) Any container used for the collection of solid waste, 
recyclable materials, or greenwaste. 

(2) Any container used for the cOlrunercial collection of solid 
waste or recyclable Inaterials from business establishments. 

(3) Any roll-off container used for the collection of solid 
waste, construction, and demolition debris, greenwaste, or other 
recyclable Inaterials. 

(b) On or after January 1, 2008, hOlne-generated sharps waste 
shall be transported only in a sharps container, or other 
containers approved by the enforcement agency, and shall only 
be managed at any of the following: 

(1) A household hazardous waste facility pursuant to Section 
25218.13. 

(2) A "home-generated sharps consolidation point" as defined 
in subdivision (b) of Section 117904. 

(3) A Inedical waste generator's facility pursuant to Section 
118147. 

(4) A facility through the use of a medical waste mail-back 
container approved by the departlnent pursuant to subdivision (b) 
of Section 118245. 

SEC. 3. No reitnburseinent is required by this aet pursuant to 
Seetion 6 ofArtiele XIHB of the California Constitution becausc 
thc only costs that Inay be incurrcd by a local agcncy or school 
district will bc incurrcd bccause this act crcatcs a ncw crimc or 
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1 
2 
3 
4 
5 

infraction, clilninates a crime or infraction, or changes the 
penalty for a crime or infraction, vv ithin the meaning of Section 
17556 of the Govemtnent Code, or changes the definition of a 
erilne vv ithin the meaning of Section 6 of Article XIII B of the 
California Constitution. 

o 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: SB 1430 VERSION: AMENDED MARCH 28, 2006 

AUTHOR: ALQUIST SPONSOR: HEALTH OFFICERS 
ASSOCIATION OF CALIFORNIA 

RECOMMENDED POSITION: 

SUBJECT: THE LOCAL PANDEMIC AND EMERGENCY HEALTH 
PREPAREDNESS ACT OF 2006 

Existing Law: 

1) Gives county health officers broad powers to prevent the spread of a communicable disease 
once a case appears in her or his jurisdiction. 

2) Prohibits a health care, health care service plan, or contractor from disclosing medical 
information regarding a patient of the provider of health care or an enrollee or subscriber of a 
health care service plan without first obtaining an authorization, except as specified in law. 

(Civil Code 56.10) 

3) Provides any physician or surgeon, hospital, pharmacist, nurse, or dentist immunity from 
liability for any injury sustained by any person by reason of services rendered during any state 
of war emergency, state of emergency, or a local emergency at the express or implied request 
of any responsible state or local official or agency. (Gov't Code 8659) 

This Bill: 

Enacts the Local Pandemic and Emergency Health Preparedness Act of 2006, making various 
amendments to strengthen and clarify the authority of the health officers in the cases of 
pandemic and other health emergencies. Among other things the bill would: 

1) Authorize a health care, health care service plan, or contractor to disclosing medical 
information regarding a patient of the provider of health care or an enrollee or subscriber of a 
health care service plan when the information is disclosed to a local health department for the 
purpose of preventing or controlling disease, injury, or disability, including, but not limited to, the 
reporting of disease, injury, vital events such as birth or death, and the conduct of public health 
surveillance, public health investigations, and public health interventions. 

(Civil Code 56.10 Amended) 

2) Adds podiatrists, psychologists, chiropractors, physical therapists, optometrists, clinical 
therapists, and marriage and family therapists to the list of healthcare providers that may 
immunity from liability for any injury sustained by any person by reason of services rendered 
during any state of war emergency, state of emergency, or a local emergency at the express or 
implied request of any responsible state or local official or agency; deletes pharmacist and 
hospitals from the list of healthcare providers. (Gov't Code 8659 Amended) 



3) Requires that during an outbreak of communicable disease, or upon the imminent threat of 
communicable disease outbreak or epidemic that threatens the public's health, all health care 
providers, clinics, health care service plans, pharmacies, their suppliers, distributors, and other 
for-profit and nonprofit entities shall disclose inventories of critical medical supplies, equipment, 
pharmaceuticals, vaccines, or other products requested by a local health officer that may be 
used for the prevention of or may be implicated in the transmission of communicable disease to 
the local health officer. The local health officer shall keep this proprietary information 
confidential. (H&S 120176 Added) 

Comment: 

1) Author's Intent. The author's intent is to expand the authority of local health officers to act 
rapidly in the event of an emergency such as, pandemic influenza outbreak or a bioterrorism 
attack. 

2) Suggested Amendment: Correct a drafting error in Gov't Code 8659 to add pharmacists 
and hospitals back to the list of heath care providers that are immune from liability by any 
person by reason of services rendered during any state of war emergency. 

3) History. 

2006 

Apr. 6 

Mar. 28 

Mar. 24 
Mar. 10 
Mar. 2 
Feb. 23 
Feb. 22 

From committee: Do pass as amended, but first amend, and re-refer to Com. on 
RLS. (Ayes 8. Noes O. Page 3481.) 
From committee with author's amendments. Read second time. Amended. Re
referred to committee. 
Hearing postponed by committee. Set for hearing April 5. 
Set for hearing March 29. 
To Com. on HEALTH. 
From print. May be acted upon on or after March 25. 
Introduced. Read first time. To Com. on RLS. for assignment. To print. 



AMENDED IN SENATE MARCH 28, 2006 


SENATE BILL No. 1430 


Introduced by Senator Alquist 

February 22, 2006 

An act to mnend Section 100106 of 56.10 of the Civil Code, to 
amend Section 8659 of the Government Code, and to amend Section 
100106 of, and to add Sections 101080.1, 101080.2, and 120176 to, 
the Health and Safety Code, relating to public health. 

LEGISLATIVE COUNSEL'S DIGEST 

SB 1430, as mnended, Alquist. Publie health. The Local Pandemic 
and Emergency Health Preparedness Act of2006. 

Existing 
(1) Existing law prohibits a provider of health care, a health care 

service plan, contractor, or corporation and its subsidiaries and 
affiliates from intentionally sharing, selling, or otherwise using any 
medical information, as defined, for any purpose not necessary to 
provide health care services to a patient, except as expressly 
authorized by the patient, enrollee, or subscriber, as specified, or as 
otherwise required or authorized by law. Violations of these 
provisions are subject to a civil action for compensatory and punitive 
damages, and ifa violation results in economic loss or personal injury 
to a patient, it is punishable as a misdemeanor. 

This bill would authorize a provider ofhealth care or a health care 
service plan to disclose the medical information to a local health 
department for the purpose of preventing or controlling disease, 
injury, or disability, including, but not limited to, the reporting of 
disease, injury, vital events, and the conduct of public health 
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surveillance, public health investigations, and public health 
interventions. 

(2) Existing law provides any physician or surgeon, hospital, 
pharmacist, nurse, or dentist immunity from liability for any injury 
sustained by any person by reason of services rendered during any 
state of war emergency, state of emergency, or a local emergency at 
the express or implied request ofany responsible state or local official 
or agency. 

This bill would include within this immunity any health care 
provider, as defined to include, among others, podiatrists, 
psychologists, chiropractors, and marriage and family therapists. 

(3) Existing law authorizes the Director of Health Services and 
local health officers to issue orders to enforce various health and 
safety requirements. Existing law also authorizes local peace officers 
to enforce the orders of the State Department of Health Services and 
of local health officers issued for the purpose of preventing the spread 
of any contagious, infectious, or cOlnmunicable disease and authorizes 
the state director and the local health officer to consider whether a 
request for enforcelnent assistance would necessitate advising 
regarding measures to be taken to prevent infection of enforcement 
officers when requesting assistance in enforcelnent of their orders. 

This bill would require the State Department of Health Services to 
annually report to the Legislature on the number of instances when the 
departlnent requests enforcement assistance frOln local peace officers 
under these provisions. 

This bill would also authorize a local health officer, in the event of 
potential human exposures to biological, chemical, toxic, or 
radiological agents that may spread to others and require immediate 
action, to issue an order, which shall be in effect for a period not 
longer than 2 hours, to first responders for the purposes of 
immediately isolating exposed individuals. The bill would authorize 
the local health officer, if he or she determines within the 2-hour 
period, that decontamination or continued isolation of an exposed 
individual is necessary to protect the public health, to require that the 
exposed individual remain isolated for a reasonable period of time 
necessary to protect the public health, or to undergo decontamination, 
or both. The bill would make a violation ofan order issued pursuant 
to those provisions a misdemeanor, punishable by a fine of up to 
$1, 0.00, or imprisonment in the county jail for a period of up to 90 
days, or both. 
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(4) Existing law authorizes, in the event ofa release, spill, escape, 
or entry of hazardous waste or medical waste that meets certain 
requirements, the Director of Health Services to declare a health 
emergency and the local health officer to declare a county health 
emergency in the county or any area thereof affected by the threat to 
the public health. Whenever a local health emergency is declared by a 
local health officer pursuant to these provisions, the local health 
emergency is prohibited from remaining in effect for a period in 
excess of 7 days unless it has been ratified by the board of 
supervisors, as specified. 

This bill would also authorize the director to declare a health 
emergency and the local health officer to declare a county health 
emergency in the county or any affected area whenever there is a 
presence or threat ofthe introduction ofany contagious, infectious, or 
communicable disease, chemical agent, noncommunicable biologic 
agent, toxin, or radioactive agent. 

(5) Existing law requires each health officer knowing or having 
reason to believe that any case of the diseases made reportable by 
regulation of the State Department of Health Services, or any other 
contagious, infectious, or communicable disease exists, or has 
recently existed, within the territory under his or her jurisdiction, to 
take measures as may be necessary to prevent the spread of the 
disease or occurrence ofadditional cases. Violation of this provision 
is a misdemeanor. 

This bill would require each health officer to take reasonable 
measures as may be necessary to prevent the occurrence and spread 
ofhuman disease or adverse health conditions caused by any serious 
or life threatening contagious, infectious, or communicable disease, 
chemical agent, noncommunicable biologic agent, toxin, or 
radioactive agent. 

This bill would also require, during an outbreak ofa communicable 
disease, or upon the imminent threat of a communicable disease 
outbreak, or epidemic that threatens the public's health, all health 
care providers, health clinics, health care service plans, pharmacies, 
and their suppliers, distributors, and other for-profit and nonprofit 
entities to disclose inventories ofcritical medical supplies, equipment, 
pharmaceuticals, vaccines, or other products requested by a local 
health official for use in the prevention of, or may be implicated in the 
transmission of, communicable disease to the local health officer. 
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By changing the definition ofa crime and by increasing the duties of 
local officers, this bill would impose a state-mandated local program. 

(6) 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 with regard to certain mandates no 
reimbursement is required by this act for a specified reason. 

With regard to any other mandates, this bill would provide that, if 
the Commission on State Mandates determines that the bill contains 
costs so mandated by the state, reimbursement for those costs shall be 
made pursuant to the statutory provisions noted above. 

Vote: Inajority. Appropriation: no. Fiscal comlnittee: yes. 
State-mandated local program: tte-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 
20 
21 
22 

SECTION 1. This act shall be known, and may be cited as 
The Local Pandemic and Emergency Health Preparedness Act of 
2006. 

SEC. 2. Section 56.10 ofthe Civil Code is amended to read: 
56.10. (a) No provider of health care, health care service 

plan, or contractor shall disclose Inedical infonnation regarding a 
patient of the provider of health care or an enrollee or subscriber 
of a health care service plan without first obtaining an 
authorization, except as provided in subdivision (b) or ( c). 

(b) A provider of health care, a health care service plan, or a 
contractor shall disclose Inedical information if the disclosure is 
compelled by any of the following: 

(1) By a court pursuant to an order of that court. 
(2) By a board, cOlrunission, or adlninistrative agency for 

purposes of adjudication pursuant to its lawful authority. 
(3) By a party to a proceeding before a court or adlninistrative 

agency pursuant to a subpoena, subpoena duces tectun, notice to 
appear served pursuant to Section 1987 of the Code of Civil 
Procedure, or any provision authorizing discovery in a 
proceeding before a court or administrative agency. 

(4) By a board, commission, or administrative agency pursuant 
to an investigative subpoena issued under Article 2 (cOlrunencing 
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with Section 11180) of Chapter 2 of Part 1 of Division 3 of Title 
2 of the Government Code. 

(5) By an arbitrator or arbitration panel, when arbitration is 
lawfully requested by either party, pursuant to a subpoena duces 
tecUln issued under Section 1282.6 of the Code of Civil 
Procedure, or any other provision authorizing discovery in a 
proceeding before an arbitrator or arbitration panel. 

(6) Bya search warrant lawfully issued to a governmental law 
enforcement agency. 

(7) By the patient or the patient's representative pursuant to 
Chapter 1 (commencing with Section 123100) of Part 1 of 
Division 106 of the Health and Safety Code. 

(8) By a coroner, when requested in the course of an 
investigation by the coroner's office for the purpose of 
identifying the decedent or locating next of kin, or when 
investigating deaths that may involve public health concerns, 
organ or tissue donation, child abuse, elder abuse, suicides, 
poisonings, accidents, sudden infant death, suspicious deaths, 
unknown deaths, or crilninal deaths, or when otherwise 
authorized by the decedent's representative. Medical information 
requested by the coroner under this paragraph shall be litnited to 
infonnation regarding the patient who is the decedent and who is 
the subject of the investigation and shall be disclosed to the 
coroner without delay upon request. 

(9) When otherwise specifically required by law. 
(c) A provider of health care or a health care service plan may 

disclose Inedical information as follows: 
(1) The infonnation may be disclosed to providers of health 

care, health care service plans, contractors, or other health care 
professionals or facilities for purposes of diagnosis or treatment 
of the patient. This includes, in an emergency situation, the 
cOlnmunication of patient infonnation by radio transmission or 
other Ineans between elnergency Inedical personnel at the scene 
of an elnergency, or in an elnergency Inedical transport vehicle, 
and elnergency medical personnel at a health facility licensed 
pursuant to Chapter 2 (cOlnmencing with Section 1250) of 
Division 2 of the Health and Safety Code. 

(2) The information Inay be disclosed to an insurer, employer, 
health care service plan, hospital service plan, elnployee benefit 
plan, govermnental authority, contractor, or any other person or 
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entity responsible for paying for health care services rendered to 
the patient, to the extent necessary to allow responsibility for 
paYlnent to be determined and payment to be made. If (A) the 
patient is, by reason of a comatose or other disabling medical 
condition, unable to consent to the disclosure of medical 
information and (B) no other arrangements have been made to 
pay for the health care services being rendered to the patient, the 
information may be disclosed to a governmental authority to the 
extent necessary to determine the patient's eligibility for, and to 
obtain, payment under a governmental program for health care 
services provided to the patient. The information may also be 
disclosed to another provider of health care or health care service 
plan as necessary to assist the other provider or health care 
service plan in obtaining paYlnent for health care services 
rendered by that provider of health care or health care service 
plan to the patient. 

(3) The information Inay be disclosed to any person or entity 
that provides billing, claims managelnent, Inedical data 
processing, or other adlninistrative services for providers of 
health care or health care service plans or for any of the persons 
or entities specified in paragraph (2). However, no information so 
disclosed shall be further disclosed by the recipient in any way 
that would be violative of this part. 

(4) The information may be disclosed to organized cOlmnittees 
and agents of professional societies or of Inedical staffs of 
licensed hospitals, licensed health care service plans, professional 
standards review organizations, independent Inedical review 
organizations and their selected reviewers, utilization and quality 
control peer review organizatiQns as established by Congress in 
Public Law 97-248 in 1982, contractors, or persons or 
organizations insuring, responsible for, or defending professional 
liability that a provider Inay incur, if the cOlmnittees, agents, 
health care service plans, organizations, reviewers, contractors, 
or persons are engaged in reviewing the cOlnpetence or 
qualifications of health care professionals or in reviewing health 
care services with respect to medical necessity, level of care, 
quality of care, or justification of charges. I 

(5) The information in the possession of any provider ofhealth 
care or health care service plan may be reviewed by any private 
or public body responsible for licensing or accrediting the 
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provider of health care or health care service plan. However, no 
patient-identifying medical infonnation Inay be removed from 
the prelnises except as expressly pennitted or required elsewhere 
by law, nor shall that infonnation be further disclosed by the 
recipient in any way that would violate this part. 

(6) The infonnation may be disclosed to the county coroner in 
the course of an investigation by the coroner's office when 
requested for all purposes not included in paragraph (8) of 
subdivision (b). 

(7) The infonnation may be disclosed to public agencies, 
clinical investigators, including investigators conducting 
epidelniologic studies, health care research organizations, and 
accredited public or private nonprofit educational or health care 
institutions for bona fide research purposes. However, no 
infonnation so disclosed shall be further disclosed by the 
recipient in any way that would disclose the identity of any 
patient or be violative of this part. 

(8) A provider of health care or health care service plan that 
has created Inedical information as a result of 
elnploYlnent-related health care services to an elnployee 
conducted at the specific prior written request and expense of the 
elnployer may disclose to the elnployee's elnployer that part of 
the infonnation that: 

(A) Is relevant in a lawsuit, arbitration, grievance, or other 
clainl or challenge to which the employer and the elnployee are 
parties and in which the patient has placed in issue his or her 
medical history, Inental or physical condition, or treatment, 
provided that information may only be used or disclosed in 
connection with that proceeding. 

(B) Describes functional limitations of the patient that may 
entitle the patient to leave frOln work for Inedical reasons or limit 
the patient's fitness to perfonn his or her present employment, 
provided that no statement of medical cause is included in the 
information disclosed. 

(9) Unless the provider of health care or health care service 
plan is notified in writing of an agreelnent by the sponsor, 
insurer, or administrator to the contrary, the infonnation may be 
disclosed to a sponsor, insurer, or administrator of a group or 
individual insured or uninsured plan or policy that the patient 
seeks coverage by or benefits from, if the infonnation was 
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created by the provider of health care or health care service plan 
as the result of services conducted at the specific prior written 
request and expense of the sponsor, insurer, or administrator for 
the purpose of evaluating the application for coverage or 
benefits. 

(10) The information may be disclosed to a health care service 
plan by providers of health care that contract with the health care 
service plan and may be transferred among providers of health 
care that contract with the health care service plan, for the 
purpose of administering the health care service plan. Medical 
infonnation may not otherwise be disclosed by a health care 
service plan except in accordance with the provisions of this part. 

(11 ) Nothing in this part shall prevent the disclosure by a 
provider of health care or a health care service plan to an 
insurance institution, agent, or support organization, subject to 
Article 6.6 (cOlmnencing with Section 791) of Part 2 of Division 
1 of the Insurance Code, of medical infonnation if the insurance 
institution, agent, or support organization has complied with all 
requirelnents for obtaining the infonnation pursuant to Article 
6.6 (cOlnlnencing with Section 791) of Part 2 of Division 1 of the 
Insurance Code. 

(12) The infornlation relevant to the patient's condition and 
care and treatlnent provided may be disclosed to a probate court 
investigator engaged in detennining the need for an initial 
conservatorship or continuation of an existent conservatorship, if 
the patient is unable to give informed consent, or to a probate 
court investigator, probation officer, or domestic relations 
investigator engaged in detennining the need for an initial 
guardianship or continuation of an existent guardianship. 

(13) The infonnation Inay be disclosed to an organ 
procurelnent organization or a tissue bank processing the tissue 
of a decedent for transplantation into the body of another person, 
but only with respect to the donating decedent, for the purpose of 
aiding the transplant. For the purpose of this paragraph, the terms 
"tissue bank" and "tissue" have the SaIne Ineaning as defined in 
Section 1635 of the Health and Safety Code. 

(14) The information Inay be disclosed when the disclosure is 
otherwise specifically authorized by law, such as the voluntary 
reporting, either directly or indirectly, to the federal Food and 
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Drug Adlninistration of adverse events related to drug products 
or Inedical device problems. 

(15) Basic information, including the patient's natne, city of 
residence, age, sex, and general condition, may be disclosed to a 
state or federally recognized disaster relief organization for the 
purpose of responding to disaster welfare inquiries. 

(16) The infonnation may be disclosed to a third party for 
purposes of encoding, encrypting, or otherwise anonymizing 
data. However, no infonnation so disclosed shall be further 
disclosed by the recipient in any way that would be violative of 
this part, including the unauthorized manipulation of coded or 
encrypted medical infonnation that reveals individually 
identifiable medical infonnation. 

(17) For purposes of disease Inanagelnent programs and 
services as defined in Section 1399.901 of the Health and Safety 
Code, infonnation may be disclosed as follows: (A) to any entity 
contracting with a health care service plan or the health care 
service plan's contractors to Inonitor or administer care of 
enrollees for a covered benefit, provided that the disease 
n1anagen1ent services and care are authorized by a treating 
physician, or (B) to any disease Inanagelnent organization, as 
defined in Section 1399.900 of the Health and Safety Code, that 
cOlnplies fully with the physician authorization requirements of 
Section 1399.902 of the Health and Safety Code, provided that 
the health care service plan or its contractor provides or has 
provided a description of the disease management services to a 
treating physician or to the health care service plan's or 
contractor's network of physicians. Nothing in this paragraph 
shall be construed to require physician authorization for the care 
or treatlnent of the adherents of any well-recognized church or 
religious denOlnination who depend solely upon prayer or 
spiritual means for healing in the practice of the religion of that 
church or denomination. 

(18) The information may be disclosed to a local health 
department for the purpose ofpreventing or controlling disease, 
injury, or disability, including, but not limited to, the reporting of 
disease, injury, vital events such as birth or death, and the 
conduct of public health surveillance, public health 
investigations, and public health interventions. 
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(d) Except to the extent expressly authorized by the patient or 
enrollee or subscriber or as provided by subdivisions (b) and (c), 
no provider of health care, health care service plan, contractor, or 
corporation and its subsidiaries and affiliates shall intentionally 
share, sell, use for marketing, or otherwise use any medical 
information for any purpose not necessary to provide health care 
services to the patient. 

(e) Except to the extent expressly authorized by the patient or 
enrollee or subscriber or as provided by subdivisions (b) and (c), 
no contractor or corporation and its subsidiaries and affiliates 
shall further disclose medical information regarding a patient of 
the provider of health care or an enrollee or subscriber of a health 
care service plan or insurer or self-insured employer received 
under this section to any person or entity that is not engaged in 
providing direct health care services to the patient or his or her 
provider of health care or health care service plan or insurer or 
self-insured e1nployer. 

SEC. 3. Section 8659 ofthe Government Code is amended to 
read: 

8659. Any physieian or surgeon (whether lieensed in this 
state or any other state), hospital, pharmaeist, nurse, or dentist 
(a) Any health care provider who renders services during any 
state of war emergency, a state of elnergency, or a local 
elnergency at the express or implied request of any responsible 
state or local official or agency shall have no liability for any 
injury sustained by any person by reason of such services, 
regardless of how or under what circumstances or by what cause 
such injuries are sustained; provided, however, that the immunity 
herein granted shall not apply in the event of a willful act or 
Olnission. 

(b) "Health care provider" means any ofthe following: 
(J) A health facility licensed pursuant to Chapter 2 

(commencing with Section 1250) ofDivision 2 ofthe Health and 
Safety Code. 

(2) A clinic licensed pursuant to Chapter 1 (commencing with 
Section 1200) ofDivision 2 ofthe Health and Safety Code. 

(3) A home health agency licensed pursuant to Chapter 8 
(commencing with Section 1725) ofDivision 2 ofthe Health and 
Safety Code. 
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(4) A physician and surgeon licensed pursuant to Chapter 5 
(commencing with Section 2000) of Division 2 of the Business 
and Professions Code or pursuant to the Osteopathic Act. 

(5) A podiatrist licensed pursuant to Article 22 (commencing 
with Section 2460) ofChapter 5 ofDivis ion 2 ofthe Business and 
Professions Code. 

(6) A dentist licensed pursuant to Chapter 4 (commencing with 
Section 1600) of Division 2 of the Business and Professions 
Code. 

(7) A psychologist licensed pursuant to Chapter 6.6 
(commencing with Section 2900) of Division 2 of the Business 
and Professions Code. 

(8) An optometrist licensed pursuant to Chapter 7 
(commencing with Section 3000) of Division 2 of the Business 
and Professions Code. 

(9) A chiropractor licensed pursuant to the Chiropractic 
Initiative Act. 

(10) A marriage and family therapist licensed pursuant to 
Chapter 13 (commencing with Section 4980) ofDivision 2 ofthe 
Business and Professions Code. 

(11) A clinical social worker licensed pursuant to Chapter 14 
(commencing with Section 4900) of Division 2 of the Business 
and Professions Code. 

(12) A physical therapist licensed pursuant to Chapter 5.7 
(commencing with Section 2600) of Division 2 of the Business 
and Professions Code. 

SECTION 1. 
SEC. 4. Section 100106 of the Health and Safety Code is 

amended to read: 
100106. (a) Pursuant to Section 11158 of the Government 

Code, the sheriff of each county, or city and county, may enforce 
within the county, or the city and county, all orders of the State 
Departlnent of Health Services issued for the purpose of 
preventing the spread of any contagious, infectious, or 
cOllllnunicable disease. Every peace officer of every political 
subdivision of the county, or city and county, may enforce within 
the area subject to his or her jurisdiction all orders of the State 
Departlnent of Health Services issued for the purpose of 
preventing the spread of any contagious, infectious, or 
cOllllnunicable disease. This section is not a lilnitation on the 
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authority of peace officers or public officers to enforce orders of 
the State Departlnent of Health Services. When deciding whether 
to request this assistance in enforcement of its orders, the State 
Department of Health Services may consider whether it would be 
necessary to advise the enforcement agency of any Ineasures that 
should be taken to prevent infection of the enforcelnent officers. 

(b) The State Department of Health Services shall report 
annually to the Legislature on the number of instances when the 
department requests the enforcement assistance described in this 
section. 

SEC. 5. Section 101080.1 is added to the Health and Safety 
Code, to read: 

101080.1. (a) Whenever there is a presence or threat of the 
introduction of any contagious, infectious, or communicable 
disease, chemical agent, noncommunicable biologic agent, toxin, 
or radioactive agent, the director may declare a health 
emergency and the local health officer may declare a local 
emergency in the county or any area thereof affected by the 
threat to the public health. Whenever a local emergency is 
declared by a local health officer pursuant to this section, the 
local emergency shall not remain in effect for a period in excess 
of seven days unless it has been ratified by the board of 
supervisors. Thereafter the board of supervisors shall review, at 
least every 14 days until the local emergency is terminated, the 
need for continuing the local emergency and shall proclaim the 
termination ofthe local health emergency at the earliest possible 
date that conditions warrant the termination. 

(b) After a declaration of a local emergency pursuant to this 
section, the director or local health officer may do both of the 
following: 

(1) Provide information related to the emergency, or any 
necessary portions thereof, to the state or local agencies 
responding to the local emergency or county local emergency or 
to medical and other professional personnel treating victims of 
the local emergency. 

(2) Sample, analyze, or otherwise determine the identifoing 
and other technical information relating to the local emergency 
as necessary to respond to or abate the county health emergency 
and protect the public health. 
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SEC. 6. Section 101080.2 is added to the Health and Safety 
Code, to read: 

101080.2. (a) In the event ofpotential human exposures to 
biological, chemical, toxic, or radiological agents that may 
spread to others and require immediate action, including, but not 
limited to, decontamination, the local health officer may issue an 
order to first responders for the purpose ofimmediately isolating 
exposed individuals. An order issued pursuant to this section 
shall not be in effectfor a period longer than two hours. Ifwithin 
the two-hour period the local health officer determines that 
decontamination or continued isolation ofan exposed individual 
is necessary to protect the public health, the local health officer 
may require that the exposed individuals remain isolated for a 
reasonable period oftime necessary to protect the public health, 
or undergo decontamination, or both. 

(b) A violation ofan order issued pursuant to subdivision (a) 
is a misdemeanor, punishable by a fine of up to one thousand 
dollars ($1000), or by imprisonment in the county jail for a 
period ofup to 90 days, or by both. 

SEC. 7. Section 120176 is added to the Health and Safety 
Code, to read: 

120176. (a) In order to prevent human disease or adverse 
health conditions in the territory in his or her jurisdiction caused 
by any serious or life threatening contagious, infectious, or 
communicable disease, chemical agent, noncommunicable 
biologic agent, toxin, or radioactive agent, each health officer 
shall take reasonable measures as may be necessary to prevent 
the occurrence and spread of the disease or adverse health 
conditions. 

(b) During an outbreak ofcommunicable disease, or upon the 
imminent threat of communicable disease outbreak or epidemic 
that threatens the public's health, all health care providers, 
clinics, health care service plans, pharmacies, their suppliers, 
distributors, and other for-profit and nonprofit entities shall 
disclose inventories of critical medical supplies, equipment, 
pharmaceuticals, vaccines, or other products requested by a 
local health officer that may be used for the prevention ofor may 
be implicated in the transmission ofcommunicable disease to the 
local health officer. The local health officer shall keep this 
proprietary information confidential. 
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SEC. 8. No reimbursement is required by this act pursuant to 
Section 6 of Article XlII B of the California Constitution for 
certain costs that may be incurred by a local agency or school 
district because, in that regard, 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 ofSection 
17556 of the Government Code, or changes the definition of a 
crime within the meaning of Section 6 of Article XlII B of the 
California Constitution. 

However, ifthe Commission on State Mandates determines that 
this act contains other costs mandated by the state, 
reimbursement to local agencies and school districts for those 
costs shall be made pursuant to Part 7 (commencing with Section 
17500) ofDivision 4 ofTitle 2 ofthe Government Code. 

o 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: SB 1683 VERSION: INTRODUCED 

AUTHOR: SCOTT SPONSOR: CALPRIG 

RECOMMENDED POSITION: 

SUBJECT: PHARMACEUTICAL INFORMATION: CLINICAL TRIAL DATA 


Existing Law: 

The Federal Food, Drug, and Cosmetic Act and the Modernization Act establish the Food and 
Drug Administration's (FDA) postmarketing and risk assessment programs for adverse drug 
reactions. The laws also establish mandatory reporting requirements for drug manufacturers 
about adverse drug reactions. 

This Bill: 

1) Establishes the Pharmaceutical Drug Right-to-Know Act. 	 (B&P 30650 Added) 

2) Defines the following terms: adverse events, clinical trial, comparator drug, completion date, 
Initiation date, pharmaceutical company, pharmaceutical drug, principal sponsors, purposes of 
the trial, outcomes of the trial, outcomes to be tested, and trial funding sources. 

(B&P 130651 Added) 

3) Requires any pharmaceutical company that sells, delivers, offers for sale, or gives away any 
pharmaceutical drug within this state to make publicly available every new and ongoing clinical 
trial and every completed clinical trial, that the company conducts or sponsors for every 
pharmaceutical drug that the company sells, delivers, offers for sale, or gives away in this state. 

Requires clinical trial information includes, but not limited to, all of the following: 
• 	 The name of the trial. 
• 	 Commercial and chemical name of all pharmaceutical drugs to be tested, including 

comparator drugs. 

• 	 Dosages to be tested for each drug, including dosages of comparator drugs. 

• 	 Initiation date and expected completion date of the trial. 
• 	 Purposes of the trial, including the medical condition or conditions to be studied. 
• 	 Outcomes to be tested, including all time points at which outcome data will be 

measured. 

• 	 Trial funding sources. 
• 	 Number of participants to be enrolled. 
• 	 A list of all specific characteristics used to include and exclude people as trial 

participants, such as gender, race, age, preexisting health conditions, and an 
explanation of why each characteristic was used to include or exclude patients. 



• 	 Names and contact information for principal sponsors of the trial. Contact information 
shall include at least a telephone number, mailing address, and e-mail address for 
public inquiry. 

• 	 Names and contact information for principal researchers of the trial. Contact 
information shall include at least a telephone number, mailing address, and e-mail 
address for public inquiry. 

• 	 Any other information required for clinical trial registration by section 113 of the 
federal Food and Drug Administration Modernization Act of 1997. 

(B&P 130652 & 130653 Added) 

4) Requires any pharmaceutical company that sells, delivers, offers for sale, or gives away any 
pharmaceutical drug within this state shall make publicly available an explanation of 
noncompletion for any clinical trial that the manufacturer initiates but does not complete for 
every pharmaceutical drug that the company sells, delivers, offers for sale, or gives away in this 
state. 

Required noncompletion informaiton includes, but not limited to, all of the following: 

• 	 The list of information required in B&P 130652. 
• 	 Reasons for termination of the trial. 
• 	 Number of patients enrolled in the trial on the termination date. 
• 	 Frequency, severity, and nature of all adverse events experienced by trial 

participants. 
• 	 If the study involved a comparison of two or more pharmaceutical drugs, all 

information regarding the relative efficacy of each drug and the relative frequency, 
severity and nature of all adverse events experienced by trial participants, including 
participants that did not complete the trial, for each drug. 

• 	 How the information regarding adverse events to the study drug is reflected in the 
package insert for the drug, including direct quotations from the package insert. 

(B&P 130654 Added) 

5) Requires that pbarmaceutical companies post the information required in sections 130652, 
130653 & 130654, on www.clinicaltrials.gov a Web Site administered by the National Institutes 
of Health. The measure also establishes dates by which pharmaceutical companies would be 
required to post clinical trial information. (B&P 130655 Added) 

6) Requires that on or before February 1 of each year beginning February 1, 2008, each 
company subject to measure submit a report to the Attorney General certifying that it is in 
compliance with this measure and that the information submitted is accurate and complete. 

(B&P 130655 Added) 

7) Specifies that pharmaceutical companies that fail to meet all of the requirements of the 
measure would be deemed a violation of the law and liable for a civil penalty of __ dollars 
($__) per violation. (B&P 130659 Added) 

Comment: 

1) Author's Intent. The author is concerned about drug safety and the perceived inability of 
the federal government to take action to warn the public about potentially dangerous drugs. 

2) ClinicaITrials.gov. The National Institutes of Health (NIH) developed the Web Site 
ClinicalTrials.gov in collaboration with the Food and Drug Administration (FDA), as a result of 
the FDA Modernization Act, which was passed into law in November 1997. The Web Site offers 
up-to-date information for locating federally and privately supported clinical trials for a wide 

http:ClinicalTrials.gov
http:ClinicaITrials.gov
http:www.clinicaltrials.gov


range of diseases and conditions. ClinicalTrials.gov currently contains approximately 27,200 
clinical studies sponsored by NIH, other federal agencies, and private industry. Studies listed in 
the database are conducted in all 50 States and in over 120 countries. ClinicalTrials.gov 
receives over 8 million page views per month and hosts approximately 20,000 visitors daily. 

3) Drugmaker's Clinical Trial Internet Portal. In September 2005, the International 
Federation of Pharmaceutical Manufacturers and Associations (IFPMA) launched an Internet 
search portal to provide patients and doctors information on ongoing and completed clinical 
trials for medications that have been approved for marketing. The search engine establishes 
links to information posted on pharmaceutical company-owned Web Sites and other commercial 
or government sponsored Web Sites containing information provided by pharmaceutical 
companies. Clinical trail results are published within one year after a medication is approved, or 
for post-approvals, within one year of trial completion. (IFPMA members include the European 
Federation of Pharmaceutical Industries and Associations, the Japanese Pharmaceutical 
Manufacturers Associations, and the Pharmaceutical Research and Manufacturers of America.) 

4) Other Legislation. AS 71 (Chan) Office of California Drug Safety Watch, would require 
DHS to 1) establish a central repository of information about the safety and effectiveness of 
prescription drugs; and 2) disseminate information to health care professionals and consumers 
through a Web site that would include links to other relevant web-based information that has 
been professionally reviewed and approved. This bill has been in the Senate Health Committee 
since June 2005. 

SB 380 (Alquist) Drugs: Adverse Event Reporting, would require licensed health professionals 
and a health facilities to report serious adverse drug events that they observe to MedWatch, the 
FDA's drug safety information and adverse event reporting program. (MedWatch is a voluntary 
reporting program that allows healthcare professionals and consumers to report serious 
problems that they suspect are associated with the drugs and medical devices they prescribe, 
dispense, or use.) SS 380 died in the Assembly last year. 

5) History. 

2006 

Apr. 6 
Mar. 9 
Feb. 27 
Feb. 25 
Feb. 24 

Set for hearing April 19. 
To Com. on HEALTH. 
Read first time. 
From print. May be acted upon on or after March 27. 
Introduced. To Com. on RLS. for assignment. To print. 

http:ClinicalTrials.gov
http:ClinicalTrials.gov
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SENATE BILL No. 1683 

Introduced by Senator Scott 

February 24, 2006 

An act to add Division 112.6 (commencing with Section 130650) to 
the Health and Safety Code, relating to phannaceutical infonnation. 

LEGISLATIVE COUNSEL'S DIGEST 

SB 1683, as introduced, Scott. Pharmaceutical infonnation: clinical 
trial data. 

Existing law, the Shennan Food, Drug, and Cosmetic Law, 
regulates the packaging, labeling, and advertising of food, drugs, and 
cosmetics, under the adlninistration of the State Departlnent of Health 
Services. 

This bill would require a pharmaceutical company that sells, 
delivers, offers for sale, or gives away phannaceutical drugs within 
the state to make publicly available every new and ongoing clinical 
trial, the results of every completed clinical trial, an explanation of 
noncompletion for any uncOlnpleted clinical trial that the company 
conducts or sponsors. The bill would authorize the Director of Health 
Services to adopt additional reporting requirements and would require 
each subject cOlnpany to sublnit an annual report to the Attorney 
General that certifies that the company is in compliance with the 
provisions of the bill. The bill would Inake violation of its provisions 
subject to a civil penalty of $__. 

Vote: Inajority. Appropriation: no. Fiscal committee: yes. 
State-mandated local progratn: no. 

The people ofthe State ofCalifornia do enact as follows: 

1 
2 

SECTION 1. (a) The Legislature finds and declares all of the 
following: 
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(1) Recent scandals involving Vioxx, Celebrex, Paxil, and 
other Inedications have demonstrated a need for the state to better 
protect California consumers taking pharmaceutical products. 

(2) In some of these scandals, including Vioxx and Paxil, the 
manufacturers of the drugs had access to clinical trial data 
demonstrating serious potential adverse side effects or lack of 
effectiveness, but the Inanufacturers did not share the data with 
the general public. 

(3) The absence of this information hurts consumers both 
financially and physically. Research by the federal Food and 
Drug Administration estimates that Vioxx alone may have 
caused up to 140,000 cases of coronary heart disease in the 
United States. 

(4) Articles and editorials in leading medical journals and 
newspapers have highlighted problems with clinical trial 
reporting beyond outright data suppression, including: the use of 
a cOlnparison drug at a dosage that is too low to be effective, 
making the study drug appear superior; the choice of a 
cOlnparison drug dosage that is too high, Inaking the study drug 
appear less toxic; the publication of data only frOln preferential 
endpoints; the publication of the same data in multiple articles to 
increase the data's ilnpact; and the use of ghostwriters paid 
indirectly or directly by the study sponsor to give the sponsor 
control over the publication's message. 

(5) By Inaking sure that all clinical studies on pharmaceutical 
drugs see the light of day and that the infonnation necessary to 
understand and critique the studies is available, doctors and other 
medical professionals will be better equipped to Inake sound 
decisions about medicines and patients will be better infonned 
about potential dangers of certain medicines. 

(b) It is the intent of the Legislature in enacting this act to 
require phannaceutical drug cOlnpanies to make public the 
results of all clinical trials conducted on their drugs if those drugs 
are Inade available to California consumers. 

SEC. 2. Division 112.6 (cOlllinencing with Section 130650) is 
added to the Health and Safety Code, to read: 
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DIVISION 112.6. PHARMACEUTICAL DRUG 
RIGHT-TO-KNOW ACT 

130650. This division shall be lmown, and may be cited as 
the "Pharmaceutical Drug Right-to-Know Act." 

130651. For purposes of this chapter, the following 
definitions shall apply: 

(a) "Adverse events" lneans any negative health outcome 
occurring in a clinical trial subject during the course of the 
clinical trial. 

(b) "Clinical trial" lneans a clinical investigation as defined by 
the federal Food and Drug Administration that involves any 
experiment to test the safety or efficacy of a drug or biological 
product with one or lnore human subjects. 

(c) "Comparator drug" means an investigational or lnarketed 
drug or placebo against which a new drug is being tested and 
compared. 

(d) "COlnpletion date" means the date of the last patient visit 
necessary for cOlnpletion of the trial or the date of the first 
publication of any data frOln the clinical trial, whichever is first. 

(e) "Initiation date" lneans date of enrolhnent for the first 
patient in a clinical trial. 

(f) "Phannaceutical company" means any entity that is 
engaged in the production, preparation, propagation, 
cOlnpounding, conversion, or processing of. phannaceutical 
drugs, either directly or indirectly, by n1eans of chemical 
synthesis or by a combination of extraction and chemical 
synthesis. "Pharmaceutical cOlnpany" also means an entity 
engaged in the packaging, repackaging, labeling, relabeling, or 
distribution of phannace utica 1 drugs. "Phannaceutical cOlnpany" 
also includes a person who engages in pharmaceutical detailing, 
promotional activities, or other marketing of a phannaceutical 
drug in this state on behalf of a phannaceutical cOlnpany. 

(g) "Phannaceutical drug" means any drug which is approved 
by the federal Food and Drug Administration and commercially 
available in the state. 

(h) "Principal sponsors" means the entity ultimately 
responsible for funding the trial, the entity ultimately responsible 
for designing the trial protocol, and the entity who owns the data 
generated by the trial. 
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(i) "Purposes of the trial" means the hypotheses that the trial is 
testing, including, but not lilnited to, all of the following: 

(1) The drug's effectiveness in treating a specific illness or 
condition. In this case, the illness or condition shall be named, 
and what type of effect is being sought shall be specified. 

(2) The drug's safety when used to treat a specific illness or 
condition. In this case, the illness or condition shall be named. 

(3) The relative effectiveness or relative safety of the drug in 
treating a specific illness or condition as compared to another 
drug. In this case, the illness or condition shall be nmned, and the 
effect or adverse events to be compared shall be specified. 

U) "OutcOlnes of the trial" means the specific measurements 
that were taken to evaluate the effects the drug and any 
cOlnparator drug had on trial participants. 

(k) "Outcomes to be tested" Ineans the specific measurements 
that will be taken to evaluate the effects the drug and any 
cOlnparator drug have on trial participants. 

(l) "Trial funding sources" means the name of and financial 
contribution mnount for each organization, corporation, 
individual, or other entity that provides any funding for the 
clinical trial. 

130652. Any phannaceutical cOlnpany that sells, delivers, 
offers for sale, or gives away any phannaceutical drug within this 
state shall Inake publicly available, in accordance with Section 
130655, every new and ongoing clinical trial that the company 
conducts or sponsors for every phannaceutical drug that the 
cOlnpany sells, delivers, offers for sale, or gives away in this 
state. Infonnation required for registration shall include, but not 
be lilnited to, all of the following: 

(a) The nmne of the trial. 
(b) Commercial and che1nical nmne of all phannaceutical 

drugs to be tested, including comparator drugs, if any. 
(c) Dosages to be tested for each drug, including dosages of 

cOlnparator drugs, if any. 
(d) Initiation date and expected completion date of the trial. 
(e) Purposes of the trial, including the medical condition or 

conditions to be studied. 
(f) OutcOlnes to be tested, including all tilne points at which 

outcOlne data will be Ineasured. 
(g) Trial funding sources. 
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(h) Nmnber of participants to be enrolled. 
(i) A list of all specific characteristics used to include and 

exclude people as trial participants, such as gender, race, age, 
preexisting health conditions, and an explanation of why each 
characteristic was used to include or exclude patients. 

(j) Nmnes and contact information for principal sponsors of 
the trial. Contact information shall include at least a telephone 
nutnber, mailing address, and e-mail address for public inquiry. 

(k) Names and contact information for principal researchers of 
the trial. Contact information shall include at least a telephone 
number, mailing address, and e-tnail address for public inquiry. 

(l) Any other information required for clinical trial registration 
by section 113 of the federal Food and Drug Administration 
Modernization Act of 1997. 

130653. Any phannaceutical cOlnpany that sells, delivers, 
offers for sale, or gives away any phannaceutical drug within this 
state shall tnake publicly available, in accordance with Section 
130655, the results of every conlpleted clinical trial that the 
company has conducted or sponsored for every pharmaceutical 
dnlg that the company sells, delivers, offers for sale, or gives 
away in this state. Infonnation necessary to meet this 
requiretnent shall include, but not be 1itnited to, all of the 
following: 

(a) The nmne of the trial. 
(b) Commercial and chemical name of all pharmaceutical 

drugs tested, including cOlnparator drugs, if any. 
(c) Dosages tested for each drug, including dosages of 

comparator drugs, if any. 
(d) Initiation and completion dates of the trial. 
(e) Purposes of the trial, including the tnedical condition or 

conditions studied. 
(f) Outcomes of the trial including all titne points at which 

outcOlne data were tneasured. 
(g) Trial funding sources. 
(h) Number of patients initially enrolled in the trial. 
(i) NUlnber of patients cOlnpleting the trial. 
(j) A list of all specific characteristics used to include and 

exclude people as trial participants, such as gender, race, age, 
preexisting health conditions, and an explanation of why each 
characteristic was used to include or exclude patients. 
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(k) Names and contact information for principal sponsors of 
the trial. Contact information shall include at least a telephone 
number, mailing address, and e-mail address for public inquiry. 

(l) N alnes and contact infom1ation for principal researchers of 
the trial. Contact information shall include at least a telephone 
nUlnber, Inailing address, and e-mail address for public inquiry. 

(m) Frequency, severity, and nature of all adverse events 
experienced by trial participants, including participants that did 
not cOlnplete the trial, for each drug. 

(n) If the study involved a comparison of two or more 
phannaceutical drugs, all information regarding the relative 
efficacy of each drug and the relative frequency, severity, and 
nature of all adverse events experienced by trial participants, 
including participants that did not cOlnplete the trial. 

(0) If any of the data frOln the study were published in any 
fonn, for each of these publications. 

(p) If any of the data from the study were published, the name 
and elnployer of 'each author of the study, including 
"ghostwriters." 

(q) Any financial interest the principal researchers of the study 
have in the drugs tested or cOlnpared in the trial and in the 
principal sponsors of the trial. 

(r) How the information regarding adverse events to the study 
drug is reflected in the package insert for the drug, including 
direct quotations frOln the package insert. 

130654. Any pharmaceutical company that sells, delivers, 
offers for sale, or gives away any phannaceutical drug within this 
state shall make publicly available, in accordance with Section 
130655, an explanation of noncOlnpletion for any clinical trial 
that the Inanufacturer initiates but does not cOlnplete for every 
phannaceutical drug that the cOlnpany sells, delivers, offers for 
sale, or gives away in this state. Infonnation required for an 
explanation of noncompletion shall include, but not be lilnited to, 
all of the following: 

(a) The nalne of the trial. 
(b) COlmnercial and chemical name of all pharmaceutical 

drugs tested, including cOlnparator drugs. 
(c) Dosages tested for each drug including dosages of 

cOlnparator drugs, if any. 
(d) Initiation and termination dates of the trial. 
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(e) Purposes of the trial, including the medical condition or 
conditions studied. 

(f) Reasons for termination of the trial. 
(g) Trial funding sources. 
(h) Number of patients initially enrolled in the trial. 
(i) NUlnber of patients enrolled in the trial on the termination 

date. 
(j) A list of all specific characteristics used to include and 

exclude people as trial participants, such as gender race, age, and 
preexisting health conditions and an explanation of why each 
characteristic was used to include or exclude patients. 

(k) Nmnes and contact infonnation for principal sponsors of 
the trial. Contact infonnation shall include at least a telephone 
nUlnber, mailing address, and elnail address for public inquiry. 

(l) N mnes and contact infonnation for principal researchers of 
the trial. Contact information shall include at least a telephone 
nUlnber, lnailing address, and e-lnail address for public inquiry. 

(In) Frequency, severity, and nature of all adverse events 
experienced by trial participants. 

(n) If the study involved a comparison of two or lnore 
phannaceutical drugs, all information regarding the relative 
efficacy of each drug and the relative frequency, severity and 
nature of all adverse events experienced by trial participants, 
including participants that did not cOlnplete the trial, for each 
drug. 

(0) How the information regarding adverse events to the study 
drug is reflected in the package insert for the drug, including 
direct quotations from the package insert. 

130655. The infonnation required pursuant to Sections 
130652, 130653, and 130654 shall be submitted for inclusion on 
www.clinicaltrials.gov. the Web site administered by the 
National Institutes of Health pursuant to section 113 of the 
federal Food and Drug Adlninistration Modernization Act of 
1997, or its successor Web site subject, to all of the following 
conditions: 

(ay For clinical trials with a trial initiation date on or after 
January 1, 2007, the sponsor of the trial shall submit the 
infonnation required pursuant to Section 130652 to 
www.clinicaltrials.gov no later than 21 days after the trial's 
initiation. For ongoing clinical trials with a trial initiation date 
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before January 1, 2007, the sponsor of the trial shall submit the 
information required pursuant to Section 130652 to 
www.clinicaltrials.gov on or before January 22, 2007. 

(b) For clinical trials with a trial completion date on or after 
January 1, 2007, the sponsor of the trial shall submit the 
infonnation required pursuant to Section 130653 to 
www.clinicaltrials.gov on or before 90 days from when the 
pharmaceutical drug is first sold, delivered, or offered for sale, or 
given away in the state. The publication information required in 
subdivisions (0) and (p) of Section 130653 shall be updated 
promptly whenever data from the trial have been included in a 
new publication. If the trial was registered when it was initiated, 
any differences between the information reported at that time and 
the information being submitted upon completion shall be 
highlighted and explained. 

(c) For clinical trials with a noncompletion date on or after 
January 1, 2007, the sponsor of the trial shall submit the 
information required by Section 130654 to 
www.clinicaltrials.gov no later than 21 days after the trial's 
noncompletion. For clinical trials with a trial noncompletion date 
before January 1, 2007, the sponsor of the trial shall sublnit the 
required infonnation to www.clinicaltrials.gov on or before 
January 22, 2007. 

130657. All information sublnitted pursuant to this division 
shall be in plain English to the Inaximum extent possible, with 
the goal of being readily understandable by a person who is not a 
medical professiona1. 

130658. The Director of Health Services Inay adopt 
additional reporting requirelnents and rules for the 
iInplelnentation of this division. 

130659. On or before February 1 of each year beginning 
February 1, 2008, each company subject to this division shall 
submit a report to the Attorney General certifying that it is in 
cOlnpliance with this section and that the information submitted 
is accurate and complete. 

130660. Failure by a phannaceutical cOlnpany to meet all of 
the requirelnents of this division shall be deemed a violation of 
the law and the phannaceutical cOlnpany shall be liable for a civil 
penalty of __ dollars ($~ per violation. Each clinical trial 
registration required by, and each clinical trial results disclosure 
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required that does not fully comply with, this division shall be 
considered a separate violation for which the pharmaceutical 
company is liable. Additionally, each day of each violation shall 
be considered a separate violation for which the pharmaceutical 
company is liable. 
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