
          
                     

         

                       

                                   
                           

                               
                                 

                                   
                                       
   

                                   
                               

                             
                           

                                 
                           
                                 
                                 
     

                                       
                                 
                                 

                             
                 

                                   

                                        
                               
                                
                       

 

                       

                                   
                                 

                                       
                     

Statutory Changes to Pharmacy Law 
The below provisions take effect January 1, 2017 unless otherwise noted. 

Business and Professions Code Changes 

Section 4001 of the Business and Professions Code is amended to read: 

(a) There is in the Department of Consumer Affairs a California State Board of Pharmacy in which the 
administration and enforcement of this chapter is vested. The board consists of 13 members. 

(b) The Governor shall appoint seven competent pharmacists who reside in different parts of the state 
to serve as members of the board. The Governor shall appoint four public members, and the Senate 
Committee on Rules and the Speaker of the Assembly shall each appoint a public member who shall not 
be a licensee of the board, any other board under this division, or any board referred to in Section 1000 
or 3600. 

(c) At least five of the seven pharmacist appointees to the board shall be pharmacists who are actively 
engaged in the practice of pharmacy. Additionally, the membership of the board shall include at least 
one pharmacist representative from each of the following practice settings: an acute care hospital, an 
independent community pharmacy, a chain community pharmacy, and a long‐term health care or skilled 
nursing facility. The pharmacist appointees shall also include a pharmacist who is a member of a labor 
union that represents pharmacists. For the purposes of this subdivision, a “chain community pharmacy” 
means a chain of 75 or more stores in California under the same ownership, and an “independent 
community pharmacy” means a pharmacy owned by a person or entity who owns no more than four 
pharmacies in California. 

(d) Members of the board shall be appointed for a term of four years. No person shall serve as a 
member of the board for more than two consecutive terms. Each member shall hold office until the 
appointment and qualification of his or her successor or until one year shall have elapsed since the 
expiration of the term for which the member was appointed, whichever first occurs. Vacancies occurring 
shall be filled by appointment for the unexpired term. 

(e) Each member of the board shall receive a per diem and expenses as provided in Section 103. 

(f) This section shall remain in effect only until January 1, 2017, 2021, and as of that date is repealed, 
unless a later enacted statute, that is enacted before January 1, 2017, deletes or extends that 
date. repealed. Notwithstanding any other provision of law, the repeal of this section renders the 
board subject to review by the appropriate policy committees of the Legislature. 

Section 4003 of the Business and Professions Code is amended to read: 

(a) The board, with the approval of the director, may appoint a person exempt from civil service who 
shall be designated as an executive officer and who shall exercise the powers and perform the duties 
delegated by the board and vested in him or her by this chapter. The executive officer may or may not 
be a member of the board as the board may determine. 



                                 
                               

                 

                               
                         

                                       
                             

                                     

                                        
                               
    

 

                       

                                      
                   

                                
                                 

                                       
                                 
                               

                            
                                       
                                   
                             
                                  
                                

                                
      

                     
                                       
       

                     
                               

                         

                                 
   

                               
                     

                            

(b) The executive officer shall receive the compensation as established by the board with the approval of 
the Director of Finance. The executive officer shall also be entitled to travel and other expenses 
necessary in the performance of his or her duties. 

(c) The executive officer shall maintain and update in a timely fashion records containing the names, 
titles, qualifications, and places of business of all persons subject to this chapter. 

(d) The executive officer shall give receipts for all money received by him or her and pay it to the 
department, taking its receipt therefor. Besides the duties required by this chapter, the executive officer 
shall perform other duties pertaining to the office as may be required of him or her by the board. 

(e) This section shall remain in effect only until January 1, 2017, 2021, and as of that date is repealed, 
unless a later enacted statute, that is enacted before January 1, 2017, deletes or extends that 
date. repealed. 

Section 4013 of the Business and Professions Code is amended to read: 

(a) Any facility licensed by the board shall join the board’s e‐mail email notification list within 60 days of 
obtaining a license or at the time of license renewal. 

(b) Any facility licensed by the board shall update its e‐mail email address with the board’s e‐
mail email notification list within 30 days of a change in the facility’s e‐mail email address. 

(c) An owner of two or more facilities licensed by the board may comply with subdivisions (a) and (b) by 
subscribing a single e‐mail email address to the board’s e‐mail email notification list, where the owner 
maintains an electronic notice system within all of its licensed facilities that, upon receipt of an e‐
mail email notification from the board, immediately transmits electronic notice of the same notification 
to all of its licensed facilities. If an owner chooses to comply with this section by using such an electronic 
notice system, the owner shall register the electronic notice system with the board by July 1, 2011, or 
within 60 days of initial licensure, whichever is later, informing the board of the single e‐
mail email address to be utilized by the owner, describing the electronic notice system, and listing all 
facilities to which immediate notice will be provided. The owner shall update its e‐mail email address 
with the board’s e‐mail email notification list within 30 days of any change in the owner’s e‐
mail email address. 

(d) (1) Each pharmacist, intern pharmacist, pharmacy technician, designated representative‐3PL licensed 
in this state shall join the board’s email notification list within 60 days of obtaining a license or at the 
time of license renewal. 

(2) Each pharmacist, intern pharmacist, pharmacy technician, designated representative, and designated 
representative‐3PL licensed in this state shall update his or her email address with the board’s email 
notification list within 30 days of a change in the licensee’s email address. 

(3) The email address provided by a licensee shall not be posted on the board’s online license 
verification system. 

(4) The board shall, with each renewal application, remind licensees of their obligation to report and 
keep current their email address with the board’s email notification list. 

(d) (5) This section subdivision shall become operative on July 1, 2010. 2017. 



 

                       

                     

                                     
         

                             
                           

               

                                 
 

 

                       

                           
                  

 

                       

                             
                                 
                                       
                       
                    
                       
                         

                                     
                           

                           
                     
                     
       

                     
                                 

                   
                     

 

                       

                                 
                                   

Section 4034 is added to the Business and Professions Code, to read: 

“Outsourcing facility” means a facility that meets all of the following: 

(a) Is located within the United States of America at one address that is engaged in the compounding of 
sterile drugs and nonsterile drugs. 

(b) Has registered as an outsourcing facility with the federal Food and Drug Administration under 
Section 503B of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. Sec. 353b). 

(c) Is doing business within or into California. 

(d) Is licensed with the board as an outsourcing facility pursuant to Article 7.7 (commencing with Section 
4129). 

Section 4035 of the Business and Professions Code is amended to read: 

“Person” includes includes, but is not limited to, firm, association, partnership, corporation, limited 
liability company, state governmental agency, trust, or political subdivision. 

Section 4081 of the Business and Professions Code is amended to read: 

(a) All records of manufacture and of sale, acquisition, receipt, shipment, or disposition of dangerous 
drugs or dangerous devices shall be at all times during business hours open to inspection by authorized 
officers of the law, and shall be preserved for at least three years from the date of making. A current 
inventory shall be kept by every manufacturer, wholesaler, third‐party logistics provider, pharmacy, 
veterinary food‐animal drug retailer, outsourcing facility, physician, dentist, podiatrist, veterinarian, 
laboratory, clinic, hospital, institution, or establishment holding a currently valid and unrevoked 
certificate, license, permit, registration, or exemption under Division 2 (commencing with Section 1200) 
of the Health and Safety Code or under Part 4 (commencing with Section 16000) of Division 9 of the 
Welfare and Institutions Code who maintains a stock of dangerous drugs or dangerous devices. 

(b) The owner, officer, and partner of a pharmacy, wholesaler, third‐party logistics provider, or 
veterinary food‐animal drug retailer shall be jointly responsible, with the pharmacist‐in‐charge, 
responsible manager, or designated representative‐in‐charge, for maintaining the records and inventory 
described in this section. 

(c) The pharmacist‐in‐charge, responsible manager, or designated representative‐in‐charge shall not be 
criminally responsible for acts of the owner, officer, partner, or employee that violate this section and of 
which the pharmacist‐in‐charge, responsible manager, or designated representative‐in‐charge had no 
knowledge, or in which he or she did not knowingly participate. 

Section 4105.5 is added to the Business and Professions Code, to read: 

(a) For purposes of this section, an “automated drug delivery system” has the same meaning as that 
term is defined in paragraph (1) of subdivision (a) of Section 1261.6 of the Health and Safety Code. 



                               
                           
                                   
                                     

                               
           

                                   
 

                         

                             
                         

                                 
   

                       

                                 
                               

                             
                             

                                 
               

                               
                               
                           

 

                       

                                     

                               

                                
        

                       

                                 
           

 

                       

                                       
                                     

(b) Except as provided by subdivision (e), a pharmacy that owns or provides dangerous drugs dispensed 
through an automated drug delivery system shall register the automated drug delivery system by 
providing the board in writing with the location of each device within 30 days of installation of the 
device, and on an annual basis as part of the license renewal pursuant to subdivision (a) of Section 4110. 
The pharmacy shall also advise the board in writing within 30 days if the pharmacy discontinues 
operating an automated drug delivery system. 

(c) A pharmacy may only use an automated drug delivery system if all of the following conditions are 
satisfied: 

(1) Use of the automated drug delivery system is consistent with legal requirements. 

(2) The pharmacy’s policies and procedures related to the automated drug delivery system to include 
appropriate security measures and monitoring of the inventory to prevent theft and diversion. 

(3) The pharmacy reports drug losses from the automated drug delivery system to the board as required 
by law. 

(4) The pharmacy license is unexpired and not subject to disciplinary conditions. 

(d) The board may prohibit a pharmacy from using an automated drug delivery system if the board 
determines that the conditions provided in subdivision (c) are not satisfied. If such a determination is 
made, the board shall provide the pharmacy with written notice including the basis for the 
determination. The pharmacy may request an office conference to appeal the board’s decision within 30 
days of receipt of the written notice. The executive officer or designee may affirm or overturn the 
prohibition as a result of the office conference. 

(e) An automated drug delivery system operated by a licensed hospital pharmacy as defined in Section 
4029 for doses administered in a facility operated under a consolidated license under Section 1250.8 of 
the Health and Safety Code shall be exempt from the requirements of subdivision (b). 

Section 4107 of the Business and Professions Code is amended to read: 

(a) The board may shall not issue more than one site license to a single premises except as follows: 

(1) To issue a veterinary food‐animal drug retailer license to a wholesaler pursuant to Section 4196. 

(2) To issue a license to compound sterile injectable drugs to a pharmacy pursuant to Section 
4127.1. 4127.1 or 4127.2. 

(3) To issue a centralized hospital packaging license pursuant to Section 4128. 

(b) For the purposes of this subdivision, “premises” means a location with its own address and an 
independent means of ingress and egress. 

Section 4110 of the Business and Professions Code is amended to read: 

(a) No person shall conduct a pharmacy in the State of California unless he or she has obtained a license 
from the board. A license shall be required for each pharmacy owned or operated by a specific person. A 



                                   
                               

               

                                   
                                    

                                   
                                 

                                     
                             
                               
                           
                           
                           

                               
                                 
 

                                   
                                 
       

                                 
       

                             
           

                         

                             
 

                               
                   

                                 
             

                                 
    

                                   
                                 
       

                                 
       

                             
           

separate license shall be required for each of the premises of any person operating a pharmacy in more 
than one location. The license shall be renewed annually. The board may, by regulation, determine the 
circumstances under which a license may be transferred. 

(b) The board may, at its discretion, issue a temporary permit, when the ownership of a pharmacy is 
transferred from one person to another, permit upon the conditions and for any periods of time as the 
board determines to be in the public interest. A temporary permit fee shall be required in an amount 
established by the board as specified in subdivision (a) of Section 4400. When needed to protect public 
safety, a temporary permit may be issued for a period not to exceed 180 days, and may be issued 
subject to terms and conditions the board deems necessary. If the board determines a temporary 
permit was issued by mistake or denies the application for a permanent license or registration, the 
temporary license or registration shall terminate upon either personal service of the notice of 
termination upon the permitholder or service by certified mail, return receipt requested, at the 
permitholder’s address of record with the board, whichever comes first. Neither for purposes of 
retaining a temporary permit nor for purposes of any disciplinary or license denial proceeding before the 
board shall the temporary permitholder be deemed to have a vested property right or interest in the 
permit. 
(c) The board may allow the temporary use of a mobile pharmacy when a pharmacy is destroyed or 
damaged, the mobile pharmacy is necessary to protect the health and safety of the public, and the 
following conditions are met: 

(1) The mobile pharmacy shall provide services only on or immediately contiguous to the site of the 
damaged or destroyed pharmacy. 

(2) The mobile pharmacy is under the control and management of the pharmacist‐in‐charge of the 
pharmacy that was destroyed or damaged. 

(3) A licensed pharmacist is on the premises while drugs are being dispensed. 

(4) Reasonable security measures are taken to safeguard the drug supply maintained in the mobile 
pharmacy. 

(5) The pharmacy operating the mobile pharmacy provides the board with records of the destruction of, 
or damage to, the pharmacy and an expected restoration date. 

(6) Within three calendar days of restoration of the pharmacy services, the board is provided with notice 
of the restoration of the permanent pharmacy. 

(7) The mobile pharmacy is not operated for more than 48 hours following the restoration of the 
permanent pharmacy. 

(c) The board may allow the temporary use of a mobile pharmacy when a pharmacy is destroyed or 
damaged, the mobile pharmacy is necessary to protect the health and safety of the public, and the 
following conditions are met: 

(1) The mobile pharmacy shall provide services only on or immediately contiguous to the site of the 
damaged or destroyed pharmacy. 

(2) The mobile pharmacy is under the control and management of the pharmacist‐in‐charge of the 
pharmacy that was destroyed or damaged. 



                         

                             
 

                               
                   

                                 
             

                                 
   

 

                       

                               
                                     
                           

                                   
                             
               

                               
                         
 

                       

                               
                     

                             
           

                                 
                               

                                 
 

                                        
                                   
                             

(3) A licensed pharmacist is on the premises while drugs are being dispensed. 

(4) Reasonable security measures are taken to safeguard the drug supply maintained in the mobile 
pharmacy. 

(5) The pharmacy operating the mobile pharmacy provides the board with records of the destruction of, 
or damage to, the pharmacy and an expected restoration date. 

(6) Within three calendar days of restoration of the pharmacy services, the board is provided with notice 
of the restoration of the permanent pharmacy. 

(7) The mobile pharmacy is not operated for more than 48 hours following the restoration of the 
permanent pharmacy. 

Section 4119.1 of the Business and Professions Code is amended to read: 

(a) A pharmacy may provide pharmacy services to a health facility licensed pursuant to subdivision (c), 
(d), or both, of Section 1250 of the Health and Safety Code, through the use of an automated drug 
delivery system that need not be located at the same location as the pharmacy. 

(b) Drugs stored in an automated drug delivery system shall be part of the inventory of the pharmacy 
providing pharmacy services to that facility, and drugs dispensed from the pharmacy system shall be 
considered to have been dispensed by that pharmacy. 

(c) (1) The pharmacy shall maintain records of the acquisition and disposition of dangerous drugs and 
dangerous devices stored in the automated drug delivery system separate from other pharmacy 
records. 

(2) The pharmacy shall own and operate the automated drug delivery system. 

(3) The pharmacy shall provide training regarding the operation and use of the automated drug delivery 
system to both pharmacy and health facility personnel using the system. 

(4) The pharmacy shall operate the automated drug delivery system in compliance with Section 1261.6 
of the Health and Safety Code. 

(d) The operation of the automated drug delivery system shall be under the supervision of a licensed 
pharmacist. To qualify as a supervisor for an automated drug delivery system, the pharmacist need not 
be physically present at the site of the automated drug delivery system and may supervise the system 
electronically. 

(e) Nothing in this This section shall not be construed to revise or limit the use of automated drug 
delivery systems as permitted by the board in any licensed health facility other than a facility defined in 
subdivision (c) or (d), or both, of Section 1250 of the Health and Safety Code. 



 

                       

                           
                               

                     

                             
   

                             
                             

                               
       

                           

                           

                     

             

                         
   

                       
                                     
                             

                   

                               
                           

                           
                                 
         

 

                       

 

                           
                               

                     

                               
                   

                             
               

Section 4119.4 is added to the Business and Professions Code, to read: 

(a) Notwithstanding any other law, a pharmacy may furnish epinephrine auto‐injectors to an authorized 
entity, for the purpose of rendering emergency care in accordance with Section 1797.197a of the Health 
and Safety Code, if both of the following requirements are met: 

(1) The epinephrine auto‐injectors are furnished exclusively for use by, or in connection with, an 
authorized entity. 

(2) An authorized health care provider provides a prescription that specifies the quantity of epinephrine 
auto‐injectors to be furnished to an authorized entity described in subdivision (a) of Section 1797.197a 
of the Health and Safety Code. A new prescription shall be written for any additional epinephrine auto‐
injectors required for use. 

(b) The pharmacy shall label each epinephrine auto‐injector dispensed with all of the following: 

(1) The name of the person or entity to whom the prescription was issued. 

(2) The designations “Section 1797.197a Responder” and “First Aid Purposes Only.” 

(3) The dosage, use, and expiration date. 

(c) Each dispensed prescription shall include the manufacturer’s product information sheet for the 
epinephrine auto‐injector. 

(d) Records regarding the acquisition and disposition of epinephrine auto‐injectors furnished pursuant 
to subdivision (a) shall be maintained by the authorized entity for a period of three years from the date 
the records were created. The authorized entity shall be responsible for monitoring the supply of 
epinephrine auto‐injectors and ensuring the destruction of expired epinephrine auto‐injectors. 

(e) The epinephrine auto‐injector dispensed pursuant to this section may be used only for the purpose, 
and under the circumstances, described in Section 1797.197a of the Health and Safety Code. 

(f) For purposes of this section, “epinephrine auto‐injector” means a disposable delivery device designed 
for the automatic injection of a premeasured dose of epinephrine into the human body to prevent or 
treat a life‐threatening allergic reaction. 

Section 4119.8 is added to the Business and Professions Code, to read: 

(a) Notwithstanding any other law, a pharmacy may furnish naloxone hydrochloride or another opioid 
antagonist to a school district, county office of education, or charter school pursuant to Section 49414.3 
of the Education Code if all of the following are met: 

(1) The naloxone hydrochloride or another opioid antagonist is furnished exclusively for use at a school 
district schoolsite, county office of education schoolsite, or charter school. 

(2) A physician and surgeon provides a written order that specifies the quantity of naloxone 
hydrochloride or another opioid antagonist to be furnished. 



                         
                             

                                     
                             
                           
           

 

                       

                               
                               

                               

                                 

                           

                           

                                     

                                   
               

                                     
                               
             

                                   
                               

       

 

                       

                             
                         

                             
                                     

               

                               
                       
                           
                           

                   

(b) Records regarding the acquisition and disposition of naloxone hydrochloride or another opioid 
antagonist furnished pursuant to subdivision (a) shall be maintained by the school district, county office 
of education, or charter school for a period of three years from the date the records were created. The 
school district, county office of education, or charter school shall be responsible for monitoring the 
supply of naloxone hydrochloride or another opioid antagonist and ensuring the destruction of expired 
naloxone hydrochloride or another opioid antagonist. 

Section 4126.9 is added to the Business and Professions Code, to read: 

(a) A pharmacy that issues a recall notice regarding a nonsterile compounded drug product shall, in 
addition to any other duties, contact the recipient pharmacy, prescriber, or patient of the recalled drug 
and the board within 12 hours of the recall notice if both of the following apply: 

(1) Use of or exposure to the recalled drug may cause serious adverse health consequences or death. 

(2) The recalled drug was dispensed, or is intended for use, in this state. 

(b) A recall notice issued pursuant to subdivision (a) shall be made as follows: 

(1) If the recalled drug was dispensed directly to the patient, the notice shall be made to the patient. 

(2) If the recalled drug was dispensed directly to the prescriber, the notice shall be made to the 
prescriber, who shall ensure the patient is notified. 

(3) If the recalled drug was dispensed directly to a pharmacy, the notice shall be made to the pharmacy, 
which shall notify the prescriber or patient, as appropriate. If the pharmacy notifies the prescriber, the 
prescriber shall ensure the patient is notified. 

(c) A pharmacy that has been advised that a patient has been harmed by using a nonsterile compounded 
product potentially attributable to the pharmacy shall report the event to MedWatch within 72 hours of 
the pharmacy being advised. 

Section 4127 of the Business and Professions Code is amended to read: 

(a) A pharmacy that compounds sterile drug products for injection, administration into the eye, or 
inhalation shall possess a sterile compounding pharmacy license as provided in this article. 

(b) The board shall adopt regulations in accordance with the Administrative Procedure Act (Chapter 3.5 
(commencing with Section 11340) of Part 1 of Division 3 of Title 2 of the Government Code) to establish 
policies, guidelines, and procedures to implement this article. 

(c) The board shall review any formal revision to General Chapter 797 of the United States 
Pharmacopeia and The National Formulary (USP–NF), relating to the compounding of sterile 
preparations, not later than 90 days after the revision becomes official, to determine whether 
amendments are necessary for the regulations adopted by the board pursuant to subdivision (b). 

(d) This section shall become operative on July 1, 2014. 



                       

                               
                            
                                     

                            
                                         

             

                                 
                                 

               

                                       
                                 
                                 

                                     
                                   
                                     
                                 
                                   

         

                                 
   

 

                       

                                      
               

                                     
               

           

                         

 

                       

                               
                               

                                 
                                       
                                 
                                     

                               
                             
                             

Section 4127.3 of the Business and Professions Code is amended to read: 

(a) Whenever the board has a reasonable belief, based on information obtained during an inspection or 
investigation by the board, that a pharmacy compounding injectable sterile drug products poses an 
immediate threat to the public health or safety, the executive officer of the board may issue an order to 
the pharmacy to immediately cease and desist from compounding injectable sterile drug products. The 
cease and desist order shall remain in effect for no more than 30 days or the date of a hearing seeking 
an interim suspension order, whichever is earlier. 

(b) Whenever the board issues a cease and desist order pursuant to subdivision (a), the board shall 
immediately issue the owner a notice setting forth the acts or omissions with which the owner is 
charged, specifying the pertinent code section or sections. 

(c) The order shall provide that the owner, within 15 days of receipt of the notice, may request a hearing 
before the president of the board to contest the cease and desist order. Consideration of the owner’s 
contest of the cease and desist order shall comply with the requirements of Section 11425.10 of the 
Government Code. The hearing shall be held no later than five days from the date the request of the 
owner is received by the board. The president shall render a written decision within five days of the 
hearing. In the absence of the president of the board, the vice president of the board may conduct the 
hearing permitted by this subdivision. Review of the decision of the president of the board may be 
sought by the owner or person in possession or control of the pharmacy pursuant to Section 1094.5 of 
the Code of Civil Procedure. 

(d) Failure to comply with a cease and desist order issued pursuant to this section shall be 
unprofessional conduct. 

Section 4127.7 of the Business and Professions Code is amended to read: 

On and after July 1, 2005, a A pharmacy shall compound sterile injectable products from one or more 
nonsterile ingredients in one of the following environments: 

(a) An ISO class 5 laminar airflow hood within an ISO class 7 cleanroom. The cleanroom must have a 
positive air pressure differential relative to adjacent areas. 

(b) An ISO class 5 cleanroom. 

(c) A barrier isolator that provides an ISO class 5 environment for compounding. 

Section 4127.8 of the Business and Professions Code is amended to read: 

The board may, at its discretion, issue a temporary license to compound injectable sterile drug products, 
when the ownership of a pharmacy that is licensed to compound injectable sterile drug products is 
transferred from one person to another, sterile drug products upon the conditions and for any periods 
of time as the board determines to be in the public interest. A temporary license fee shall be required in 
an amount established by the board as specified in subdivision (u) of Section 4400. When needed to 
protect public safety, a temporary license may be issued for a period not to exceed 180 days, and may 
be issued subject to terms and conditions the board deems necessary. If the board determines a 
temporary license was issued by mistake or denies the application for a permanent license, the 
temporary license shall terminate upon either personal service of the notice of termination upon the 
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licenseholder or service by certified mail, return receipt requested at the licenseholder’s address of 
record with the board, whichever comes first. Neither for purposes of retaining a temporary license nor 
for purposes of any disciplinary or license denial proceeding before the board shall the temporary 
licenseholder be deemed to have a vested property right or interest in the license. 

Section 4127.9 of the Business and Professions Code is amended to read: 

(a) A pharmacy licensed pursuant to Section 4127.1 or 4127.2, including a pharmacy that is exempt from 
licensure pursuant to subdivision (d) of Section 4127.1 and subdivision (c) of Section 4127.2, that 4127.2 
that issues a recall notice regarding a sterile compounded drug shall, in addition to any other duties, 
contact the recipient pharmacy, prescriber, or patient of the recalled drug and the board as soon as 
possible within 12 hours of the recall notice if both of the following apply: 

(1) Use of or exposure to the recalled drug may cause serious adverse health consequences or death. 

(2) The recalled drug was dispensed, or is intended for use, in this state. 

(b) A recall notice issued pursuant to subdivision (a) shall be made as follows: 

(1) If the recalled drug was dispensed directly to the patient, the notice shall be made to the patient. 

(2) If the recalled drug was dispensed directly to the prescriber, the notice shall be made to the 
prescriber, who shall ensure the patient is notified. 

(3) If the recalled drug was dispensed directly to a pharmacy, the notice shall be made to the pharmacy, 
who shall notify the prescriber or patient, as appropriate. If the pharmacy notifies the prescriber, the 
prescriber shall ensure the patient is notified. 

Section 4128.6 of the Business and Professions Code is amended to read: 
All compounding and packaging functions specified in Section 4128 shall be performed only in the 
licensed centralized hospital packaging pharmacy and that pharmacy shall comply with all applicable 
federal and state statutes and regulations, including, but not limited to, regulations regarding 
compounding and, when appropriate, sterile injectable compounding. 

Article 7.7. Outsourcing Facilities 

Section 4129 is added to the Business and Professions Code, to read 

(a) A facility licensed as an outsourcing facility with the federal Food and Drug Administration (FDA) shall 
be concurrently licensed with the board as an outsourcing facility if it compounds sterile medication or 
nonsterile medication for nonpatient‐specific distribution within or into California. 

(b) A facility premises licensed with the board as a sterile compounding pharmacy shall not be 
concurrently licensed with the board as an outsourcing facility at the same location. 

(c) The board may adopt regulations in accordance with the Administrative Procedure Act (Chapter 3.5 
(commencing with Section 11340) of Part 1 of Division 3 of Title 2 of the Government Code) to establish 
policies, guidelines, and procedures to implement this article. 



                             
                           
                   

                                   
           

 

                     

                                 
                                   

                           

                           
                           
     

                                   
                           

                                   
 

                               
         

                                 
                         

             

                                 
                       

                                 
 

                                         
 

                           

                             
                               

                               
     

 

(d) The board shall review any formal requirements or guidance documents developed by the FDA 
regarding outsourcing facilities within 90 days after their release in order to determine whether 
revisions are necessary for any regulations promulgated by the board. 

(e) An outsourcing facility licensed by the board shall not perform the duties of a pharmacy, such as 
filling individual prescriptions for individual patients. 

4129.1. is added to the Business and Professions Code, to read 

(a) An outsourcing facility that is licensed with the federal Food and Drug Administration (FDA) and with 
an address in this state shall also be licensed by the board as an outsourcing facility before doing 
business within this state. The license shall be renewed annually and is not transferable. 

(b) An outsourcing facility shall compound all sterile products and nonsterile products in compliance 
with regulations issued by the board and with federal current good manufacturing practices applicable 
to outsourcing facilities. 

(c) An outsourcing facility license shall not be issued or renewed until the location is inspected by the 
board and found in compliance with this article and regulations adopted by the board. 

(d) An outsourcing facility license shall not be issued or renewed until the board does all of the 
following: 

(1) Prior to inspection, reviews a current copy of the outsourcing facility’s policies and procedures for 
sterile compounding and nonsterile compounding. 

(2) Is provided with copies of all federal and state regulatory agency inspection reports, as well as 
accreditation reports, and certification reports of facilities or equipment of the outsourcing facility’s 
premises conducted in the prior 12 months. 

(3) Prior to inspection, receives a list of all sterile drugs and nonsterile drugs compounded by the 
outsourcing facility as reported to the FDA in the last 12 months. 

(e) An outsourcing facility licensed pursuant to this section shall provide the board with all of the 
following: 

(1) A copy of any disciplinary or other action taken by another state or the FDA within 10 days of the 
action. 

(2) Notice within 24 hours of any recall notice issued by the outsourcing facility. 

(3) A copy of any clinically related complaint it receives involving an outsourcing facility’s compounded 
products from or involving any provider, pharmacy, or patient in California within 72 hours of receipt. 

(4) Notice within 24 hours after learning of adverse effects reported or potentially attributable to the 
outsourcing facility’s products. 



                     

                                 
                                     
                       

                             
                                   

   

                             
                                 

             

                                   
                                 

                             
                               
               

                                 

                             
             

                                   
                         

               

                               
   

                               
                           

                                 
   

                                         
 

                             

                               
                         

                               
       

4129.2. is added to the Business and Professions Code, to read: 

(a) An outsourcing facility that is licensed with the federal Food and Drug Administration (FDA) as an 
outsourcing facility and has an address outside of this state but in the United States of America is a 
nonresident outsourcing facility. A nonresident outsourcing facility shall not compound sterile drug 
products or nonsterile drug products for distribution or use into this state without an outsourcing 
license issued by the board pursuant to this section. The license shall be renewed annually and shall not 
be transferable. 

(b) A nonresident outsourcing facility shall compound all sterile products and nonsterile products to be 
distributed or used in this state in compliance with regulations of the board and with federal current 
good manufacturing practices applicable to outsourcing facilities. 

(c) A license for a nonresident outsourcing facility shall not be issued or renewed until the location is 
inspected by the board and found in compliance with this article and any regulations adopted by the 
board. The nonresident outsourcing facility shall reimburse the board for all actual and necessary costs 
incurred by the board in conducting an inspection of the nonresident outsourcing facility at least once 
annually pursuant to subdivision (x) of Section 4400. 

(d) A license for a nonresident outsourcing facility shall not be issued or renewed until the board: 

(1) Prior to inspection, reviews a current copy of the nonresident outsourcing facility’s policies and 
procedures for sterile compounding and nonsterile compounding. 

(2) (A) Is provided with copies of all federal and state regulatory agency inspection reports, as well as 
accreditation reports, and certification reports of facilities or equipment of the nonresident outsourcing 
facility’s premises conducted in the prior 12 months. 

(B) For purposes of this paragraph, “state” refers to the state in which the nonresident outsourcing 
facility resides. 

(3) Prior to inspection, receives a list of all sterile drug products and nonsterile drug products 
compounded by the pharmacy as reported to the FDA within the prior 12 months. 

(e) A nonresident outsourcing facility licensed pursuant to this section shall provide the board with all of 
the following: 

(1) A copy of any disciplinary or other action taken by another state or the FDA within 10 days of the 
action. 

(2) Notice within 24 hours of any recall notice issued by the nonresident outsourcing facility. 

(3) A copy of any complaint it receives involving an outsourcing facility’s compounded products from or 
involving any provider, pharmacy, or patient in California within 72 hours of receipt. 

(4) Notice within 24 hours after learning of adverse effects reported or potentially attributable to a 
nonresident outsourcing facility’s products. 



 

                     

                                   
                             

                               
         

                             
   

                             
                           

                           
   

                                 
                       
                           

                   

                         
                               

               

                               
                 

 

                     

                               
                           

                                 
                             
                                 

                                     

                                 
                                   

                     

                                       
                                 

                                 
                                     
                                   

                                       
                                 

4129.3. is added to the Business and Professions Code, to read: 

(a) On or before January 1, 2018, the board shall provide a report to the Legislature regarding the 
regulation of nonresident outsourcing facilities. The report shall be submitted to the Legislature in the 
manner required pursuant to Section 9795 of the Government Code. At a minimum, the report shall 
address all of the following: 

(1) A detailed description of board activities related to the inspection and licensure of nonresident 
outsourcing facilities. 

(2) Whether fee revenue collected pursuant to subdivision (x) of Section 4400 and travel cost 
reimbursements collected pursuant to subdivision (c) of Section 4129.2 provide revenue in an amount 
sufficient to support the board’s activities related to the inspection and licensure of nonresident 
outsourcing facilities. 

(3) The status of proposed changes to federal law that are under serious consideration and that would 
govern outsourcing facilities and compounding pharmacies, including, but not limited to, legislation 
pending before Congress, administrative rules, regulations or orders under consideration by the FDA or 
other appropriate federal agency, and cases pending before the courts. 

(4) If applicable, recommended modifications to the board’s statutory duties related to nonresident 
outsourcing facilities as a result of changes to federal law or any additional modifications necessary to 
protect the health and safety of the public. 

(b) The requirement for submitting a report imposed under subdivision (a) is inoperative on January 1, 
2022, pursuant to Section 10231.5 of the Government Code. 

4129.4. is added to the Business and Professions Code, to read: 

(a) Whenever the board has a reasonable belief, based on information obtained during an inspection or 
investigation by the board, that an outsourcing facility compounding sterile drug products or nonsterile 
drug products poses an immediate threat to the public health or safety, the executive officer of the 
board may issue an order to the outsourcing facility to immediately cease and desist compounding 
sterile drug products or nonsterile drug products. The cease and desist order shall remain in effect for 
no more than 30 days or the date of a hearing seeking an interim suspension order, whichever is earlier. 

(b) Whenever the board issues a cease and desist order pursuant to subdivision (a), the board shall 
immediately issue a notice to the owner setting forth the acts or omissions with which the owner is 
charged, specifying the pertinent code section or sections and any regulations. 

(c) The cease and desist order shall state that the owner, within 15 days of receipt of the notice, may 
request a hearing before the president of the board to contest the cease and desist order. Consideration 
of the owner’s contest of the cease and desist order shall comply with the requirements of Section 
11425.10 of the Government Code. The hearing shall be held no later than five days after the date the 
request of the owner is received by the board. The president shall render a written decision within five 
days after the hearing. In the absence of the president of the board, the vice president of the board may 
conduct the hearing permitted by this subdivision. Review of the decision may be sought by the owner 
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or person in possession or control of the outsourcing facility pursuant to Section 1094.5 of the Code of 
Civil Procedure. 

(d) Failure to comply with a cease and desist order issued pursuant to this section shall be 
unprofessional conduct. 

4129.5. is added to the Business and Professions Code, to read: 

Notwithstanding any other law, a violation of this article, or regulation adopted pursuant thereto, may 
subject the person or entity that committed the violation to a fine of up to five thousand dollars 
($5,000) per occurrence pursuant to a citation issued by the board. 

4129.8. is added to the Business and Professions Code, to read: 

The board, at its discretion, may issue a temporary license to an outsourcing facility upon the conditions 
and for any periods of time as the board determines to be in the public interest. A temporary license fee 
shall be required as specified in subdivision (w) of Section 4400. When needed to protect public safety, a 
temporary license may be issued for a period not to exceed 180 days, and may be issued subject to 
terms and conditions the board deems necessary. If the board determines a temporary license was 
issued by mistake or denies the application for a permanent license, the temporary license shall 
terminate upon the earlier of personal service of the notice of termination upon the licenseholder or 
service by certified mail with return receipt requested at the licenseholder’s address of record with the 
board. The temporary licenseholder shall not be deemed to have a vested property right or interest in 
the license for purposes of retaining a temporary license or for purposes of any disciplinary or license 
denial proceeding before the board. 

4129.9. is added to the Business and Professions Code, to read: 

(a) An outsourcing facility licensed pursuant to Section 4129.1 or 4129.2 that issues a recall notice for a 
sterile drug or nonsterile drug compounded by the outsourcing facility, in addition to any other duties, 
shall contact the recipient pharmacy, prescriber, or patient of the recalled drug and the board as soon as 
possible within 24 hours of the recall notice if both of the following apply: 

(1) Use of or exposure to the recalled drug may cause serious adverse health consequences or death. 

(2) The recalled drug was dispensed, or is intended for use, in this state. 

(b) A recall notice issued pursuant to subdivision (a) shall be made as follows: 

(1) If the recalled drug was dispensed directly to the prescriber, the notice shall be made to the 
prescriber and the prescriber shall ensure the patient is notified. 

(2) If the recalled drug was dispensed directly to a pharmacy, the notice shall be made to the pharmacy 
and that pharmacy shall notify the prescriber or patient, as appropriate. If the pharmacy notifies the 
prescriber, the prescriber shall ensure the patient is notified. 



                       

                               
                             
                             
       

                             
                         
                               

         

                                   
                       

                             
                               
                                     

                 

                         
                                 
 

                           
     

                             
                     

                                 
                       
                                 

                 

                         
                           
                             
                         
                 

                           
       

                       

                   

                                   
                               

                           
       

Section 4161 of the Business and Professions Code is amended to read: 

(a) A person located outside this state that (1) ships, sells, mails, warehouses, distributes, or delivers 
dangerous drugs or dangerous devices into this state or (2) sells, brokers, warehouses, or distributes 
dangerous drugs or devices within this state shall be considered a nonresident wholesaler or a 
nonresident third‐party logistics provider. 

(b) A nonresident wholesaler or nonresident third‐party logistics provider shall be licensed by the board 
prior to shipping, selling, mailing, warehousing, distributing, or delivering dangerous drugs or dangerous 
devices to a site located in this state or selling, brokering, warehousing, or distributing dangerous drugs 
or devices within this state. 

(c) (1) A separate license shall be required for each place of business owned or operated by a 
nonresident wholesaler or nonresident third‐party logistics provider from or through which dangerous 
drugs or dangerous devices are shipped, sold, mailed, warehoused, distributed, or delivered to a site 
located in this state or sold, brokered, warehoused, or distributed within this state. Each place of 
business may only be issued a single license by the board, except as provided in paragraph (2). A license 
shall be renewed annually and shall not be transferable. 

(2) A nonresident wholesaler and a nonresident third‐party logistics provider under common ownership 
may be licensed at the same place of business provided that all of the following requirements are 
satisfied: 

(A) The wholesaler and the third‐party logistics provider each separately maintain the records required 
under Section 4081. 

(B) Dangerous drugs and dangerous devices owned by the wholesaler are not commingled with the 
dangerous drugs and dangerous devices handled by the third‐party logistics provider. 

(C) Any individual acting as a designated representative for the wholesaler is not concurrently acting as a 
designated representative‐3PL on behalf of the third‐party logistics provider. Nothing in this 
subparagraph shall be construed to prohibit an individual from concurrently holding a license to act as a 
designated representative and to act as a designated representative‐3PL. 

(D) The wholesaler has its own designated representative‐in‐charge responsible for the operations of 
the wholesaler and the third‐party logistics provider has its own responsible manager responsible for 
the operations of the third‐party logistics provider. The same individual shall not concurrently serve as 
the responsible manager and the designated representative‐in‐charge for a wholesaler and a third‐party 
logistics provider licensed at the same place of business. 

(E) The third‐party logistics provider does not handle the prescription drugs or prescription devices 
owned by a prescriber. 

(F) The third‐party logistics provider is not a reverse third‐party logistics provider. 

(G) The wholesaler is not acting as a reverse distributor. 

(d) The following information shall be reported, in writing, to the board at the time of initial application 
for licensure by a nonresident wholesaler or a nonresident third‐party logistics provider, on renewal of a 
nonresident wholesaler or nonresident third‐party logistics provider license, or within 30 days of a 
change in that information: 



                   

                       

                     

                       

                                     
           

                           
                                   
                       

                         
                         

                                 

                             
                             

                                   
                           

                             

                               
                         

               

                               
                         

                             
   

                         
                         
                           

                         
                         

                           
                       
 

                                   
                                   

                                     
                            

                                     
                                 
                           

                             

(1) Its agent for service of process in this state. 

(2) Its principal corporate officers, as specified by the board, if any. 

(3) Its general partners, as specified by the board, if any. 

(4) Its owners if the applicant is not a corporation or partnership. 

(e) A report containing the information in subdivision (d) shall be made within 30 days of any change of 
ownership, office, corporate officer, or partner. 

(f) A nonresident wholesaler or nonresident third‐party logistics provider shall comply with all directions 
and requests for information from the regulatory or licensing agency of the state in which it is licensed, 
as well as with all requests for information made by the board. 

(g) A nonresident wholesaler or nonresident third‐party logistics provider shall maintain records of 
dangerous drugs and dangerous devices sold, traded, transferred, warehoused, or distributed to persons 
in this state or within this state, so that the records are in a readily retrievable form. 

(h) A nonresident wholesaler or nonresident third‐party logistics provider shall at all times maintain a 
valid, unexpired license, permit, or registration to conduct the business of the wholesaler or nonresident 
third‐party logistics provider in compliance with the laws of the state in which it is a resident. An 
application for a nonresident wholesaler or nonresident third‐party logistics provider license in this state 
shall include a license verification from the licensing authority in the applicant’s state of residence. 

(i) (1) The board shall not issue or renew a nonresident wholesaler license until the nonresident 
wholesaler identifies a designated representative‐in‐charge and notifies the board in writing of the 
identity and license number of the designated representative‐in‐charge. 

(2) The board shall not issue or renew a nonresident third‐party logistics provider license until the 
nonresident third‐party logistics provider identifies a responsible manager and notifies the board in 
writing of the identity and license number of the designated representative‐3PL who will be the 
responsible manager. 

(j) The designated representative‐in‐charge shall be responsible for the compliance of the nonresident 
wholesaler with state and federal laws governing wholesalers. The responsible manager shall be 
responsible for the compliance of the nonresident third‐party logistics provider’s place of business with 
state and federal laws governing third‐party logistics providers. A nonresident wholesaler or nonresident 
third‐party logistics provider shall identify and notify the board of a new designated representative‐in‐
charge or responsible manager within 30 days of the date that the prior designated representative‐in‐
charge or responsible manager ceases to be the designated representative‐in‐charge or responsible 
manager. 

(k) The board may issue a temporary license, upon conditions and for periods of time as the board 
determines to be in the public interest. A temporary license fee shall be five hundred fifty dollars ($550) 
or another amount established by the board not to exceed the annual fee for renewal of a license to 
compound injectable sterile drug products. When needed to protect public safety, a temporary license 
may be issued for a period not to exceed 180 days, subject to terms and conditions that the board 
deems necessary. If the board determines that a temporary license was issued by mistake or denies the 
application for a permanent license, the temporary license shall terminate upon either personal service 
of the notice of termination upon the licenseholder or service by certified mail, return receipt 



                             
                             
                             

           

                             

 

                       

                                 
                             
           

                                   
               

                                       
           

                                 
                     

                                   
                                       
               

                                   
                     

                                   
   

                               
                               
           

                                         
                                     
                     

                             
                    

 

                       

                          
                                 

                               
                                   

requested, at the licenseholder’s address of record with the board, whichever occurs first. Neither for 
purposes of retaining a temporary license, nor for purposes of any disciplinary or license denial 
proceeding before the board, shall the temporary licenseholder be deemed to have a vested property 
right or interest in the license. 

(l) The registration fee shall be the fee specified in subdivision (f) of Section 4400. 

Section 4180 of the Business and Professions Code is amended to read: 

(a) (1) Notwithstanding any provision of this chapter, any of the following clinics may purchase drugs at 
wholesale for administration or dispensing, under the direction of a physician and surgeon, to patients 
registered for care at the clinic: 

(A) A licensed nonprofit community clinic or free clinic as defined in paragraph (1) of subdivision (a) of 
Section 1204 of the Health and Safety Code. 

(B) A primary care clinic owned or operated by a county as referred to in subdivision (b) of Section 1206 
of the Health and Safety Code. 

(C) A clinic operated by a federally recognized Indian tribe or tribal organization as referred to in 
subdivision (c) of Section 1206 of the Health and Safety Code. 

(D) A clinic operated by a primary care community or free clinic, operated on separate premises from a 
licensed clinic, and that is open no more than 20 hours per week as referred to in subdivision (h) of 
Section 1206 of the Health and Safety Code. 

(E) A student health center clinic operated by a public institution of higher education as referred to in 
subdivision (j) of Section 1206 of the Health and Safety Code. 

(F) A nonprofit multispecialty clinic as referred to in subdivision (l) of Section 1206 of the Health and 
Safety Code. 

(2) The clinic shall keep records of the kind and amounts of drugs purchased, administered, and 
dispensed, and the records shall be available and maintained for a minimum of three years for 
inspection by all properly authorized personnel. 

(b) No clinic shall be entitled to the benefits of this section until it has obtained a license from the board. 
A separate license shall be required for each clinic location. A clinic shall notify the board of any change 
in the clinic’s address on a form furnished by the board. 

(c) The board shall synchronize license renewal dates and aggregate fees for multiple clinics under 
common nonprofit ownership at the request of the parent organization. 

Section 4201 of the Business and Professions Code is amended to read: 

(a) Each application to conduct a pharmacy, wholesaler, third‐party logistics provider, or veterinary 
food‐animal drug retailer retailer, or outsourcing facility shall be made on a form furnished by the 
board and shall state the name, address, usual occupation, and professional qualifications, if any, of the 
applicant. If the applicant is other than a natural person, the application shall state the information as to 



                             
  

                               
     

                             

                                 
                           

                           

                                 
                               

                                 
                                 
                               
                               

                     

                                     
                                   
                               

                               

                                     
                       
                               
                                
               

                             
                       

                           
                             
 

                             
                         
                         

                           
                             
           

                                   
                                   

     

each person beneficially interested therein. therein or any person with management or control over the 
license. 

(b) As used in this section, and subject to subdivision (c), the term “person beneficially interested” 
means and includes: 

(1) If the applicant is a partnership or other unincorporated association, each partner or member. 

(2) If the applicant is a corporation, each of its officers, directors, and stockholders, provided that a 
natural person shall not be deemed to be beneficially interested in a nonprofit corporation. 

(3) If the applicant is a limited liability company, each officer, manager, or member. 

(c) If the applicant is a partnership or other unincorporated association, a limited liability company, or a 
corporation, and the number of partners, members, or stockholders, as the case may be, exceeds five, 
the application shall so state, and shall further state the information required by subdivision (a) as to 
each of the five partners, members, or stockholders who own the five largest interests in the applicant 
entity. Upon request by the executive officer, the applicant shall furnish the board with the information 
required by subdivision (a) as to partners, members, or stockholders not named in the application, or 
shall refer the board to an appropriate source of that information. 

(d) The application shall contain a statement to the effect that the applicant has not been convicted of a 
felony and has not violated any of the provisions of this chapter. If the applicant cannot make this 
statement, the application shall contain a statement of the violation, if any, or reasons which will 
prevent the applicant from being able to comply with the requirements with respect to the statement. 

(e) Upon the approval of the application by the board and payment of the fee required by this chapter 
for each pharmacy, wholesaler, third‐party logistics provider, or veterinary food‐animal drug retailer, 
the executive officer of the board shall issue a license to conduct a pharmacy, wholesaler, third‐party 
logistics provider, or veterinary food‐animal drug retailer retailer, or outsourcing facility if all of the 
provisions of this chapter have been complied with. 

(f) Notwithstanding any other law, the pharmacy license shall authorize the holder to conduct a 
pharmacy. The license shall be renewed annually and shall not be transferable. 

(g) Notwithstanding any other law, the wholesaler license shall authorize the holder to wholesale 
dangerous drugs and dangerous devices. The license shall be renewed annually and shall not be 
transferable. 

(h) Notwithstanding any other law, the third‐party logistics provider license shall authorize the holder to 
provide or coordinate warehousing, distribution, or other similar services of dangerous drugs and 
dangerous devices. The license shall be renewed annually and shall not be transferable. 

(i) Notwithstanding any other law, the veterinary food‐animal drug retailer license shall authorize the 
holder to conduct a veterinary food‐animal drug retailer and to sell and dispense veterinary food‐animal 
drugs as defined in Section 4042. 

(j) For licenses referred to in subdivisions (f), (g), (h), and (i), any change in the proposed beneficial 
ownership interest shall be reported to the board within 30 days thereafter upon a form to be furnished 
by the board. 



                       

                                       
                           

     

                 

                     

                       

                         
                     
                    

                               
                                     

                                 
                         

                                   
                             

                 

                                     
   

                                
                             

 

                       

                             
                               
                             

                   

                   

                               
                         

       

                                 
                               

Section 4202 of the Business and Professions Code is amended to read: 

(a) The board may issue a pharmacy technician license to an individual if he or she is a high school 
graduate or possesses a general educational development certificate equivalent, and meets any one of 
the following requirements: 

(1) Has obtained an associate’s degree in pharmacy technology. 

(2) Has completed a course of training specified by the board. 

(3) Has graduated from a school of pharmacy recognized by the board. 

(4) Is certified by the Pharmacy Technician Certification Board. a pharmacy technician certifying 
organization offering a pharmacy technician certification program accredited by the National 
Commission for Certifying Agencies that is approved by the board. 

(b) The board shall adopt regulations pursuant to this section for the licensure of pharmacy technicians 
and for the specification of training courses as set out in paragraph (2) of subdivision (a). Proof of the 
qualifications of any applicant for licensure as a pharmacy technician shall be made to the satisfaction of 
the board and shall be substantiated by any evidence required by the board. 

(c) The board shall conduct a criminal background check of the applicant to determine if an applicant has 
committed acts that would constitute grounds for denial of licensure, pursuant to this chapter or 
Chapter 2 (commencing with Section 480) of Division 1.5. 

(d) The board may suspend or revoke a license issued pursuant to this section on any ground specified in 
Section 4301. 

(e) Once an individual is licensed as a pharmacist, the pharmacy technician registration is no longer 
valid and the pharmacy technician license shall be returned to the board within 15 days. 

Section 4203.5 is added to the Business and Professions Code, to read: 

(a) Notwithstanding any other law, when a clinic applicant submits either type of application described 
in subdivision (b), the board shall issue a license or incorporate the reported changes, as appropriate, 
within 30 days of receipt of a completed application and payment of any prescribed fees. 

(b) This section applies to the following types of applications: 

(1) A new clinic license application filed under Section 4180. 

(2) Applications to report changes to an existing site licensed under Section 4180, including, but not 
limited to, changes in professional director, clinic administrator, corporate officers, change of location, 
or change of address. 

(c) This section shall not be construed to limit the board’s authority to conduct an investigation to 
determine whether applicants and the premises for which an application is made qualify for a license. 



                       

                                   
                            
                       

                      

   

     

                             
             

                             
                               

                               
                         
                                 
     

                           
                                     

             

                             
             

                                   
                                       
                                         

                                     
 

                             
                           

                                         
         

                               
                           

                                 
                                 

                                     
                         

                               
                             

                                       
                             

Section 4301 of the Business and Professions Code is amended to read: 

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

(a) Gross immorality. Procurement of a license by fraud or misrepresentation. 

(b) Incompetence. 

(c) Gross negligence. 

(d) The clearly excessive furnishing of controlled substances in violation of subdivision (a) of Section 
11153 of the Health and Safety Code. 

(e) The clearly excessive furnishing of controlled substances in violation of subdivision (a) of Section 
11153.5 of the Health and Safety Code. Factors to be considered in determining whether the furnishing 
of controlled substances is clearly excessive shall include, but not be limited to, the amount of 
controlled substances furnished, the previous ordering pattern of the customer (including size and 
frequency of orders), the type and size of the customer, and where and to whom the customer 
distributes its product. 

(f) The commission of any act involving moral turpitude, dishonesty, fraud, deceit, or corruption, 
whether the act is committed in the course of relations as a licensee or otherwise, and whether the act 
is a felony or misdemeanor or not. 

(g) Knowingly making or signing any certificate or other document that falsely represents the existence 
or nonexistence of a state of facts. 

(h) The administering to oneself, of any controlled substance, or the use of any dangerous drug or of 
alcoholic beverages to the extent or in a manner as to be dangerous or injurious to oneself, to a person 
holding a license under this chapter, or to any other person or to the public, or to the extent that the 
use impairs the ability of the person to conduct with safety to the public the practice authorized by the 
license. 

(i) Except as otherwise authorized by law, knowingly selling, furnishing, giving away, or administering, or 
offering to sell, furnish, give away, or administer, any controlled substance to an addict. 

(j) The violation of any of the statutes of this state, of any other state, or of the United States regulating 
controlled substances and dangerous drugs. 

(k) The conviction of more than one misdemeanor or any felony involving the use, consumption, or self‐
administration of any dangerous drug or alcoholic beverage, or any combination of those substances. 

(l) The conviction of a crime substantially related to the qualifications, functions, and duties of a licensee 
under this chapter. The record of conviction of a violation of Chapter 13 (commencing with Section 801) 
of Title 21 of the United States Code regulating controlled substances or of a violation of the statutes of 
this state regulating controlled substances or dangerous drugs shall be conclusive evidence of 
unprofessional conduct. In all other cases, the record of conviction shall be conclusive evidence only of 
the fact that the conviction occurred. The board may inquire into the circumstances surrounding the 
commission of the crime, in order to fix the degree of discipline or, in the case of a conviction not 
involving controlled substances or dangerous drugs, to determine if the conviction is of an offense 



                               
                                     
                                   

                                   
                             

                                           
                         

                                   
                               
                                     
                    

                               
                                     
                           
                                 
                                   
                           
          

                                   
                                     
                             

     

                       

                               

                                 
                                       

                                       
       

                                 
                             

                             
                               

                           
                           

                             
                                 
                               

                             
                               

                                   
         

substantially related to the qualifications, functions, and duties of a licensee under this chapter. A plea 
or verdict of guilty or a conviction following a plea of nolo contendere is deemed to be a conviction 
within the meaning of this provision. The board may take action when the time for appeal has elapsed, 
or the judgment of conviction has been affirmed on appeal or when an order granting probation is made 
suspending the imposition of sentence, irrespective of a subsequent order under Section 1203.4 of the 
Penal Code allowing the person to withdraw his or her plea of guilty and to enter a plea of not guilty, or 
setting aside the verdict of guilty, or dismissing the accusation, information, or indictment. 

(m) The cash compromise of a charge of violation of Chapter 13 (commencing with Section 801) of Title 
21 of the United States Code regulating controlled substances or of Chapter 7 (commencing with Section 
14000) of Part 3 of Division 9 of the Welfare and Institutions Code relating to the Medi‐Cal program. The 
record of the compromise is conclusive evidence of unprofessional conduct. 

(n) The revocation, suspension, or other discipline by another state of a license to practice pharmacy, 
operate a pharmacy, or do any other act for which a license is required by this chapter. chapter that 
would be grounds for revocation, suspension, or other discipline under this chapter. Any disciplinary 
action taken by the board pursuant to this section shall be coterminous with action taken by another 
state, except that the term of any discipline taken by the board may exceed that of another state, 
consistent with the board’s enforcement guidelines. The evidence of discipline by another state is 
conclusive proof of unprofessional conduct. 

(o) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the violation of or 
conspiring to violate any provision or term of this chapter or of the applicable federal and state laws and 
regulations governing pharmacy, including regulations established by the board or by any other state or 
federal regulatory agency. 

(p) Actions or conduct that would have warranted denial of a license. 

(q) Engaging in any conduct that subverts or attempts to subvert an investigation of the board. 

(r) The selling, trading, transferring, or furnishing of drugs obtained pursuant to Section 256b of Title 42 
of the United States Code to any person a licensee knows or reasonably should have known, not to be a 
patient of a covered entity, as defined in paragraph (4) of subsection (a) of Section 256b of Title 42 of 
the United States Code. 

(s) The clearly excessive furnishing of dangerous drugs by a wholesaler to a pharmacy that primarily or 
solely dispenses prescription drugs to patients of long‐term care facilities. Factors to be considered in 
determining whether the furnishing of dangerous drugs is clearly excessive shall include, but not be 
limited to, the amount of dangerous drugs furnished to a pharmacy that primarily or solely dispenses 
prescription drugs to patients of long‐term care facilities, the previous ordering pattern of the 
pharmacy, and the general patient population to whom the pharmacy distributes the dangerous drugs. 
That a wholesaler has established, and employs, a tracking system that complies with the requirements 
of subdivision (b) of Section 4164 shall be considered in determining whether there has been a violation 
of this subdivision. This provision shall not be interpreted to require a wholesaler to obtain personal 
medical information or be authorized to permit a wholesaler to have access to personal medical 
information except as otherwise authorized by Section 56 and following of the Civil Code. For purposes 
of this section, “long‐term care facility” shall have the same meaning given the term in Section 1418 of 
the Health and Safety Code. 



                       

                                   
                           

                       

 

                       

                                  
                                

                                
                                
         

 

                       

                             
                             

             

 

                       

                                   
                                     

                            
                             
                                   
                         

                                 
                             
                         
                                 
     

                                 
                         

                                   
 

                          
                                    
                                        

                                 
                                 

                                           

Section 4301.1 is added to the Business and Professions Code, to read: 

In order to ensure that the board’s resources are maximized for the protection of the public health and 
safety, the board shall prioritize its investigative and prosecutorial resources to ensure that pharmacists 
representing the greatest threat of patient harm are identified and disciplined expeditiously. 

Section 4302 of the Business and Professions Code is amended to read: 

The board may deny, suspend, or revoke any license of a corporation where conditions exist in relation 
to any person holding 10 percent or more of the corporate stock of the corporation, ownership 
interest or where conditions exist in relation to any officer or director of the corporation officer, 
director, or other person with management or control of the license that would constitute grounds for 
disciplinary action against a licensee. 

Section 4303.1 is added to the Business and Professions Code, to read: 

If the federal Food and Drug Administration (FDA) cancels, revokes, or suspends an outsourcing facility’s 
registration for any reason, any license issued pursuant to Section 4129.2 shall be immediately canceled, 
revoked, or suspended by operation of law. 

Section 4307 of the Business and Professions Code is amended to read: 

(a) Any person who has been denied a license or whose license has been revoked or is under 
suspension, or who has failed to renew his or her license while it was under suspension, or who has 
been a manager, administrator, owner, member, officer, director, associate, or partner partner, or any 
other person with management or control of any partnership, corporation, trust, firm, or association 
whose application for a license has been denied or revoked, is under suspension or has been placed on 
probation, and while acting as the manager, administrator, owner, member, officer, director, associate, 
or partner partner, or any other person with management or control had knowledge of or knowingly 
participated in any conduct for which the license was denied, revoked, suspended, or placed on 
probation, shall be prohibited from serving as a manager, administrator, owner, member, officer, 
director, associate, or partner partner, or in any other position with management or control of a 
licensee as follows: 

(1) Where a probationary license is issued or where an existing license is placed on probation, this 
prohibition shall remain in effect for a period not to exceed five years. 

(2) Where the license is denied or revoked, the prohibition shall continue until the license is issued or 
reinstated. 

(b) “Manager, administrator, owner, member, officer, director, associate, or partner,” partner, or any 
other person with management or control of a license” as used in this section and Section 4308, may 
refer to a pharmacist or to any other person who serves in that such capacity in or for a licensee. 

(c) The provisions of subdivision (a) may be alleged in any pleading filed pursuant to Chapter 5 
(commencing with Section 11500) of Part 1 of Division 3 of the Government Code. However, no order 
may be issued in that case except as to a person who is named in the caption, as to whom the pleading 



                                   
                                   

                                   
                   

 

                       

                           
                                 
                                   

                             
                                 
                               

                                     
                     

 

                       

                           
                              
                                     

                                   
                                       
                                   
                                   
                                   
                           

                                     
                       

                            
                               

                           
                                  

                               
                           
                         

                       
                         

                        
                                 
                               
                            
                          
                             

                               

alleges the applicability of this section, and where the person has been given notice of the proceeding as 
required by Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 of the Government Code. 
The authority to proceed as provided by this subdivision shall be in addition to the board’s authority to 
proceed under Section 4339 or any other provision of law. 

Section 4308 of the Business and Professions Code is amended to read: 

Whenever a person is prohibited from serving as a manager, administrator, owner, member, officer, 
director, associate, or partner partner, or in any other position with management or control of a 
licensee as provided by Section 4307, the board shall, in each case where it has that information, notify 
in writing each licensee for whom the person is a manager, administrator, owner, member, officer, 
director, associate, or partner partner, or in any other position with management or control of the 
prohibition. The board shall send the notification to the licensee’s address of record. The licensee shall 
have 30 days from the date that the notice is sent to remove and replace the prohibited person and, 
where appropriate, file a change of permit to reflect that change. 

Section 4312 of the Business and Professions Code is amended to read: 

(a) The board may cancel the license of a wholesaler, third‐party logistics provider, pharmacy, 
or veterinary food‐animal drug retailer retailer, or outsourcing facility if the licensed premises remain 
closed, as defined in subdivision (e), other than by order of the board. For good cause shown, the board 
may cancel a license after a shorter period of closure. To cancel a license pursuant to this subdivision, 
the board shall make a diligent, good faith effort to give notice by personal service on the licensee. If a 
written objection is not received within 10 days after personal service is made or a diligent, good faith 
effort to give notice by personal service on the licensee has failed, the board may cancel the license 
without the necessity of a hearing. If the licensee files a written objection, the board shall file an 
accusation based on the licensee remaining closed. Proceedings shall be conducted in accordance with 
Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 of Title 2 of the Government Code, 
and the board shall have all the powers granted in that chapter. 

(b) If the license of a wholesaler, third‐party logistics provider, pharmacy, or veterinary food‐animal 
drug retailer retailer, or outsourcing facility is canceled pursuant to subdivision (a) or revoked pursuant 
to Article 19 (commencing with Section 4300), or a wholesaler, third‐party logistics provider, pharmacy, 
or veterinary food‐animal drug retailer retailer, or outsourcing facility notifies the board of its intent to 
remain closed or to discontinue business, the licensee shall, within 10 days thereafter, arrange for the 
transfer of all dangerous drugs and controlled substances or dangerous devices to another licensee 
authorized to possess the dangerous drugs and controlled substances or dangerous devices. The 
licensee transferring the dangerous drugs and controlled substances or dangerous devices shall 
immediately confirm in writing to the board that the transfer has taken place. 

(c) If a wholesaler, third‐party logistics provider, pharmacy, or veterinary food‐animal drug 
retailer retailer, or outsourcing facility fails to comply with subdivision (b), the board may seek and 
obtain an order from the superior court in the county in which the wholesaler, third‐party logistics 
provider, pharmacy, or veterinary food‐animal drug retailer retailer, or outsourcing facility is located, 
authorizing the board to enter the wholesaler, third‐party logistics provider, pharmacy, or veterinary 
food‐animal drug retailer retailer, or outsourcing facility and inventory and store, transfer, sell, or 
arrange for the sale of, all dangerous drugs and controlled substances and dangerous devices found in 



                    
          

                                 
                                 

                                 
                           
                             
                       

                                       
       

                                       
                               
                                     
                 

                                     
                                 

                             
                               
                                     
                             

                                   
                               

                                     

 

                       

                                     
                           

                                 
                                 

                   

                                       
                                 
                                 

                                     
                                   
                                     
                                 
                                   

         

the wholesaler, third‐party logistics provider, pharmacy, or veterinary food‐animal drug 
retailer. retailer, or outsourcing facility. 

(d) If the board sells or arranges for the sale of any dangerous drugs, controlled substances, or 
dangerous devices pursuant to subdivision (c), the board may retain from the proceeds of the sale an 
amount equal to the cost to the board of obtaining and enforcing an order issued pursuant to 
subdivision (c), including the cost of disposing of the dangerous drugs, controlled substances, or 
dangerous devices. The remaining proceeds, if any, shall be returned to the licensee from whose 
premises the dangerous drugs or controlled substances or dangerous devices were removed. 

(1) The licensee shall be notified of his or her right to the remaining proceeds by personal service or by 
certified mail, postage prepaid. 

(2) If a statute or regulation requires the licensee to file with the board his or her address, and any 
change of address, the notice required by this subdivision may be sent by certified mail, postage 
prepaid, to the latest address on file with the board and service of notice in this manner shall be 
deemed completed on the 10th day after the mailing. 

(3) If the licensee is notified as provided in this subdivision, and the licensee fails to contact the board 
for the remaining proceeds within 30 calendar days after personal service has been made or service by 
certified mail, postage prepaid, is deemed completed, the remaining proceeds shall be deposited by the 
board into the Pharmacy Board Contingent Fund. These deposits shall be deemed to have been received 
pursuant to Chapter 7 (commencing with Section 1500) of Title 10 of Part 3 of the Code of Civil 
Procedure and shall be subject to claim or other disposition as provided in that chapter. 

(e) For the purposes of this section, “closed” means not engaged in the ordinary activity for which a 
license has been issued for at least one day each calendar week during any 120‐day period. 

(f) Nothing in this section shall be construed as requiring a pharmacy to be open seven days a week. 

Section 4316 is added to the Business and Professions Code, to read: 

(a) The board is authorized to issue a cease and desist order for operating any facility under this chapter 
that requires licensure or for practicing any activity under this chapter that requires licensure. 

(b) Whenever the board issues a cease and desist order pursuant to subdivision (a), the board shall 
immediately issue the facility a notice setting forth the acts or omissions with which it is charged, 
specifying the pertinent code section or sections and any regulations. 

(c) The order shall provide that the facility, within 15 days of receipt of the notice, may request a hearing 
before the president of the board to contest the cease and desist order. Consideration of the facility’s 
contest of the cease and desist order shall comply with the requirements of Section 11425.10 of the 
Government Code. The hearing shall be held no later than five days from the date the request of the 
owner is received by the board. The president shall render a written decision within five days of the 
hearing. In the absence of the president of the board, the vice president of the board may conduct the 
hearing permitted by this subdivision. Review of the decision of the president of the board may be 
sought by the owner or person in possession or control of the pharmacy pursuant to Section 1094.5 of 
the Code of Civil Procedure. 

http:11425.10


                       

                                 
               

                                 
                             

                             
         

                               
                     

                                 
               

                                   
                                 

           

                                   
                 

                           
                                   
                                 

                                 
                                 

               

                                 
                 

                               
                             

                                 
 

                               
                               

         

                                 
                               
                           

                                 
                                 
           

Section 4400 of the Business and Professions Code is amended to read: 

The amount of fees and penalties prescribed by this chapter, except as otherwise provided, is that fixed 
by the board according to the following schedule: 

(a) The fee for a nongovernmental pharmacy license shall be four hundred dollars ($400) and may be 
increased to five hundred twenty dollars ($520). The fee for the issuance of a temporary 
nongovernmental pharmacy permit shall be two hundred fifty dollars ($250) and may be increased to 
three hundred twenty‐five dollars ($325). 

(b) The fee for a nongovernmental pharmacy license annual renewal shall be two hundred fifty dollars 
($250) and may be increased to three hundred twenty‐five dollars ($325). 

(c) The fee for the pharmacist application and examination shall be two hundred dollars ($200) and may 
be increased to two hundred sixty dollars ($260). 

(d) The fee for regrading an examination shall be ninety dollars ($90) and may be increased to one 
hundred fifteen dollars ($115). If an error in grading is found and the applicant passes the examination, 
the regrading fee shall be refunded. 

(e) The fee for a pharmacist license and biennial renewal shall be one hundred fifty dollars ($150) and 
may be increased to one hundred ninety‐five dollars ($195). 

(f) The fee for a nongovernmental wholesaler or third‐party logistics provider license and annual 
renewal shall be seven hundred eighty dollars ($780) and may be decreased to no less than six hundred 
dollars ($600). The application fee for any additional location after licensure of the first 20 locations shall 
be three hundred dollars ($300) and may be decreased to no less than two hundred twenty‐five dollars 
($225). A temporary license fee shall be seven hundred fifteen dollars ($715) and may be decreased to 
no less than five hundred fifty dollars ($550). 

(g) The fee for a hypodermic license and renewal shall be one hundred twenty‐five dollars ($125) and 
may be increased to one hundred sixty‐five dollars ($165). 

(h) (1) The fee for application, investigation, and issuance of a license as a designated representative 
pursuant to Section 4053, or as a designated representative‐3PL pursuant to Section 4053.1, shall be 
three hundred thirty dollars ($330) and may be decreased to no less than two hundred fifty‐five dollars 
($255). 

(2) The fee for the annual renewal of a license as a designated representative or designated 
representative‐3PL shall be one hundred ninety‐five dollars ($195) and may be decreased to no less than 
one hundred fifty dollars ($150). 

(i) (1) The fee for the application, investigation, and issuance of a license as a designated representative 
for a veterinary food‐animal drug retailer pursuant to Section 4053 shall be three hundred thirty dollars 
($330) and may be decreased to no less than two hundred fifty‐five dollars ($255). 

(2) The fee for the annual renewal of a license as a designated representative for a veterinary food‐
animal drug retailer shall be one hundred ninety‐five dollars ($195) and may be decreased to no less 
than one hundred fifty dollars ($150). 



                             
                                   

         

                           
                               

                                   
                                 

                                 
                                 
 

                             
                                 

             

                                   
                     

                                     
                                 

                           

                                       
                     

                                     
                                 
   

                                     
                                 
     

                                         
                             
 

                                 
                                   
                                 
           

                                     
                                 

                             

                                   
                               

                                 
       

(j) (1) The application fee for a nonresident wholesaler or third‐party logistics provider license issued 
pursuant to Section 4161 shall be seven hundred eighty dollars ($780) and may be decreased to no less 
than six hundred dollars ($600). 

(2) For nonresident wholesalers or third‐party logistics providers that have 21 or more facilities 
operating nationwide the application fees for the first 20 locations shall be seven hundred eighty dollars 
($780) and may be decreased to no less than six hundred dollars ($600). The application fee for any 
additional location after licensure of the first 20 locations shall be three hundred dollars ($300) and may 
be decreased to no less than two hundred twenty‐five dollars ($225). A temporary license fee shall be 
seven hundred fifteen dollars ($715) and may be decreased to no less than five hundred fifty dollars 
($550). 

(3) The annual renewal fee for a nonresident wholesaler license or third‐party logistics provider license 
issued pursuant to Section 4161 shall be seven hundred eighty dollars ($780) and may be decreased to 
no less than six hundred dollars ($600). 

(k) The fee for evaluation of continuing education courses for accreditation shall be set by the board at 
an amount not to exceed forty dollars ($40) per course hour. 

(l) The fee for an intern pharmacist license shall be ninety dollars ($90) and may be increased to one 
hundred fifteen dollars ($115). The fee for transfer of intern hours or verification of licensure to another 
state shall be twenty‐five dollars ($25) and may be increased to thirty dollars ($30). 

(m) The board may waive or refund the additional fee for the issuance of a license where the license is 
issued less than 45 days before the next regular renewal date. 

(n) The fee for the reissuance of any license, or renewal thereof, that has been lost or destroyed or 
reissued due to a name change shall be thirty‐five dollars ($35) and may be increased to forty‐five 
dollars ($45). 

(o) The fee for the reissuance of any license, or renewal thereof, that must be reissued because of a 
change in the information, shall be one hundred dollars ($100) and may be increased to one hundred 
thirty dollars ($130). 

(p) It is the intent of the Legislature that, in setting fees pursuant to this section, the board shall seek to 
maintain a reserve in the Pharmacy Board Contingent Fund equal to approximately one year’s operating 
expenditures. 

(q) The fee for any applicant for a nongovernmental clinic license shall be four hundred dollars ($400) 
and may be increased to five hundred twenty dollars ($520) for each license. The annual fee for renewal 
of the license shall be two hundred fifty dollars ($250) and may be increased to three hundred twenty‐
five dollars ($325) for each license. 

(r) The fee for the issuance of a pharmacy technician license shall be eighty dollars ($80) and may be 
increased to one hundred five dollars ($105). The fee for renewal of a pharmacy technician license shall 
be one hundred dollars ($100) and may be increased to one hundred thirty dollars ($130). 

(s) The fee for a veterinary food‐animal drug retailer license shall be four hundred five dollars ($405) and 
may be increased to four hundred twenty‐five dollars ($425). The annual renewal fee for a veterinary 
food‐animal drug retailer license shall be two hundred fifty dollars ($250) and may be increased to three 
hundred twenty‐five dollars ($325). 



                                   
               

                             
                                     

                               
     

                                 
                             

                       
                             

                               
                                 
                                   
                                   
                                 
 

                                 
                               
                                   

                               
                                 
       

                                 
                               
                                 

                                 
                               

                         
                             

                               
                                 
                                   
                                   
                                 
 

                                       
    

 

                       

                                       
                                      
                                 

(t) The fee for issuance of a retired license pursuant to Section 4200.5 shall be thirty‐five dollars ($35) 
and may be increased to forty‐five dollars ($45). 

(u) The fee for issuance or renewal of a nongovernmental sterile compounding pharmacy license shall 
be six hundred dollars ($600) and may be increased to seven hundred eighty dollars ($780). The fee for a 
temporary license shall be five hundred fifty dollars ($550) and may be increased to seven hundred 
fifteen dollars ($715). 

(v) The fee for the issuance or renewal of a nonresident sterile compounding pharmacy license shall be 
seven hundred eighty dollars ($780). In addition to paying that application fee, the nonresident sterile 
compounding pharmacy shall deposit, when submitting the application, a reasonable amount, as 
determined by the board, necessary to cover the board’s estimated cost of performing the inspection 
required by Section 4127.2. If the required deposit is not submitted with the application, the application 
shall be deemed to be incomplete. If the actual cost of the inspection exceeds the amount deposited, 
the board shall provide to the applicant a written invoice for the remaining amount and shall not take 
action on the application until the full amount has been paid to the board. If the amount deposited 
exceeds the amount of actual and necessary costs incurred, the board shall remit the difference to the 
applicant. 

(w) The fee for the issuance of an outsourcing facility license shall be two thousand two hundred 
seventy dollars ($2,270) and may be increased to up to three thousand one hundred eighty dollars 
($3,180) by the board. The fee for the renewal of an outsourcing facility license shall be one thousand 
three hundred twenty‐five dollars ($1,325) and may be increased to up to one thousand eight hundred 
fifty‐five dollars ($1,855) by the board. The fee for a temporary outsourcing facility license shall be seven 
hundred fifteen dollars ($715). 

(x) The fee for the issuance of a nonresident outsourcing facility license shall be two thousand three 
hundred eighty dollars ($2,380) and may be increased to up to three thousand three hundred thirty‐five 
dollars ($3,335) by the board. The fee for the renewal of a nonresident outsourcing facility license shall 
be two thousand two hundred seventy dollars ($2,270) and may be increased to up to three thousand 
one hundred eighty dollars ($3,180) by the board. In addition to paying that application fee, the 
nonresident outsourcing facility shall deposit, when submitting the application, a reasonable amount, as 
determined by the board, necessary to cover the board’s estimated cost of performing the inspection 
required by Section 4129.2. If the required deposit is not submitted with the application, the application 
shall be deemed to be incomplete. If the actual cost of the inspection exceeds the amount deposited, 
the board shall provide to the applicant a written invoice for the remaining amount and shall not take 
action on the application until the full amount has been paid to the board. If the amount deposited 
exceeds the amount of actual and necessary costs incurred, the board shall remit the difference to the 
applicant. 

(w) (y) This section shall become operative inoperative on July 1, 2014. 2017, and as of January 1, 2018, 
is repealed. 

Section 4406 of the Business and Professions Code is amended to read: 

All fees collected on behalf of the board and all receipts of every kind and nature shall be reported each 
month for the month preceding to the State Controller and at the same time the entire amount shall be 
paid into the State Treasury and shall be credited to the Pharmacy Board Contingent Fund which is 



                                       
                                  
    

 

   

hereby created. This contingent fund shall be for the use of the board and out of it and not otherwise 
shall be paid all expenses of the available, upon appropriation of the Legislature, for the use of 
the board. 



	 	 	 	 	 	

                       

                            
                                   

                               
                               

                                 
                               
                               
     

                               
                             

                         

                                     
                                 
                                     

                             
             

                     
                           

           

                           
                       

                           
         

                                   
                             
                             

                               
   

                                 
                               
                             

                         
                               

                             
   

Other Business and Professions Code Sections 

Section 208 of the Business and Professions Code is amended to read: 

(a) Beginning April 1, 2014, a CURES Controlled Substance Utilization Review and Evaluation System 
(CURES) fee of six dollars ($6) shall be assessed annually on each of the licensees specified in subdivision 
(b) to pay the reasonable costs associated with operating and maintaining CURES for the purpose of 
regulating those licensees. The fee assessed pursuant to this subdivision shall be billed and collected by 
the regulating agency of each licensee at the time of the licensee’s license renewal. If the reasonable 
regulatory cost of operating and maintaining CURES is less than six dollars ($6) per licensee, the 
Department of Consumer Affairs may, by regulation, reduce the fee established by this section to the 
reasonable regulatory cost. 

(b) (1) Licensees authorized pursuant to Section 11150 of the Health and Safety Code to prescribe, 
order, administer, furnish, or dispense Schedule II, Schedule III, or Schedule IV controlled substances or 
pharmacists licensed pursuant to Chapter 9 (commencing with Section 4000) of Division 2. 

(2) Beginning July 1, 2017, licensees issued a license that has been placed in a retired or inactive status 
pursuant to a statute or regulation are exempt from the CURES fee requirement in subdivision (a). This 
exemption shall not apply to licensees whose license has been placed in a retired or inactive status if the 
licensee is at any time authorized to prescribe, order, administer, furnish, or dispense Schedule II, 
Schedule III, or Schedule IV controlled substances. 

(2) (3) Wholesalers, third‐party logistics providers, nonresident wholesalers, and nonresident third‐party 
logistics providers of dangerous drugs licensed pursuant to Article 11 (commencing with Section 4160) 
of Chapter 9 of Division 2. 

(3) (4) Nongovernmental clinics licensed pursuant to Article 13 (commencing with Section 4180) and 
Article 14 (commencing with Section 4190) of Chapter 9 of Division 2. 

(4) (5) Nongovernmental pharmacies licensed pursuant to Article 7 (commencing with Section 4110) of 
Chapter 9 of Division 2. 

(c) The funds collected pursuant to subdivision (a) shall be deposited in the CURES Fund, which is hereby 
created within the State Treasury. Moneys in the CURES Fund shall, upon appropriation by the 
Legislature, be available to the Department of Consumer Affairs to reimburse the Department of Justice 
for costs to operate and maintain CURES for the purposes of regulating the licensees specified in 
subdivision (b). 

(d) The Department of Consumer Affairs shall contract with the Department of Justice on behalf of the 
Medical Board of California, the Dental Board of California, the California State Board of Pharmacy, the 
Veterinary Medical Board, the Board of Registered Nursing, the Physician Assistant Board of the Medical 
Board of California, the Osteopathic Medical Board of California, the Naturopathic Medicine Committee 
of the Osteopathic Medical Board, the State Board of Optometry, and the California Board of Podiatric 
Medicine to operate and maintain CURES for the purposes of regulating the licensees specified in 
subdivision (b). 



	

	

	 	 	 	 	 	 	 	 	 	 	 	
                                   

                                 

                       

                               

                         

                               

     

                                 

                                 

                                 

                             

                             

                                   

                             

                               

                                   

                             

                   

                                   

                                       

                               

                                 

                               

                           

                               

                                 

                                 

         

                                   

                                   

                         

                                     

                                 

         

Section 650 of the Business and Professions Code is amended to read: 
(a) Except as provided in Chapter 2.3 (commencing with Section 1400) of Division 2 of the Health and 

Safety Code, the offer, delivery, receipt, or acceptance by any person licensed under this division or the 

Chiropractic Initiative Act of any rebate, refund, commission, preference, patronage dividend, discount, 

or other consideration, whether in the form of money or otherwise, as compensation or inducement for 

referring patients, clients, or customers to any person, irrespective of any membership, proprietary 

interest, or coownership in or with any person to whom these patients, clients, or customers are 

referred is unlawful. 

(b) The payment or receipt of consideration for services other than the referral of patients which is 

based on a percentage of gross revenue or similar type of contractual arrangement shall not be unlawful 

if the consideration is commensurate with the value of the services furnished or with the fair rental 

value of any premises or equipment leased or provided by the recipient to the payer. 

(c) The offer, delivery, receipt, or acceptance of any consideration between a federally qualified health 

center, as defined in Section 1396d(l)(2)(B) of Title 42 of the United States Code, and any individual or 

entity providing goods, items, services, donations, loans, or a combination thereof to the health center 

entity pursuant to a contract, lease, grant, loan, or other agreement, if that agreement contributes to 

the ability of the health center entity to maintain or increase the availability, or enhance the quality, of 

services provided to a medically underserved population served by the health center, shall be permitted 

only to the extent sanctioned or permitted by federal law. 

(d) Except as provided in Chapter 2.3 (commencing with Section 1400) of Division 2 of the Health and 

Safety Code and in Sections 654.1 and 654.2 of this code, it shall not be unlawful for any person licensed 

under this division to refer a person to any laboratory, pharmacy, clinic (including entities exempt from 

licensure pursuant to Section 1206 of the Health and Safety Code), or health care facility solely because 

the licensee has a proprietary interest or coownership in the laboratory, pharmacy, clinic, or health care 

facility, provided, however, that the licensee’s return on investment for that proprietary interest or 

coownership shall be based upon the amount of the capital investment or proportional ownership of the 

licensee which ownership interest is not based on the number or value of any patients referred. Any 

referral excepted under this section shall be unlawful if the prosecutor proves that there was no valid 

medical need for the referral. 

(e) Except as provided in Chapter 2.3 (commencing with Section 1400) of Division 2 of the Health and 

Safety Code and in Sections 654.1 and 654.2 of this code, it shall not be unlawful to provide 

nonmonetary remuneration, in the form of hardware, software, or information technology and training 

services, as described in subsections (x) and (y) of Section 1001.952 of Title 42 of the Code of Federal 

Regulations, as amended October 4, 2007, as published in the Federal Register (72 Fed. Reg. 56632 and 

56644), and subsequently amended versions. 



                             

                             

                                 

 

                                 

                             

                             

                               

                           

                               

                                   

                                   

                           

                               

                                     

                                   

                                 

                               

                           

                         

                           

                               

                                      

                                 

                                       

                           

                                       

     

 

           

                       

                           
                     

                                 
                         

                               
                         

                             

(f) “Health care facility” means a general acute care hospital, acute psychiatric hospital, skilled nursing 

facility, intermediate care facility, and any other health facility licensed by the State Department of 

Public Health under Chapter 2 (commencing with Section 1250) of Division 2 of the Health and Safety 

Code. 

(g) Notwithstanding the other subdivisions of this section or any other provision of law, the payment or 

receipt of consideration for advertising, wherein a licensee offers or sells services through a third‐party 

advertiser, shall not constitute a referral of patients when the third‐party advertiser does not itself 

recommend, endorse, or otherwise select a licensee. The fee paid to the third‐party advertiser shall be 

commensurate with the service provided by the third‐party advertiser. If the licensee determines, after 

consultation with the purchaser of the service, that the service provided by the licensee is not 

appropriate for the purchaser or if the purchaser elects not to receive the service for any reason and 

requests a refund, the purchaser shall receive a refund of the full purchase price as determined by the 

terms of the advertising service agreement between the third‐party advertiser and the licensee. The 

licensee shall disclose in the advertisement that a consultation is required and that the purchaser will 

receive a refund if not eligible to receive the service. This subdivision shall not apply to basic health care 

services, as defined in subdivision (b) of Section 1345 of the Health and Safety Code, or essential health 

benefits, as defined in Section 1367.005 of the Health and Safety Code and Section 10112.27 of the 

Insurance Code. The entity that provides the advertising shall be able to demonstrate that the licensee 

consented in writing to the requirements of this subdivision. A third‐party advertiser shall make 

available to prospective purchasers advertisements for services of all licensees then advertising through 

the third‐party advertiser in the applicable geographic region. In any advertisement offering a discount 

price for a service, the licensee shall also disclose the regular, nondiscounted price for that service. 

(g) (h) A violation of this section is a public offense and is punishable upon a first conviction by 

imprisonment in a county jail for not more than one year, or by imprisonment pursuant to subdivision 

(h) of Section 1170 of the Penal Code, or by a fine not exceeding fifty thousand dollars ($50,000), or by 

both that imprisonment and fine. A second or subsequent conviction is punishable by imprisonment 

pursuant to subdivision (h) of Section 1170 of the Penal Code, or by that imprisonment and a fine of fifty 

thousand dollars ($50,000). 

Changes to Health and Safety Code 

Section 11165 of the Health and Safety Code is amended to read: 

(a) To assist health care practitioners in their efforts to ensure appropriate prescribing, ordering, 
administering, furnishing, and dispensing of controlled substances, law enforcement and regulatory 
agencies in their efforts to control the diversion and resultant abuse of Schedule II, Schedule III, and 
Schedule IV controlled substances, and for statistical analysis, education, and research, the Department 
of Justice shall, contingent upon the availability of adequate funds in the CURES Fund, maintain the 
Controlled Substance Utilization Review and Evaluation System (CURES) for the electronic monitoring of, 
and Internet access to information regarding, the prescribing and dispensing of Schedule II, Schedule III, 

http:10112.27


                         
           

                                     
                             
                             

                                 
     

                                
                               
                             

                               
                                 
                           
                           
                                 

                                  
                          
                   
                         
 

                         
                           

                               
                                   
                                     
         

                                 
                         

                             
                             

                                   
                   

                                 
                             
                         

                           
                         

                         
 

                       
   

and Schedule IV controlled substances by all practitioners authorized to prescribe, order, administer, 
furnish, or dispense these controlled substances. 

(b) The Department of Justice may seek and use grant funds to pay the costs incurred by the operation 
and maintenance of CURES. The department shall annually report to the Legislature and make available 
to the public the amount and source of funds it receives for support of CURES. 

(c) (1) The operation of CURES shall comply with all applicable federal and state privacy and security 
laws and regulations. 

(2) (A) CURES shall operate under existing provisions of law to safeguard the privacy and confidentiality 
of patients. Data obtained from CURES shall only be provided to appropriate state, local, and federal 
public agencies for disciplinary, civil, or criminal purposes and to other agencies or entities, as 
determined by the Department of Justice, for the purpose of educating practitioners and others in lieu 
of disciplinary, civil, or criminal actions. Data may be provided to public or private entities, as approved 
by the Department of Justice, for educational, peer review, statistical, or research purposes, provided 
that patient information, including any information that may identify the patient, is not compromised. 
Further, data disclosed to any individual or agency as described in this subdivision shall not be disclosed, 
sold, or transferred to any third party. party, unless authorized by, or pursuant to, state and federal 
privacy and security laws and regulations. The Department of Justice shall establish policies, 
procedures, and regulations regarding the use, access, evaluation, management, implementation, 
operation, storage, disclosure, and security of the information within CURES, consistent with this 
subdivision. 

(B) Notwithstanding subparagraph (A), a regulatory board whose licensees do not prescribe, order, 
administer, furnish, or dispense controlled substances shall not be provided data obtained from CURES. 

(3) In accordance with federal and state privacy laws and regulations, a health care practitioner may 
provide a patient with a copy of the patient’s CURES patient activity report as long as no additional 
CURES data is provided and keep a copy of the report in the patient’s medical record in compliance with 
subdivision (d) of Section 11165.1. 

(d) For each prescription for a Schedule II, Schedule III, or Schedule IV controlled substance, as defined 
in the controlled substances schedules in federal law and regulations, specifically Sections 1308.12, 
1308.13, and 1308.14, respectively, of Title 21 of the Code of Federal Regulations, the dispensing 
pharmacy, clinic, or other dispenser shall report the following information to the Department of Justice 
as soon as reasonably possible, but not more than seven days after the date a controlled substance is 
dispensed, in a format specified by the Department of Justice: 

(1) Full name, address, and, if available, telephone number of the ultimate user or research subject, or 
contact information as determined by the Secretary of the United States Department of Health and 
Human Services, and the gender, and date of birth of the ultimate user. 

(2) The prescriber’s category of licensure, license number, national provider identifier (NPI) number, if 
applicable, the federal controlled substance registration number, and the state medical license number 
of any prescriber using the federal controlled substance registration number of a government‐exempt 
facility. 

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



                     

             

                           
   

         

                                 

             

             

                             
                         

                                 
                               

                     

                                 
                               
                                   
                             

                         
 

                               
                   

 

                       

                               
                             

                             
                               

                               
                             
                             
                           

                               
                           
                               

                             
                                 
           

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

(5) Quantity of the controlled substance dispensed. 

(6) International Statistical Classification of Diseases, 9th revision (ICD‐9) or 10th revision (ICD‐10) Code, 
if available. 

(7) Number of refills ordered. 

(8) Whether the drug was dispensed as a refill of a prescription or as a first‐time request. 

(9) Date of origin of the prescription. 

(10) Date of dispensing of the prescription. 

(e) The Department of Justice may invite stakeholders to assist, advise, and make recommendations on 
the establishment of rules and regulations necessary to ensure the proper administration and 
enforcement of the CURES database. All prescriber and dispenser invitees shall be licensed by one of the 
boards or committees identified in subdivision (d) of Section 208 of the Business and Professions Code, 
in active practice in California, and a regular user of CURES. 

(f) The Department of Justice shall, prior to upgrading CURES, consult with prescribers licensed by one of 
the boards or committees identified in subdivision (d) of Section 208 of the Business and Professions 
Code, one or more of the boards or committees identified in subdivision (d) of Section 208 of the 
Business and Professions Code, and any other stakeholder identified by the department, for the purpose 
of identifying desirable capabilities and upgrades to the CURES Prescription Drug Monitoring Program 
(PDMP). 

(g) The Department of Justice may establish a process to educate authorized subscribers of the CURES 
PDMP on how to access and use the CURES PDMP. 

Section 11165.1 of the Health and Safety Code is amended to read: 

(a) (1) (A) (i) A health care practitioner authorized to prescribe, order, administer, furnish, or dispense 
Schedule II, Schedule III, or Schedule IV controlled substances pursuant to Section 11150 shall, before 
July 1, 2016, or upon receipt of a federal Drug Enforcement Administration (DEA) registration, whichever 
occurs later, submit an application developed by the Department of Justice to obtain approval to access 
information online regarding the controlled substance history of a patient that is stored on the Internet 
and maintained within the Department of Justice, and, upon approval, the department shall release to 
that practitioner the electronic history of controlled substances dispensed to an individual under his or 
her care based on data contained in the CURES Prescription Drug Monitoring Program (PDMP). 

(ii) A pharmacist shall, before July 1, 2016, or upon licensure, whichever occurs later, submit an 
application developed by the Department of Justice to obtain approval to access information online 
regarding the controlled substance history of a patient that is stored on the Internet and maintained 
within the Department of Justice, and, upon approval, the department shall release to that pharmacist 
the electronic history of controlled substances dispensed to an individual under his or her care based on 
data contained in the CURES PDMP. 



                                   
         

               

                         

             

                                 
                                 

                               

                                   
   

                             
                               
                               

                             
                 

                                   
                   

                                   
                               

                             
                     

                               
                                 
                               

                                 

                         
                         

                           

                                 
                                 

                     
                                     
               

 

                       

                                 
                           

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

(i) Materially falsifying an application for a subscriber. 

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

(iii) Suspended or revoked federal DEA registration. 

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

(v) Any subscriber accessing information for any other reason than caring for his or her patients. 

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

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

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

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

(d) The history of controlled substances dispensed to an individual based on data contained in CURES 
that is received by a practitioner or pharmacist from the Department of Justice pursuant to this section 
shall be considered is medical information subject to the provisions of the Confidentiality of Medical 
Information Act contained in Part 2.6 (commencing with Section 56) of Division 1 of the Civil Code. 

(e) Information concerning a patient’s controlled substance history provided to a prescriber or 
pharmacist pursuant to this section shall include prescriptions for controlled substances listed in 
Sections 1308.12, 1308.13, and 1308.14 of Title 21 of the Code of Federal Regulations. 

(f) A health care practitioner, pharmacist, and any person acting on behalf of a health care practitioner 
or pharmacist, when acting with reasonable care and in good faith, is not subject to civil or 
administrative liability arising from any false, incomplete, inaccurate, or misattributed information 
submitted to, reported by, or relied upon in the CURES database or for any resulting failure of the CURES 
database to accurately or timely report that information. 

Section 11165.4 is added to the Health and Safety Code, to read: 

(a) (1) (A) (i) A health care practitioner authorized to prescribe, order, administer, or furnish a controlled 
substance shall consult the CURES database to review a patient’s controlled substance history before 



                                 
                                   
   

                             
                               
                                 
                               
                             
                                   

   

                                 
                                 

                                 
               

                             
                                 
                               

                                 
     

                                     
               

                             
                                   
                           

                               

                               

                               

                                 

                               
                             

                               
         

                               
                                 
                               
                       

                               

prescribing a Schedule II, Schedule III, or Schedule IV controlled substance to the patient for the first 
time and at least once every four months thereafter if the substance remains part of the treatment of 
the patient. 

(ii) If a health care practitioner authorized to prescribe, order, administer, or furnish a controlled 
substance is not required, pursuant to an exemption described in subdivision (c), to consult the CURES 
database the first time he or she prescribes, orders, administers, or furnishes a controlled substance to a 
patient, he or she shall consult the CURES database to review the patient’s controlled substance history 
before subsequently prescribing a Schedule II, Schedule III, or Schedule IV controlled substance to the 
patient and at least once every four months thereafter if the substance remains part of the treatment of 
the patient. 

(B) For purposes of this paragraph, “first time” means the initial occurrence in which a health care 
practitioner, in his or her role as a health care practitioner, intends to prescribe, order, administer, or 
furnish a Schedule II, Schedule III, or Schedule IV controlled substance to a patient and has not 
previously prescribed a controlled substance to the patient. 

(2) A health care practitioner shall obtain a patient’s controlled substance history from the CURES 
database no earlier than 24 hours, or the previous business day, before he or she prescribes, orders, 
administers, or furnishes a Schedule II, Schedule III, or Schedule IV controlled substance to the patient. 

(b) The duty to consult the CURES database, as described in subdivision (a), does not apply to 
veterinarians or pharmacists. 

(c) The duty to consult the CURES database, as described in subdivision (a), does not apply to a health 
care practitioner in any of the following circumstances: 

(1) If a health care practitioner prescribes, orders, or furnishes a controlled substance to be 
administered to a patient while the patient is admitted to any of the following facilities or during an 
emergency transfer between any of the following facilities for use while on facility premises: 

(A) A licensed clinic, as described in Chapter 1 (commencing with Section 1200) of Division 2. 

(B) An outpatient setting, as described in Chapter 1.3 (commencing with Section 1248) of Division 2. 

(C) A health facility, as described in Chapter 2 (commencing with Section 1250) of Division 2. 

(D) A county medical facility, as described in Chapter 2.5 (commencing with Section 1440) of Division 2. 

(2) If a health care practitioner prescribes, orders, administers, or furnishes a controlled substance in the 
emergency department of a general acute care hospital and the quantity of the controlled substance 
does not exceed a nonrefillable seven‐day supply of the controlled substance to be used in accordance 
with the directions for use. 

(3) If a health care practitioner prescribes, orders, administers, or furnishes a controlled substance to a 
patient as part of the patient’s treatment for a surgical procedure and the quantity of the controlled 
substance does not exceed a nonrefillable five‐day supply of the controlled substance to be used in 
accordance with the directions for use, in any of the following facilities: 

(A) A licensed clinic, as described in Chapter 1 (commencing with Section 1200) of Division 2. 



                               

                               

                                 

                               

                               
                   

                   

                                   
         

                             
   

                         
                               
                       

                               
                               

                                   
                             

                             
                       

                             
                 

                                 
                               

                             
                             

 

                                   
                         

             

                                   
                                   

                                   
                                 

                             
                                 

(B) An outpatient setting, as described in Chapter 1.3 (commencing with Section 1248) of Division 2. 

(C) A health facility, as described in Chapter 2 (commencing with Section 1250) of Division 2. 

(D) A county medical facility, as described in Chapter 2.5 (commencing with Section 1440) of Division 2. 

(E) A place of practice, as defined in Section 1658 of the Business and Professions Code. 

(4) If a health care practitioner prescribes, orders, administers, or furnishes a controlled substance to a 
patient currently receiving hospice care, as defined in Section 1339.40. 

(5) (A) If all of the following circumstances are satisfied: 

(i) It is not reasonably possible for a health care practitioner to access the information in the CURES 
database in a timely manner. 

(ii) Another health care practitioner or designee authorized to access the CURES database is not 
reasonably available. 

(iii) The quantity of controlled substance prescribed, ordered, administered, or furnished does not 
exceed a nonrefillable five‐day supply of the controlled substance to be used in accordance with the 
directions for use and no refill of the controlled substance is allowed. 

(B) A health care practitioner who does not consult the CURES database under subparagraph (A) shall 
document the reason he or she did not consult the database in the patient’s medical record. 

(6) If the CURES database is not operational, as determined by the department, or when it cannot be 
accessed by a health care practitioner because of a temporary technological or electrical failure. A 
health care practitioner shall, without undue delay, seek to correct any cause of the temporary 
technological or electrical failure that is reasonably within his or her control. 

(7) If the CURES database cannot be accessed because of technological limitations that are not 
reasonably within the control of a health care practitioner. 

(8) If consultation of the CURES database would, as determined by the health care practitioner, result in 
a patient’s inability to obtain a prescription in a timely manner and thereby adversely impact the 
patient’s medical condition, provided that the quantity of the controlled substance does not exceed a 
nonrefillable five‐day supply if the controlled substance were used in accordance with the directions for 
use. 

(d) (1) A health care practitioner who fails to consult the CURES database, as described in subdivision (a), 
shall be referred to the appropriate state professional licensing board solely for administrative 
sanctions, as deemed appropriate by that board. 

(2) This section does not create a private cause of action against a health care practitioner. This section 
does not limit a health care practitioner’s liability for the negligent failure to diagnose or treat a patient. 

(e) This section is not operative until six months after the Department of Justice certifies that the CURES 
database is ready for statewide use and that the department has adequate staff, which, at a minimum, 
shall be consistent with the appropriation authorized in Schedule (6) of Item 0820‐001‐0001 of the 
Budget Act of 2016 (Chapter 23 of the Statutes of 2016), user support, and education. The department 



                                   
 

                             

                                     
                               

         

 

	 	 	 	 	 	 	 	 	 	 	 	
                                         

                                 

                               

                           

                                  

                     

                                 

                                   

                             

                         

     

                                 

                       

                               

                              

                               

                             

                     

                                 

                         

                                 

                               

                                   

                                 

                             

                               

                               

                   

shall notify the Secretary of State and the office of the Legislative Counsel of the date of that 
certification. 

(f) All applicable state and federal privacy laws govern the duties required by this section. 

(g) The provisions of this section are severable. If any provision of this section or its application is held 
invalid, that invalidity shall not affect other provisions or applications that can be given effect without 
the invalid provision or application. 

Section 150204 of the Health and Safety Code is amended to read: 
(a) (1) A county may establish, by an action of the county board of supervisors or by an action of the 

public health officer of the county, as directed by the county board of supervisors, a repository and 

distribution program for purposes of this division. The county shall advise the California State Board of 

Pharmacy within 30 days from the date it establishes a repository and distribution program. 

(2) Only an eligible entity, pursuant to subdivision (a) of Section 150201, may participate in this program 

to dispense medication donated to the drug repository and distribution program. 

(3) An eligible entity that seeks to participate in the program shall inform the county health department 

and the California State Board of Pharmacy in writing of its intent to participate in the program. An 

eligible entity may not participate in the program until it has received written or electronic 

documentation from the county health department confirming that the department has received its 

notice of intent. 

(4) (A) A participating entity shall disclose to the county health department on a quarterly basis the 

name and location of the source of all donated medication it receives. 

(B) A participating primary care clinic, as described in paragraph (3) of subdivision (a) of Section 

150201 Section 150201, shall disclose to the county health department the name of the licensed 

physician who shall be accountable to the California State Board of Pharmacy for the clinic’s program 

operations pursuant to this division. This physician shall be the professional director, as defined in 

subdivision (c) of Section 4182 of the Business and Professions Code. 

(C) The county board of supervisors or public health officer of the county shall, upon request, make 

available to the California State Board of Pharmacy the information in this division. 

(5) The county board of supervisors, the public health officer of the county, and the California State 

Board of Pharmacy may prohibit an eligible or participating entity from participating in the program if 

the entity does not comply with the provisions of the program, pursuant to this division. If the county 

board of supervisors, the public health officer of the county, or the California State Board of Pharmacy 

prohibits an eligible or participating entity from participating in the program, it shall provide written 

notice to the prohibited entity within 15 days of making this determination. The county board of 

supervisors, the public health officer of the county, and the California State Board of Pharmacy shall 

ensure that this notice also is provided to one another. 



                                 

                     

                         

                               

     

                         

                             

         

                         

                           

                         

             

                 

                             

                       

                                     

                                   

                                       

                               

       

                             

                             

                           

                             

                             

               

                                   

                                 

                                 

                 

                                 

                                 

                             

             

(b) A county that elects to establish a repository and distribution program pursuant to this division shall 

establish written procedures for, at a minimum, all of the following: 

(1) Establishing eligibility for medically indigent patients who may participate in the program. 

(2) Ensuring that patients eligible for the program shall not be charged for any medications provided 

under the program. 

(3) Developing a formulary of medications appropriate for the repository and distribution program. 

(4) Ensuring proper safety and management of any medications collected by and maintained under the 

authority of a participating entity. 

(5) Ensuring the privacy of individuals for whom the medication was originally prescribed. 

(c) Any medication donated to the repository and distribution program shall comply with the 

requirements specified in this division. Medication donated to the repository and distribution program 

shall meet all of the following criteria: 

(1) The medication shall not be a controlled substance. 

(2) The medication shall not have been adulterated, misbranded, or stored under conditions contrary to 

standards set by the United States Pharmacopoeia (USP) or the product manufacturer. 

(3) The medication shall not have been in the possession of a patient or any individual member of the 

public, and in the case of medications donated by a health or care facility, as described in Section 

150202, shall have been under the control of a staff member of the health or care facility who is licensed 

in California as a health care professional or has completed, at a minimum, the training requirements 

specified in Section 1569.69. 

(d) (1) Only medication that is donated in unopened, tamper‐evident packaging or modified unit dose 

containers that meet USP standards is eligible for donation to the repository and distribution program, 

provided lot numbers and expiration dates are affixed. Medication donated in opened containers shall 

not be dispensed by the repository and distribution program, and once identified, shall be quarantined 

immediately and handled and disposed of in accordance with the Medical Waste Management Act (Part 

14 (commencing with Section 117600) of Division 104). 

(2) (A) A medication that is the subject of a United States Food and Drug Administration managed risk 

evaluation and mitigation strategy pursuant to Section 355‐1 of Title 21 of the United States Code shall 

not be donated if this inventory transfer is prohibited by that strategy, or if the inventory transfer 

requires prior authorization from the manufacturer of the medication. 

(B) A medication that is the subject of a United States Food and Drug Administration managed risk 

evaluation and mitigation strategy pursuant to Section 355‐1 of Title 21 of the United States Code, the 

donation of which is not prohibited pursuant to subparagraph (A), shall be managed and dispensed 

according to the requirements of that strategy. 



                                 

                         

                 

                               

           

                               

   

           

   

                   

                               

                       

                       

                             

                           

                     

                               

                                 

               

                         

                               

                       

                             

                             

                           

       

                               

                               

                            

                                  

   

                               

                             

                             

                                 

(e) A pharmacist or physician at a participating entity shall use his or her professional judgment in 

determining whether donated medication meets the standards of this division before accepting or 

dispensing any medication under the repository and distribution program. 

(f) A pharmacist or physician shall adhere to standard pharmacy practices, as required by state and 

federal law, when dispensing all medications. 

(g) Medication that is donated to the repository and distribution program shall be handled in the 

following ways: 

(1) Dispensed to an eligible patient. 

(2) Destroyed. 

(3) Returned to a reverse distributor or licensed waste hauler. 

(4) (A) Transferred to another participating entity within the county to be dispensed to eligible patients 

pursuant to this division. Notwithstanding this paragraph, a participating county‐owned pharmacy may 

transfer eligible donated medication to a participating county‐owned pharmacy within another adjacent 

county that has adopted a program pursuant to this division, if the pharmacies transferring the 

medication have a written agreement between the entities that outlines protocols and procedures for 

safe and appropriate drug transfer that are consistent with this division. 

(B) Medication donated under this division shall not be transferred by any participating entity more than 

once, and after it has been transferred, shall be dispensed to an eligible patient, destroyed, or returned 

to a reverse distributor or licensed waste hauler. 

(C) Medication transferred pursuant to this paragraph shall be transferred with documentation that 

identifies the drug name, strength, and quantity of the medication, and the donation facility from where 

the medication originated shall be identified on medication packaging or in accompanying 

documentation. The document shall include a statement that the medication may not be transferred to 

another participating entity and must be handled pursuant to subparagraph (B). A copy of this 

document shall be kept by the participating entity transferring the medication and the participating 

entity receiving the medication. 

(h) Medication that is donated to the repository and distribution program that does not meet the 

requirements of this division shall not be distributed or transferred under this program and shall be 

either destroyed or returned to a reverse distributor. This medication Donated medication that does 

not meet the requirements of this division shall not be sold, dispensed, or otherwise transferred to any 

other entity. 

(i) Medication (1) Except as provided in paragraph (2), medication donated to the repository and 

distribution program shall be maintained in the donated packaging units until dispensed to an eligible 

patient under this program, who presents a valid prescription. When dispensed to an eligible patient 

under this program, the medication shall be in a new and properly labeled container, specific to the 



                             

             

                               

                           

                           

                           

                           

                             

       

                             

                         

                           

                               

                     

                               

               

                       

                               

                                 

                         

                           

 

                             

                               

           

	 	 	 	 	 	 	 	 	 	
                               

                                   

                               

                                 

                     

                     

                               

 

eligible patient and ensuring the privacy of the individuals for whom the medication was initially 

dispensed. Expired medication shall not be dispensed. 

(2) A pharmacy that exists solely to operate the repository and distribution program may repackage a 

reasonable quantity of donated medicine in anticipation of dispensing the medicine to its patient 

population. The pharmacy shall have repackaging policies and procedures in place for identifying and 

recalling medications. Medication that is repackaged shall be labeled with the earliest expiration date. 

(j) Medication donated to the repository and distribution program shall be segregated from the 

participating entity’s other drug stock by physical means, for purposes including, but not limited to, 

inventory, accounting, and inspection. 

(k) A participating entity shall keep complete records of the acquisition and disposition of medication 

donated to, and transferred, dispensed, and destroyed under, the repository and distribution program. 

These records shall be kept separate from the participating entity’s other acquisition and disposition 

records and shall conform to the Pharmacy Law (Chapter 9 (commencing with Section 4000) of Division 

2 of the Business and Professions Code), including being readily retrievable. 

(l) Local and county protocols established pursuant to this division shall conform to the Pharmacy Law 

regarding packaging, transporting, storing, and dispensing all medications. 

(m) County protocols established for packaging, transporting, storing, and dispensing medications that 

require refrigeration, including, but not limited to, any biological product as defined in Section 351 of 

the Public Health Service Act (42 U.S.C. Sec. 262), an intravenously injected drug, or an infused drug, 

shall include specific procedures to ensure that these medications are packaged, transported, stored, 

and dispensed at appropriate temperatures and in accordance with USP standards and the Pharmacy 

Law. 

(n) Notwithstanding any other provision of law, a participating entity shall follow the same procedural 

drug pedigree requirements for donated drugs as it would follow for drugs purchased from a wholesaler 

or directly from a drug manufacturer. 

Section 56.10 of the Civil Code is amended to read: 
(a) A provider of health care, health care service plan, or contractor shall not disclose 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 provided in subdivision (b) or (c). 

(b) A provider of health care, a health care service plan, or a contractor shall disclose medical 

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, commission, or administrative agency for purposes of adjudication pursuant to its lawful 

authority. 



                                 

                               

                           

 

                           

                                         

   

                               

                                 

                       

                         

                             

                         

                                

                               

                               

                         

                             

                           

                             

                             

                                 

                                    

                          

                           

                                 

              

             

                                   

                               

                                 

                           

                               

                           

                             

(3) By a party to a proceeding before a court or administrative agency pursuant to a subpoena, 

subpoena duces tecum, 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 (commencing 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 tecum issued under Section 1282.6 of the Code of Civil Procedure, or another 

provision authorizing discovery in a proceeding before an arbitrator or arbitration panel. 

(6) By a 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 medical examiner, forensic pathologist, or coroner, when requested in the course of an 

investigation by the a medical examiner, forensic pathologist, or 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 deaths, suspicious deaths, unknown deaths, or criminal deaths, or upon notification of, or 

investigation of, imminent deaths that may involve organ or tissue donation pursuant to Section 

7151.15 of the Health and Safety Code, or when otherwise authorized by the decedent’s representative. 

Medical information requested by the a medical examiner, forensic pathologist, or coroner under this 

paragraph shall be limited to information regarding the patient who is the decedent and who is the 

subject of the investigation or who is the prospective donor and shall be disclosed to the a medical 

examiner, forensic pathologist, or coroner without delay upon request. A medical examiner, forensic 

pathologist, or coroner shall not disclose the information contained in the medical record obtained 

pursuant to this paragraph to a third party without a court order or authorization pursuant to paragraph 

(4) of subdivision (c) of Section 56.11. 

(9) When otherwise specifically required by law. 

(c) A provider of health care or a health care service plan may disclose medical information as follows: 

(1) The information 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 communication of patient information by radio transmission or 

other means between emergency medical personnel at the scene of an emergency, or in an emergency 

medical transport vehicle, and emergency medical personnel at a health facility licensed pursuant to 

Chapter 2 (commencing with Section 1250) of Division 2 of the Health and Safety Code. 



                               

                         

                               

                                     

                             

                                 

                               

                           

                               

                                   

                               

                   

                               

                             

                                 

                                 

                               

                         

                     

                             

                         

                           

                           

                               

           

                                       

                                 

                            

                             

                             

                               

                                 

                               

                           

                               

                    

                         

                       

(2) The information may be disclosed to an insurer, employer, health care service plan, hospital service 

plan, employee benefit plan, governmental authority, contractor, or other person or entity responsible 

for paying for health care services rendered to the patient, to the extent necessary to allow 

responsibility for payment 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 payment for health care services rendered by that provider of 

health care or health care service plan to the patient. 

(3) The information may be disclosed to a person or entity that provides billing, claims management, 

medical data processing, or other administrative services for providers of health care or health care 

service plans or for any of the persons or entities specified in paragraph (2). However, information so 

disclosed shall not be further disclosed by the recipient in a way that would violate this part. 

(4) The information may be disclosed to organized committees and agents of professional societies or of 

medical staffs of licensed hospitals, licensed health care service plans, professional standards review 

organizations, independent medical review organizations and their selected reviewers, utilization and 

quality control peer review organizations 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 may incur, if the committees, agents, health care service plans, organizations, reviewers, 

contractors, or persons are engaged in reviewing the competence 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. 

(5) The information in the possession of a provider of health care or a health care service plan may be 

reviewed by a private or public body responsible for licensing or accrediting the provider of health care 

or a health care service plan. However, no patient‐identifying medical information may be removed 

from the premises except as expressly permitted or required elsewhere by law, nor shall that 

information be further disclosed by the recipient in a way that would violate this part. 

(6) The information may be disclosed to the a medical examiner, forensic pathologist, or county 

coroner in the course of an investigation by the a medical examiner, forensic pathologist, or coroner’s 

office when requested for all purposes not included in paragraph (8) of subdivision (b). A medical 

examiner, forensic pathologist, or coroner shall not disclose the information contained in the medical 

record obtained pursuant to this paragraph to a third party without a court order or authorization 

pursuant to paragraph (4) of subdivision (c) of Section 56.11. 

(7) The information may be disclosed to public agencies, clinical investigators, including investigators 

conducting epidemiologic studies, health care research organizations, and accredited public or private 



                         

                                 

               

                                     

                           

                               

   

                                   

                                     

                             

       

                                 

                               

                     

                                       

                                 

                                 

                                   

                                 

                             

     

                                   

                                 

                                 

                               

     

                                       

                           

                                       

                           

                                 

             

                             

                               

                       

                           

nonprofit educational or health care institutions for bona fide research purposes. However, no 

information so disclosed shall be further disclosed by the recipient in a way that would disclose the 

identity of a patient or violate this part. 

(8) A provider of health care or health care service plan that has created medical information as a result 

of employment‐related health care services to an employee conducted at the specific prior written 

request and expense of the employer may disclose to the employee’s employer that part of the 

information that: 

(A) Is relevant in a lawsuit, arbitration, grievance, or other claim or challenge to which the employer and 

the employee are parties and in which the patient has placed in issue his or her medical history, mental 

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 from work for 

medical reasons or limit the patient’s fitness to perform 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 a health care service plan is notified in writing of an agreement 

by the sponsor, insurer, or administrator to the contrary, the information 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 information was 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 information shall not otherwise be disclosed by a health care service plan except in accordance 

with this part. 

(11) This part does not 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 (commencing with 

Section 791) of Chapter 1 of Part 2 of Division 1 of the Insurance Code, of medical information if the 

insurance institution, agent, or support organization has complied with all of the requirements for 

obtaining the information pursuant to Article 6.6 (commencing with Section 791) of Chapter 1 of Part 2 

of Division 1 of the Insurance Code. 

(12) The information relevant to the patient’s condition, care, and treatment provided may be disclosed 

to a probate court investigator in the course of an investigation required or authorized in a 

conservatorship proceeding under the Guardianship‐Conservatorship Law as defined in Section 1400 of 

the Probate Code, or to a probate court investigator, probation officer, or domestic relations 



                             

 

                               

                                   

                               

                                   

 

                             

                               

                               

                                   

                               

               

                             

                           

             

                               

                           

                               

                 

                               

                                 

                                 

                               

                               

                           

                                     

                                 

                         

                             

                               

           

                                   

                           

                                   

                           

                       

investigator engaged in determining the need for an initial guardianship or continuation of an existing 

guardianship. 

(13) The information may be disclosed to an organ procurement 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, 

“tissue bank” and “tissue” have the same meanings as defined in Section 1635 of the Health and Safety 

Code. 

(14) The information may be disclosed when the disclosure is otherwise specifically authorized by law, 

including, but not limited to, the voluntary reporting, either directly or indirectly, to the federal Food 

and Drug Administration of adverse events related to drug products or medical device problems, or to 

disclosures made pursuant to subdivisions (b) and (c) of Section 11167 of the Penal Code by a person 

making a report pursuant to Sections 11165.9 and 11166 of the Penal Code, provided that those 

disclosures concern a report made by that person. 

(15) Basic information, including the patient’s name, city of residence, age, sex, and general condition, 

may be disclosed to a state‐recognized or federally recognized disaster relief organization for the 

purpose of responding to disaster welfare inquiries. 

(16) The information may be disclosed to a third party for purposes of encoding, encrypting, or 

otherwise anonymizing data. However, no information so disclosed shall be further disclosed by the 

recipient in a way that would violate this part, including the unauthorized manipulation of coded or 

encrypted medical information that reveals individually identifiable medical information. 

(17) For purposes of disease management programs and services as defined in Section 1399.901 of the 

Health and Safety Code, information may be disclosed as follows: (A) to an entity contracting with a 

health care service plan or the health care service plan’s contractors to monitor or administer care of 

enrollees for a covered benefit, if the disease management services and care are authorized by a 

treating physician, or (B) to a disease management organization, as defined in Section 1399.900 of the 

Health and Safety Code, that complies fully with the physician authorization requirements of Section 

1399.902 of the Health and Safety Code, if 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. This paragraph does not require physician 

authorization for the care or treatment of the adherents of a well‐recognized church or religious 

denomination 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, as permitted by state and federal law or regulation, 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, including, but not limited to, birth or 

death, and the conduct of public health surveillance, public health investigations, and public health 

interventions, as authorized or required by state or federal law or regulation. 



                             

                                 

                                 

                                     

                             

                     

                                 

                                 

                               

                               

                           

                             

                               

                             

                                 

                               

                                 

                       

                               

                 

                                   

                                       

                           

       

                                 

                               

                                   

                           

                                     

                             

                                 

                               

               

                                 

                               

(19) The information may be disclosed, consistent with applicable law and standards of ethical conduct, 

by a psychotherapist, as defined in Section 1010 of the Evidence Code, if the psychotherapist, in good 

faith, believes the disclosure is necessary to prevent or lessen a serious and imminent threat to the 

health or safety of a reasonably foreseeable victim or victims, and the disclosure is made to a person or 

persons reasonably able to prevent or lessen the threat, including the target of the threat. 

(20) The information may be disclosed as described in Section 56.103. 

(21) (A) The information may be disclosed to an employee welfare benefit plan, as defined under Section 

3(1) of the Employee Retirement Income Security Act of 1974 (29 U.S.C. Sec. 1002(1)), which is formed 

under Section 302(c)(5) of the Taft‐Hartley Act (29 U.S.C. Sec. 186(c)(5)), to the extent that the 

employee welfare benefit plan provides medical care, and may also be disclosed to an entity contracting 

with the employee welfare benefit plan for billing, claims management, medical data processing, or 

other administrative services related to the provision of medical care to persons enrolled in the 

employee welfare benefit plan for health care coverage, if all of the following conditions are met: 

(i) The disclosure is for the purpose of determining eligibility, coordinating benefits, or allowing the 

employee welfare benefit plan or the contracting entity to advocate on the behalf of a patient or 

enrollee with a provider, a health care service plan, or a state or federal regulatory agency. 

(ii) The request for the information is accompanied by a written authorization for the release of the 

information submitted in a manner consistent with subdivision (a) and Section 56.11. 

(iii) The disclosure is authorized by and made in a manner consistent with the Health Insurance 

Portability and Accountability Act of 1996 (Public Law 104‐191). 

(iv) Any information disclosed is not further used or disclosed by the recipient in any way that would 

directly or indirectly violate this part or the restrictions imposed by Part 164 of Title 45 of the Code of 

Federal Regulations, including the manipulation of the information in any way that might reveal 

individually identifiable medical information. 

(B) For purposes of this paragraph, Section 1374.8 of the Health and Safety Code shall not apply. 

(22) Information may be disclosed pursuant to subdivision (a) of Section 15633.5 of the Welfare and 

Institutions Code by a person required to make a report pursuant to Section 15630 of the Welfare and 

Institutions Code, provided that the disclosure under subdivision (a) of Section 15633.5 concerns a 

report made by that person. Covered entities, as they are defined in Section 160.103 of Title 45 of the 

Code of Federal Regulations, shall comply with the requirements of the Health Insurance Portability and 

Accountability Act (HIPAA) privacy rule pursuant to subsection (c) of Section 164.512 of Title 45 of the 

Code of Federal Regulations if the disclosure is not for the purpose of public health surveillance, 

investigation, intervention, or reporting an injury or death. 

(d) Except to the extent expressly authorized by a patient, enrollee, or subscriber, or as provided by 

subdivisions (b) and (c), a provider of health care, health care service plan, contractor, or corporation 



                               

                             

                                   

                               

                               

                                 

                                         

                           

                               

                                   

                               

                               

 

	 	
                              

                                

       

and its subsidiaries and affiliates shall not intentionally share, sell, use for marketing, or otherwise use 

medical information for a purpose not necessary to provide health care services to the patient. 

(e) Except to the extent expressly authorized by a patient or enrollee or subscriber or as provided by 

subdivisions (b) and (c), a contractor or corporation and its subsidiaries and affiliates shall not 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 

a 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 employer. 

(f) For purposes of this section, a reference to a “medical examiner, forensic pathologist, or coroner” 

means a coroner or deputy coroner as described in subdivision (c) of Section 830.35 of the Penal Code, 

or a licensed physician who currently performs official autopsies on behalf of a county coroner’s office 

or a medical examiner’s office, whether as a government employee or under contract to that office. 

Regulation Changes 
Changes to Regulations are made throughout the year. There are significant changes to the board’s 

compounding regulations, Section 1735 et seq. and Section 1751 et seq. The language can be obtained 

from the following link ‐ ‐ http://www.pharmacy.ca.gov/laws_regs/1735_ooa_aprvd.pdf 

http://www.pharmacy.ca.gov/laws_regs/1735_ooa_aprvd.pdf

