2025 LAWBOOK FOR PHARMACY

The Pharmacy Law
(Business and Professions Code 4000 et seq.)

Excerpts from the Business and Professions Code
Board of Pharmacy Regulations
(California Code of Regulations,

Title 16, Section 1700 et seq.)

Excerpts from
The California Uniform Controlled Substances Act
(Health and Safety Code 11000 et seq.)

Excerpts from
The Confidentiality of Medical Information Act
(Civil Code 56 et seq.)

Excerpts from the Public Resources Code
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Be Aware & Take Care

Resources for Searching Current
California Laws and Regulations:
http://leginfo.legislature.ca.gov
https://govt.westlaw.com/calregs
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Section
4000.
4001.
4001.1.
4001.5.
4002.
4003.
4004.
4005.
4006.
4007.
4008.
40009.

4010.
4011.

4012.
4013.

Section
4015.
4016.
4016.5.
4017.
4017.3

4018.
4019.

BUSINESS & PROFESSIONS CODE
CHAPTER 9, DIVISION 2

Article 1. Administration

Chapter Title

Board of Pharmacy; Appointment; Terms

Purpose of the Board: Protection of the Public
Pharmacist Shortage; Recommendations to Alleviate
Officers

Executive Officer; Records; Revenue

Teaching by Board Members

Adoption of Rules and Regulations

Regulations Restricting Furnishing of Particular Drug
Limitations of Rules

Inspectors; Authority as Public Officers

Board Rules; Exemption from Coverage under Industrial
Welfare Commission Rules

Immunity of Officers

Administration and Enforcement of Uniform Controlled
Substances Act

Board to Provide Copy of Laws or Regulations
Board-Licensed Facilities to Join E-Mail Notification List

Article 2. Definitions

Definitions to Govern Construction

Administer

Advanced Practice Pharmacist

Authorized Officers of the Law

Automated Drug Delivery System; Automated Unit Dose
System; Automated Patient Dispensing System

Board

Chart Order



4021.
4021.5.
4022.
4022.5.

4022.6.
4022.7.
4023.
4023.5.
4024.
4025.
4025.2.
4025.1.
4026.
4026.5
4027.

4028.
4029.
4030.
4031.
4032.
4033.
4033.3
4034.
4034.5

4035.
4036.
4036.5.
4037.
4038.
4039.
4040.
4040.5.

Controlled Substance

Correctional Pharmacy

Dangerous Drug - Dangerous Device Defined
Designated Representative; Designated Representative-
in-Charge

Designated Representative-Reverse Distributor
Designated Representative-3PL; Responsible Manager
Device

Direct Supervision and Control

Dispense

Drug

Nonprescription Diabetes Test Device
Non-Prescription Drug

Furnish

Good Standing

Skilled Nursing Facility - Intermediate Care Facility -
Other Health Care Facilities

Licensed Hospital

Hospital Pharmacy

Intern Pharmacist

Laboratory

License

Manufacturer

Remote Dispensing Site Pharmacy

Outsourcing Facility

Emergency Medical Services Automated Drug Delivery
System

Person

Pharmacist

Pharmacist-in-Charge

Pharmacy

Pharmacy Technician

Physician; Other Practitioners Defined

Prescription; Content Requirements

Reverse Distributor



4041.
4042.
4043.
4044.
4044.3
4044.5.
4044.6.
4044.7.
4045.
4045.

Veterinary Food-Animal Drug Retailer
Veterinary Food-Animal Drugs
Wholesaler

Repackager

Remote Dispensing Site Pharmacy
Reverse Third-Party Logistics Provider
Supervising Pharmacy

Telepharmacy

Third-Party Logistics Provider

Surplus Medication Collection and Distribution
Intermediary

Article 3. Scope of Practice and Exemptions

Section
4050.
4051.
4052.
4052.01.
4052.02.

4052.03.

4052.04.
4052.1.

4052.2.

4052.3.

4052.4.

Legislative Declaration

Conduct Limited to Pharmacist; Conduct Authorized by
Pharmacist

Furnishing to Prescriber; Permitted Pharmacist
Procedures

Furnishing of Naloxone Hydrochloride; Permitted
Procedures by Pharmacist

Initiating and Furnishing of HIV Preexposure
Prophylaxis by Pharmacist

Initiating and Furnishing of HIV Preexposure
Prophylaxis by Pharmacist

Pharmacists may furnish COVID-19 oral therapeutics
Permitted Pharmacist Procedures in Licensed Health
Care Facility

Permitted Pharmacist Procedures in Health Care
Facility, Home Health Agency or Clinic with Physician
Oversight

Emergency Contraception Drug Therapy; Requirements
and Limitations

Conditions Permitting Pharmacists to Perform Skin
Puncture and CLIA-Waived Tests
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4052.5.
4052.6.
4052.7.
4052.8.
4052.9.

4052.10.
4053.

4053.1.

4053.2.

4054.

4055.
4056.

4057.
4058.
4059.

4059.5.

4060.

4061.

4062.
4063.

4064.

Pharmacist May Select Different Form of Medication
with Same Active Chemical Ingredient; Exceptions
Advanced Practice Pharmacist; Permitted Procedures
Repackage Previously Dispensed Drug; Requirements
Initiation and Administration of Vaccines; Requirements
Pharmacist Furnishing Nicotine Replacement Products;
Requirements

Partial Fills of Schedule Il Controlled Substance
Designated Representative to Supervise Wholesaler or
Veterinary Food-Animal Drug Retailer

Designated Representative-3PL to Supervise Third-Party
Logistics Provider

Designated Representative-Reverse Distributor —
Licensing; Requirements

Supply by Manufacturer, etc. of Certain Dialysis Drugs
and Devices

Sale of Devices to Licensed Clinics, etc.

Purchase of Drugs at Wholesale - Hospital Containing
100 Beds or Less

Exceptions to Application of this Chapter

Display of Original License

Furnishing Dangerous Drugs or Devices Prohibited
Without Prescription: Exceptions

Who May Order Dangerous Drugs or Devices:
Exceptions; Compliance with Laws of All Involved
Jurisdictions

Controlled Substance - Prescription Required;
Exceptions

Distribution of Drug as Sample; Written Request
Required

Furnishing Dangerous Drugs during Emergency

Refill of Prescription for Dangerous Drug or Device
Requires Prescriber Authorization

Emergency Refill of Prescription without Prescriber
Authorization



4064.5. Dispensing a 90-Day Supply of a Dangerous Drug or
Device; Requirements and Exceptions

4065. Injection Card System; Requirements for Administration

4066.  Furnishing Dangerous Drugs to Master or First Officer of
Vessel

4067. Internet; Dispensing Dangerous Drugs or Devices

without Prescription

4068. Dispense Dangerous Drugs or Controlled Substances to
Emergency Room Patient; Requirements

4069. Dispensing or Furnishing a Dangerous Drug Pursuant to
a Veterinary Prescription; Drug Documentation

Article 4. Requirements for Prescriptions
Section
4070.  Reduction of Oral or Electronic Prescription to Writing
4071.  Prescriber May Authorize Agent to Transmit
Prescription; Schedule Il Excluded
4071.1. Electronic Prescription Entry into Pharmacy or Hospital

Computer

4072.  Oral or Electronic Transmission of Prescription - Health
Care Facility

4073.  Substitution of Generic Drug - Requirements and
Exceptions

4073.5. Substitution of Alternative Biological Product;
Requirements and Exceptions

4074.  Drug Risk: Informing Patient; Providing Consultation for
Discharge Medications

4075.  Proof of Identity Required - Oral or Electronic
Prescription

4076.  Prescription Container - Requirements for Labeling

4076.5. Standardized, Patient-Centered Prescription Labels;
Requirements

4076.6. Patient-Centered Prescription Labels; Translated
Directions for Use; Requirements

4076.7. Caution Label Required for Drug Containing an Opioid
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4076.8.
4077.

4078.
4079.

Section
4080.

4081.

4082.

4083.
4084.

4084.1.
4085.

4086.

Section
4100.
4101.

4103.
4104.

4105.

Prescription Drug Labels: Accessibility

Dispensing Dangerous Drug in Incorrectly Labeled
Container

False or Misleading Label on Prescription

Availability of a Lower Retail Price for a Covered Drug

Article 5. Authority of Inspectors

Stock of Dangerous Drugs and Devices Kept Open for
Inspection

Records of Dangerous Drugs and Devices Kept Open for
Inspection; Maintenance of Records, Current Inventory
Names of Owners, Managers and Employees Open for
Inspection

Orders of Correction

Adulterated, Misbranded or Counterfeit Dangerous
Drug or Device

Embargo of Nonprescription Diabetes Test Devices
Unlawful to Remove, Sell, Dispose of Embargoed
Dangerous Drug or Dangerous Device

Adulterated or Counterfeit Dangerous Drug or
Dangerous Device; Court Proceedings

Article 6. General Requirements

Change of Address or Name - Notification to Board
Pharmacist-in-Charge, Designated Representative-in-
Charge: Termination of Employment; Notification to
Board

Blood Pressure - Taking by Pharmacist

Licensed Employee, Theft or Impairment: Pharmacy
Procedures

Retaining Records of Dangerous Drugs and Devices on
Licensed Premises; Temporary Removal; Waivers;
Access to Electronically Maintained Records
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4106.
4107.
4107.5.

Section
4110.

4110.5
4111.
4112.
4113.
4113.1.
4113.5.
4113.6.
4113.7.
4114.
4115.

4115.5.

4116.

4117.

4118.
4118.5.

License Verification Using Board Web Site

One Site License per Premises; Exception
Counterfeit Dangerous Drugs or Device; Fraudulent
Transaction; Required Notice to the Board

Article 7. Pharmacies

License Required; Temporary Permit upon Transfer of
Ownership; Temporary Use of Mobile Pharmacy
Pharmacies: Mobile Units

Restrictions on Prescriber Ownership

Nonresident Pharmacy: Registration; Provision of
Information to Board; Maintaining Records; Patient
Consultation

Pharmacist in Charge: Notification to Board;
Responsibilities

Reporting medication errors

Community Pharmacies: Required Staffing

Staffing requirements for chain community pharmacy
Prohibition on Quotas Related to Pharmacist or
Pharmacy Technician Duties

Intern Pharmacist: Activities Permitted

Pharmacy Technician: Activities Permitted; Required
Supervision; Activities Limited to Pharmacist;
Registration; Requirements for Registration; Ratios
Pharmacy Technician Trainee; Placement; Supervision;
Requirements

Security of Dangerous Drugs and Devices in Pharmacy:
Pharmacist Responsibility for Individuals on Premises;
Regulations

Admission to Area Where Narcotics are Stored, etc. -
Who May Enter

Waiving of Minimum Requirements by Board

Hospital Pharmacies: Medication Profiles or Lists for
High-Risk Patients



4119.

4119.01.

4119.2.

4119.3.

4119.5.

4119.6.

4119.7.

4119.8.

4119.9.
4119.10.
4119.11.
4120.
4121.

4122.

4123.

Furnish Prescription Drug to Licensed Health Care
Facility — Secured Emergency Supplies

Emergency Medical Services Automated Drug Delivery
Systems — Licensing; Fee; Restocking and Removing
Drugs; Inventory and Reconciliation; Record Keeping;
Licensed Designated Paramedic

Furnish Epinephrine Auto-Injectors to School;
Requirements

Furnish Epinephrine Auto-Injectors to First Responder
or Lay Rescuer; Requirements

Transfer or Repackaging Dangerous Drugs by Pharmacy
Health Care Facility; Stocking of Emergency
Pharmaceutical Supplies Container and Emergency
Medical System Supplies

Health Care Facility; Inspection of Drugs; Furnishing Per
Standing Orders, etc.

Naloxone Hydrochloride Furnished to School District,
County Office of Education or Charter School; Records
Requirements

Naloxone Hydrochloride Furnished to a Law
Enforcement Agency

Conditions Permitting Pharmacies to Perform CLIA-
Waived Tests

Automated Patient Dispensing Systems

Nonresident Pharmacy: Registration Required
Advertisement for Prescription Drug: Requirements;
Restrictions

Required Notice of Availability of Prescription Price
Information, General Product Availability, Pharmacy
Services; Providing Drug Price Information; Limitations
on Price Information Requests

Compounding Drug for Other Pharmacy for Parenteral
Therapy; Notice to Board



4124.

4125.

4126.

4126.5.
4126.8

4126.9.
4126.10.

Dispensing Replacement Contact Lenses: Requirements;
Patient Warnings; Registration with Medical Board;
Application of Section to Nonresident Pharmacies
Pharmacy Quality Assurance Program Required; Records
Considered Peer Review Documents

Covered Entity May Contract with Pharmacy to Provide
Pharmacy Services; Segregation of Drug Stock; Return of
Drugs not Dispensed; Wholesale License Not Permitted
or Required

Furnishing Dangerous Drug by Pharmacy

Compounding Consistent with United States
Pharmacopeia — National Formulary

Recall of Nonsterile Compounded Drugs: Requirements
Reporting Requirements for Interstate Distribution of
Compounded Human Drug Preparations

Article 7.5. Compounded Sterile Drug Products

Section
4127.
4127.1.

4127.2.
4127.3.
4127.4.
4127.6.
4127.7.

4127.8.

4127.15.

Board Shall Adopt Regulations Establishing Standards
License for Compounding Sterile Drug Products;
Requirements; Exceptions

Nonresident Pharmacy License for Compounding and
Shipping Sterile Drug Products into California;
Requirements; Adverse Effects Reporting

Cease and Desist Order; Hearing

Fine for Violation

Article Operative upon Allocation of Positions
Temporary License to Compound Injectable Sterile Drug
Products When a Change of Ownership

Pharmacies that Compound Sterile Drug Products;
Recalls; Requirements

Hospital Satellite Compounding Pharmacy

Article 7.6. Centralized Hospital Packaging Pharmacy

Section
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4128.
4128.2.
4128.3.

4128.4.

4128.5.
4128.6.
4128.7.

Section
4129.

4129.1.
4129.2.
4129.3.
4129.4.
4129.5.
4129.8.
4129.9.

Centralized Hospital Packaging

Specialty License Required; Application; Fees

Preparing and Storing Limited Quantity of Unit Dose
Drugs in Advance of a Patient-Specific Prescription
Barcode Required; Information Retrievable Upon
Reading Barcode

Labeling for Unit Dose Medications

Compounding

Integrity, Potency, Quality and Labeled Strength of Unit
Dose Drug Products

Article 7.7. Outsourcing Facilities

Outsourcing Facility; License Required

Licensing Requirements

Nonresident Outsourcing Facility; License Required
Board Report to the Legislature

Cease and Desist Order

Violation Fine

Temporary License

Recall: Notice Required

Article 8. Telepharmacy Systems and Remote

Section
4130.

4131.

4132.

Dispensing Site Pharmacies

Remote Dispensing Site Pharmacy — Use of
Telepharmacy System; Medically Underserved Areas;
Staffing; Transition to Full-Service Pharmacy

Remote Dispensing Site Pharmacy — Distance from
Supervising Pharmacy; Common Ownership; Staffing by
Pharmacy Technician; Pharmacist-in-Charge

Remote Dispensing Site Pharmacy — Pharmacy
Technician; Permitted Duties; Prohibited Duties;
Pharmacist-to-Pharmacy Technician Ratio
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4133.

4134.

4135.

Telepharmacy System — Audio-Visual System; Use in
Patient Counseling; System Capabilities; Recordkeeping
Remote Dispensing Site Pharmacy — Pharmacist
Inspection; Perpetual Inventory; Securing Controlled
Substances; Inventory and Reconciliation; Requirement
to Report Losses

Remote Dispensing Site Pharmacy — Alarm Required,;
Closed When Supervising Pharmacy Is Closed;
Maintaining Surveillance Recording

Article 9. Hypodermic Needles and Syringes

Section
4141.
4143.
4144.5.
4145.5.

4146.
4147.
4148.5.
4149.

Section
4150.
4151.
4152,
4153.
4154,
4155.
4156.

Furnishing without License

Exemption: Sale to Other Entity, Physician, etc.
Industrial Use; Exception

Conditions for Furnishing Hypodermic Needles and
Syringes for Human Use or Specified Animal Use
without a Prescription

Needle/Syringe Return in Sharps Container
Disposal of Needle or Syringe

Confiscation if Found Outside Licensed Premises
Sale by Nonresident Distributor; License Required

Article 10. Pharmacy Corporations

Definitions

Licensure Requirements

Corporate Name Requirements
Shareholder Income While Disqualified
Regulations Authorized

Corporate Form Not Required
Unprofessional Conduct by Corporation

Article 11. Wholesalers and Manufacturers

Section
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4160.
4160.5.

4161.
4161.5.

4162.

4162.5.

4163.

4164.

4165.

4166.

4167.

4168.
4169.
4169.1.

Wholesaler: License Required

Nonprescription Diabetes Test Devices — Authorized
Distributors Posted on Board Website

Nonresident Wholesaler Requirements

Nonresident Wholesaler or Nonresident Third-Party
Logistics Provider

Wholesaler or Third-Party Logistics Provider; Surety
Bond Requirements

Nonresident Wholesaler or Nonresident Third-Party
Logistics Provider; Surety Bond Requirements
Unauthorized Furnishing by Manufacturer or
Wholesaler

Reports Required

Sale or Transfer of Dangerous Drug or Device into State:
Furnishing Records to Authorized Officer on Demand,;
Citation for Non-compliance

Shipping of Dangerous Drugs or Devices - Wholesaler or
Distributor Liable for Security and Integrity until
Delivery

Wholesaler: Bar on Obtaining Dangerous Drugs or
Devices It Cannot Maintain on Licensed Premises
Board License Required for Local Business License
Prohibited Acts

Wholesaler Obligation to Report Suspicious Orders to
Board

Article 11.5. Surplus Medication Collection and

Section
4169.5.

Distribution Intermediaries

Surplus Medication Collection and Distribution
Intermediary; License Required
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Article 11.7 Cancer Medication Collection and
Distribution: Registry of Participating
Practitioners
Section

4169.7. Requirements for Participating in Registry
4169.8. Article Repeal Date

Article 12. Prescriber Dispensing

Section

4170. Dispensing by Prescriber: Requirements and
Restrictions; Enforcement

4170.5. Veterinarian in Teaching Hospital May Dispense and
Administer Dangerous Drugs and Devices; Requirements

4171.  Exceptions to Section 4170: Samples; Clinics;
Veterinarians; Narcotic Treatment Programs; Certain
Cancer Medications

4172.  Storage Requirements

4173. Dispensing by Registered Nurses

4174.  Dispensing by Pharmacist upon Order of Nurse
Practitioner

4175.  Processing of Complaints

Article 13. Nonprofit or Free Clinics

Section

4180. Purchase of Drugs at Wholesale Only with License:
Eligible Clinics

4181. License Requirements; Policies and Procedures; Who
May Dispense

4182. Duties of Professional Director; Consulting Pharmacist
Required

4183. No Professional Dispensing Fee

4184. Dispensing Schedule Il Substance by Clinic is Prohibited

14



4185.
4186.

Section
4187.
4187.1.

4187.2.
4187.3.

4187.4.
4187.5.

Section

4190.

4191.

4192.

4193.

4194.

4195.

Inspection Permitted
Automated Drug Delivery Systems

Article 13.5
Correctional Clinics

Correctional Clinics

Correctional Clinics: Licensing; Dispensing and
Administering of Drugs

Correctional Clinics: Policies and Procedures
Correctional Clinics: Administering Controlled
Substances

Correctional Clinics: Board Inspections

Correctional Clinics: Automated Drug Delivery Systems

Article 14. Clinics

Clinic Defined; License Required; Purchase of Drugs at
Wholesale: Drug Distribution Service of a Clinic;
Information Reported to the Board

Compliance with Department of Health Services
Requirements; Who May Dispense Drugs

Duties of Professional Director; Providing Information to
Board

Clinic Not Eligible for Professional Dispensing Fee; Ban
on Offering Drugs for Sale

Dispensing of Schedule Il Substance by Clinic Prohibited;
Physician May Dispense; Administration Authorized in
Clinic

Inspection Authorized
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Article 15. Veterinary Food-Animal Drug Retailers

Section

4196.

4197.

4198.

4199.

Section
4200.

4200.1.

4200.2.

4200.3.

4200.4.

4200.5.

4201.

4202.

4202.5.

License Required: Temporary License on Transfer of
Ownership; Board Approval of Designated
Representative-in-Charge

Minimum Standards: Security; Sanitation; Board
Regulations; Waivers

Written Policies and Procedures Required: Contents;
Training of Personnel; Quality Assurance; Consulting
Pharmacist

Labeling Requirements; Maintaining Prescription
Records

Article 16. Applications

Pharmacist License Requirements: Age; Education;
Experience; Examination; Proof of Qualifications; Fees
Multiple Failures of License Examination: Additional
Education Requirement

California Practice Standards and Jurisprudence
Examination for Pharmacist; Required Inclusions
Examination Process to be Reviewed Regularly;
Required Standards

Retaking National Examination after Failure; Waiting
Period

Retired Licensee: Eligibility; Bar on Practice;
Requirement for Restoration to Active Status
Application Form: Required Information; Authority
Granted by License; Reporting Changes in Beneficial
Ownership

Pharmacy Technician: License Requirements for
Education, Experience; Board Regulations; Criminal
Background Check; Discipline

Designated Paramedic License; Fee
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4202.6.
4203.

4203.5.
4203.6.

4204.
4205.

4207.
4208.
42009.

4210.
4211.

Section
4231,

4232.
4232.5.

4233.

4234.

Section
4240.

Denial of Federal Registration to Distribute Controlled
Substances

Non-Profit Clinic License Application: Form;
Investigation

Clinic Application

Correctional Clinics: License Application

Surgical Clinic Application: Form; Investigation

Sale or Dispensing of Hypodermic Syringes and Needles:
When Separate License Required; Form and Content of
Application; Renewability; Discipline

Investigation by Board

Intern Pharmacist License

Intern Pharmacist; Minimum Hours of Practice to Apply
for Pharmacist Exam

Advanced Practice Pharmacist License

Advanced Practice Pharmacist; License Renewal; Placed

on Inactive Status by Board
Article 17. Continuing Education

Requirements for Renewal of Pharmacist License: Clock
Hours; Exemption for New Licensee

Content of Courses

Continuing Education Requirement for Prescribing
Schedule Il Controlled Substances

Advanced Practice Pharmacist; Continuing Education
Requirements

Exceptions: Emergencies; Hardship

Article 18. Poisons

California Hazardous Substances Act; Application of Act
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Section
4300.

4300.1.

4301.

4301.1.
4301.5.

4302.

4303.
4303.1.

4304.
4305.

4305.5.

4306.

4306.5.

4306.6.

4307.

Article 19. Disciplinary Proceedings

Revocation and Suspension: Authority; Conditions;
Issuance of Probationary License; Application of
Administrative Procedure Act; Judicial Review

Board Authority to Render a Decision on a License
Obtaining License by Fraud or Misrepresentation;
Unprofessional Conduct

Investigative Priority: Greatest Threat of Patient Harm
Pharmacist License; Out-of-State Suspension or
Revocation to Apply to California License

Discipline of Corporate Licensee for Conduct of Officer,
Director, Shareholder

Nonresident Pharmacy: Grounds for Discipline
Outsourcing Facility: License Canceled, Revoked or
Suspended by Operation of Law

Nonresident Wholesaler: Authority to Discipline
Disciplinary Grounds: Failure of Pharmacy, Pharmacist
to Notify Board of Termination of Pharmacist-in-Charge;
Continuing to Operate Without Pharmacist
Disciplinary Grounds: Failure of Wholesaler, Veterinary
Food-Animal Drug Retailer or Third-Party Logistics
Provider to Notify Board of Termination of Designated
Representative-in-Charge or Responsible Manager;
Continuing to Operate Without a Designated
Representative-in-Charge or Responsible Manager
Violation of Professional Corporation Act as
Unprofessional Conduct

Acts or Omissions by Pharmacist: Unprofessional
Conduct

Mitigating Factors for Pharmacist-in-Charge Reporting
Violations of Others

Individuals with Denied, Revoked, Suspended, etc.,
Licenses Prohibited from Pharmacy Ownership or
Association with Board Licensed Entities
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4308.

43009.

4310.

4311.

4312.

4313.
4314.
4315.
4316.
4316.5.
4317.

4317.5.

Section
4320.

4321.
4322.

4323.

Prohibited Association: Notification of Affected
Licensees Known to Board

Petition for Reinstatement, etc. of Disciplined License:
Time for Filing; Contents; Investigation; Hearing; Factors
to Be Considered; Effect of Ongoing Criminal Sentence
or Accusation or Petition to Revoke Probation

Notice of Denial of Application: Petition for Licensure;
Application of Administrative Procedure Act
Suspension of License for Felony Conviction: Automatic
Suspension; Summary Suspension; Other Suspensions;
Applicable Proceedings

Voiding License of Entity Remaining Closed: Notice;
Disposition of Stock; Distribution of Proceeds Where
Board Sells Stock

Evidence of Rehabilitation; Priority of Public Protection
Orders of Abatement

Letters of Admonishment

Cease and Desist Orders

Enforcement

Action Against Chain Community Pharmacy for Violating
Prohibition on Quotas

Fines for Repeated Violations by Chain Pharmacies

Article 20. Prohibitions and Offenses

Penalties for Violation of Pharmacy Law: Actions
Authorized; Who May File Actions

Penalties: Misdemeanors; Infractions

Misdemeanor or Infraction: False Representations to
Secure License for Self or Others; False Representation
of Licensure; Penalties

Misdemeanor: False Representation of Self as Physician,
Agent of Physician, etc. to Obtain Drug
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4324.

4325.

4327.

4328.

4329.

4330.

4331.

4332.

4333.

4335.

4336.

4337.
4338.

Felony or Misdemeanor: Forgery of Prescription;
Possession of Drugs Obtained Through Forged
Prescription

Misdemeanor: Manufacture, Possession, etc. of False
Prescription Blank

Misdemeanor: Sale, Dispensing, or Compounding While
under the Influence of Drugs or Alcoholic Beverages
Misdemeanor: Permitting Compounding, Dispensing, or
Furnishing by Non-Pharmacist

Misdemeanor: Non-Pharmacist Acting as Manager;
Compounding, Dispensing or Furnishing Drugs
Misdemeanor: Non-Pharmacist Owner Failing to Place
Pharmacist-in-Charge; Dispensing or Compounding
Except by Pharmacist; Interfering with Pharmacist-in-
Charge

Misdemeanor: Medical Device Retailer, Wholesaler,
Veterinary Food-Animal Drug Retailer Failing to Place
Pharmacist or Designated Representative-in-Charge;
Permitting Dispensing or Compounding Except by
Pharmacist or Designated Representative
Misdemeanor: Failure or Refusal to Maintain or Produce
Required Drug or Device Records; Willful Production of
False Records

Maintaining Prescriptions, Other Drug Records on
Premises, Open to Inspection; Waiver; Willful Failure to
Keep or Permit Inspection of Records of Prescriptions,
Other Records is Misdemeanor

Knowingly Failing to Arrange for Disposition of Stock of
Closed or Discontinued Business: Misdemeanor

Felony: Knowing or Willful Use of Minor to Violate
Specified Sections of Pharmacy Law: Exception for
Pharmacist Furnishing Pursuant to a Prescription
Distribution of Fines Collected

Additional Fines May be Assessed
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4339.

4340.

4341.
4342,

4343.

Section
4360.
4361.
4362.

4364.
4365.

4366.
4369.

4371.
4372.

4373.

Section
4380.

Board Action to Enjoin Violation of Pharmacy Law;
Exception for Certain Drugs and Devices

Unlawful Advertising by Nonresident Pharmacy Not
Registered with Board

Advertisement of Prescription Drugs or Devices
Actions by Board to Prevent Sales of Preparations or
Drugs Lacking Quality or Strength; Penalties for Knowing
or Willful Violation of Regulations Governing Those
Sales

Buildings: Prohibition Against Use of Certain Signs
Unless Licensed Pharmacy Within

Article 21. Pharmacists Recovery Program

Impaired Pharmacists: Legislative Intent

Definitions

Function of Program: Board Referrals; Voluntary,
Confidential Participation

Criteria for Participation to Be Established by Board
Contracting with Employee Assistance Program:
Selection

Function of the Employee Assistance Program
Board Referrals to Program: Written Information
Provided to Licensee; Termination for Non-Compliance;
Report to Board of Termination When Public Safety
Threatened; Authority to Discipline

Review of Activities of Program

Confidential Records; Exception for Disciplinary
Proceeding

Immunity from Civil Liability

Article 22. Unfair Trade Practices

Resale of Preferentially Priced Drugs: Prohibition;
Exceptions
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4381. Violation of Article as Unfair Competition; Private
Actions Authorized; Triple Damages and Attorneys’
Fees; Proof Required

4382. Board May Audit Sales to Walk-in Customers

Article 23. Revenue and Renewal
Section
4400. Fees
4401. Pharmacist: Biennial Renewal
4402. Cancellation: of Pharmacist after Non-Renewal for
Three Years; All Other Licenses after 60 Days
4403. Reissuance without Payment of Fees Prohibited
4404. Reissuance of Lost or Destroyed License; Proof of Loss,
etc.
4405. Disposition of Fines
4406. Report of Fees Collected
4407. Compensation of Members
4409. Pharmacist Scholarship Program, Donations

Article 24. Prescription Rates for Medicare

Beneficiaries

Section

4425.  Pharmacy Participation in Medi-Cal Program;
Conditions; Department of Health Care Services
Utilization Review and Monitoring

4426. Department of Health Services to Study Reimbursement
Rates

4427.65. Locations and Requirements for Operating Automated
Unit Dose System (AUDS)

22



Article 25. Automated Drug Delivery System

Section
4427.

4427.1.
4427.2.
4427.3.
4427.4.
4427.5.
4427.6.
4427.7.
4427 .8.

Section
4430.
4431,
4432,
4433,
4434,
4435,
4436.

4437.
4438.
4439.
4440.

4441.

Definitions of Drugs and Devices

Requirements for Installation or Operation
Licensing Requirements

Location Requirements

Ownership and Operation by Pharmacy

Personnel Training Required

Requirements for Using APDS

Self-Assessment and Recordkeeping Requirements
Report to Legislature during Sunset Process

CHAPTER 9.5, DIVISION 2
Audits of Pharmacy Benefits

Definitions for Audits of Pharmacy Benefits
Applicability of Chapter 9.5

Compliance

Payment for Pharmacy Audit

Confidentiality; Notification; List of Records Reviewed
Time of Audit; Notice

Pharmacy audit involving clinical judgment; legal validity
of prescription or other record

Time Period Covered

Preliminary audit report; final audit report
Jurisdiction

Compliance; Reimbursing Contracting Pharmacy for
Drug on Maximum Allowable Cost Basis

Pharmacy benefit managers; Duties; Disclosures
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Other Important Sections of the Business and
Professions Code

Section
31. Licensee or Applicant Name on Tax Delinquencies List
40. Expert Consultant Agreement

114.5. Applicants; Military Service Inquiry

115.4. Expedited Licensure For Honorably Discharged Member
of the Armed Forces

115.5. Expedited Licensure Process

125.3. Recovery of Investigation and Enforcement Costs:
Procedures; Proof; Enforcement

125.9. Citation and Fine

135.4  Expedited Licensure for Refugees, Asylees, and Special
Immigrant Visa Holders

139.5 License Application Processing Timeframes

144.5. Authority to Receive Certified Records

148. Unlicensed Activity

208. CURES Fee Assessment

209. CURES Prescription Drug Monitoring Program;
Application and Approval Process

315.2. Violation of Probation; Order for Licensee to Cease

Practice
315.4. Order Clinical Diagnostic Evaluation for Licensee
460. Licensed Department of Consumer Affairs Businesses
476. Licensure/Registration Related to Section 31
480. Denial of Licenses

494.5. License Shall Not be Issued, Reactivated, Reinstated, or
Renewed and be Suspended if Named on Certified Tax
Delinquencies List

650. Rebates or Discounts for Referral Prohibited

650.1. Lease Prohibition - Hospitals or Prescribers

651. Professional Advertising Requirements
652. Violation as Unprofessional Conduct
652.5. Violation as Misdemeanor

733. Dispensing Prescription Drugs and Devices
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750. Three Day Rule for Narcotic Drug Prescriptions

805.9. Adverse actions based on another state's law prohibited

850.1. Adverse actions based on another state's law prohibited

852. Provision of care to patient from a state where that care
is illegal does not constitute professional misconduct

2242.  Prescribing, Dispensing, or Furnishing Dangerous Drugs
without Prior Examination and Medical Indication

11345.2. Controlling Person for a Registrant

17500. False or Misleading Statements, Generally

22949.92. Grocery and Pharmacy Establishment Closure
Definitions

22949.92.1. Grocery and Pharmacy Establishment Closure
Requirements
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BUSINESS & PROFESSIONS CODE
CHAPTER 9, DIVISION 2

Article 1. Administration

4000. Chapter Title
This chapter constitutes, and may be cited as, the Pharmacy
Law.

4001. Board of Pharmacy; Appointment; Terms

(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 pharmacists who are
licensees in good standing and 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. Each appointing authority has power to
remove from office at any time any member of the board
appointed by that authority pursuant to Section 106.

(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, a compounding pharmacy specializing in human drug
preparations, 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
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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 their 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, 2026,
and as of that date is repealed. Notwithstanding any other law,
the repeal of this section renders the board subject to review by
the appropriate policy committees of the Legislature.

4001.1. Protection of the Public is Board’s Highest Priority
Protection of the public shall be the highest priority for the
California State Board of Pharmacy in exercising its licensing,
regulatory, and disciplinary functions. Whenever the protection
of the public is inconsistent with other interests sought to be
promoted, the protection of the public shall be paramount.

4002. Officers

(a) The board shall elect a president, a vice president, and a
treasurer. The officers of the board shall be elected by a majority
of the membership of the board.

(b) The principal office of the board shall be located in
Sacramento. The board shall hold a meeting at least once in
every four months. Members of the board may meet by
teleconference pursuant to Section 11123 of the Government
Code. Seven members of the board constitute a quorum.
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4003. Executive Officer; Records; Revenue

(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 them by this
chapter. The executive officer shall not be a member of the
board.

(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 their 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 them 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 them by the board.

(e) This section shall remain in effect only until January 1, 2026,
and as of that date is repealed.

4004. Teaching by Board Members
No member of the board shall teach pharmacy in any of its
branches, unless he or she teaches as either one of the following:
(a) A teacher in a public capacity and in a college of pharmacy.
(b) A teacher of an approved continuing education class as, or
under the control of, an accredited provider of continuing
education.

4005. Adoption of Rules and Regulations

(a) The board may adopt rules and regulations, not inconsistent
with the laws of this state, as may be necessary for the
protection of the public. Included therein shall be the right to
adopt rules and regulations as follows: for the proper and more
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effective enforcement and administration of this chapter;
pertaining to the practice of pharmacy; relating to the sanitation
of persons and establishments licensed under this chapter;
pertaining to establishments wherein any drug or device is
compounded, prepared, furnished, or dispensed; providing for
standards of minimum equipment for establishments licensed
under this chapter; pertaining to the sale of drugs by or through
any mechanical device; and relating to pharmacy practice
experience necessary for licensure as a pharmacist.

(b) Notwithstanding any provision of this chapter to the
contrary, the board may adopt regulations permitting the
dispensing of drugs or devices in emergency situations, and
permitting dispensing of drugs or devices pursuant to a
prescription of a person licensed to prescribe in a state other
than California where the person, if licensed in California in the
same licensure classification would, under California law, be
permitted to prescribe drugs or devices and where the
pharmacist has first interviewed the patient to determine the
authenticity of the prescription.

(c) The adoption, amendment, or repeal by the board of these
or any other board rules or regulations shall be in accordance
with Chapter 3.5 (commencing with Section 11340) of Part 1 of
Division 3 of Title 2 of the Government Code.

4006. Regulations Restricting Furnishing of Particular Drug

The board may adopt regulations consistent with this chapter
and Section 111485 of the Health and Safety Code or regulations
adopted thereunder, limiting or restricting the furnishing of a
particular drug upon a finding that the otherwise unrestricted
retail sale of the drug pursuant to Section 4057 is dangerous to
the public health or safety.
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4007. Limitations of Rules

(a) Nothing in Section 4005 shall be construed as authorizing the
board to adopt rules of professional conduct relating to price
fixing or advertising of commodities.

(b) Nothing in Section 4005 shall be construed as authorizing the
board to adopt any rule or regulation that would require that a
pharmacist personally perform any function for which the
education, experience, training, and specialized knowledge of a
pharmacist are not reasonably required. However, rules and
regulations may require that the function be performed only
under the effective supervision of a pharmacist who shall have
the overall responsibility for supervising all activities that take
place in the pharmacy.

4008. Inspectors; Authority as Public Officers

(a) Except as provided by Section 159.5, the board may employ
legal counsel and inspectors of pharmacy. The inspectors,
whether the inspectors are employed by the board or the
department’s Division of Investigation, may inspect during
business hours all pharmacies, wholesalers, dispensaries, stores,
or places where drugs or devices are compounded, prepared,
furnished, dispensed, or stored.

(b) Notwithstanding subdivision (a), a pharmacy inspector may
inspect or examine a physician’s office or clinic that does not
have a permit under Section 4180 or 4190 only to the extent
necessary to determine compliance with and to enforce either
Section 4080 or 4081.

(c) (1) (A) A pharmacy inspector employed by the board or in the
department’s Division of Investigation shall have the authority, as
a public officer, to arrest, without warrant, any person whenever
the officer has reasonable cause to believe that the person to be
arrested has, in the officer’s presence, violated a provision of this
chapter or of Division 10 (commencing with Section 11000) of the
Health and Safety Code.
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(B) If the violation is a felony, or if the arresting officer has
reasonable cause to believe that the person to be arrested has
violated any provision that is declared to be a felony, although no
felony has in fact been committed, the arresting officer may
make an arrest although the violation or suspected violation did
not occur in their presence.

(2) In any case in which an arrest authorized by this subdivision
is made for an offense declared to be a misdemeanor, and the
person arrested does not demand to be taken before a
magistrate, the arresting inspector may, instead of taking the
person before a magistrate, follow the procedure prescribed by
Chapter 5C (commencing with Section 853.5) of Title 3 of Part 2
of the Penal Code. That chapter shall thereafter apply with
reference to any proceeding based upon the issuance of a
citation pursuant to this authority.

(d) There shall be no civil liability on the part of, and no cause of
action shall arise against, a person, acting pursuant to subdivision
(a) within the scope of that person’s authority, for false arrest or
false imprisonment arising out of an arrest that is lawful, or that
the arresting officer, at the time of the arrest, had reasonable
cause to believe was lawful. An inspector shall not be deemed an
aggressor or lose their right to self-defense by the use of
reasonable force to effect the arrest, to prevent escape, or to
overcome resistance.

(e) Any inspector may serve all processes and notices throughout
the state.

(f) A pharmacy inspector employed by the board may enter a
facility licensed pursuant to subdivision (c) or (d) of Section 1250
of the Health and Safety Code to inspect an automated drug
delivery system operated pursuant to Section 4119.

(g) A pharmacy inspector employed by the board may enter the
location, or proposed location, of an automated drug delivery
system to inspect that automated drug delivery system or
proposed location pursuant to Article 25 (commencing with
Section 4427).
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4009. Board Rules; Exemption From Coverage Under Industrial
Welfare Commission Rules

The board may not adopt or amend any rule or regulation that
thereby would conflict with Section 1186 of the Labor Code.

4010. Immunity of Officers

All authorized officers of the law, while investigating violations
of this chapter in performance of their official duties, and any
person working under their immediate direction, supervision, or
instruction are immune from prosecution under this chapter.

4011. Administration and Enforcement of Uniform Controlled
Substances Act

The board shall administer and enforce this chapter and the
Uniform Controlled Substances Act (Division 10 (commencing
with Section 11000) of the Health and Safety Code).

4012. Board to Provide Copy of Laws or Regulations

The board shall upon request furnish any person with a copy of
the laws or regulations relating to dangerous drugs, the
furnishing or possession of which is restricted by this article or by
further rules of the board.

4013. Board licensed Facilities Required to Join Board’s E-Mail
Notification List

(a) Any facility licensed by the board shall join the board’s 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 email
address with the board’s email notification list within 30 days of a
change in the facility’s 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 email
address to the board’s email notification list, where the owner
maintains an electronic notice system within all of its licensed
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facilities that, upon receipt of an 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 within 60 days of initial licensure informing the board
of the single 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
email address with the board’s email notification list within 30
days of any change in the owner’s email address.

(d) (1) Each pharmacist, intern pharmacist, pharmacy technician,
designated representative, and 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 their 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.

Article 2. Definitions

4015. Definitions to Govern Construction

For purposes of this chapter, the definitions of the terms in this
article shall govern the construction of this chapter, unless
otherwise indicated.
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4016. Administer

"Administer" means the direct application of a drug or device to
the body of a patient or research subject by injection, inhalation,
ingestion, or other means.

4016.5. Advanced Practice Pharmacist

“Advanced practice pharmacist” means a licensed pharmacist
who has been recognized as an advanced practice pharmacist by
the board, pursuant to Section 4210. A board-recognized
advanced practice pharmacist is entitled to practice advanced
practice pharmacy, as described in Section 4052.6, within or
outside of a licensed pharmacy as authorized by this chapter.
4017. Authorized Officers of the Law

"Authorized officers of the law" means inspectors of the
California State Board of Pharmacy, inspectors of the Food and
Drug Branch of the State Department of Public Health, and
investigators of the department's Division of Investigation or
peace officers engaged in official investigations.

4017.3. Automated Drug Delivery System; Automated Unit
Dose System; Automated Patient Dispensing System

(a) An “automated drug delivery system” (ADDS) means a
mechanical system that performs operations or activities, other
than compounding or administration, relative to the storage,
dispensing, or distribution of drugs. An ADDS shall collect,
control, and maintain all transaction information to accurately
track the movement of drugs into and out of the system for
security, accuracy, and accountability.

(b) An “automated unit dose system” (AUDS) is an ADDS for
storage and retrieval of unit doses of drugs for administration to
patients by persons authorized to perform these functions.

(c) An “automated patient dispensing system” (APDS) is an ADDS
for storage and dispensing of prescribed drugs directly to
patients pursuant to prior authorization by a pharmacist.
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4018. Board
"Board" means the California State Board of Pharmacy.

4019. Chart Order

An "order," entered on the chart or medical record of a patient
registered in a hospital or a patient under emergency treatment
in the hospital, by or on the order of a practitioner authorized by
law to prescribe drugs, shall be authorization for the
administration of the drug from hospital floor or ward stocks
furnished by the hospital pharmacy or under licensure granted
under Section 4056, and shall be considered to be a prescription
if the medication is to be furnished directly to the patient by the
hospital pharmacy or another pharmacy furnishing prescribed
drugs for hospital patients; provided that the chart or medical
record of the patient contains all of the information required by
Sections 4040 and 4070 and the order is signed by the
practitioner authorized by law to prescribe drugs, if he or she is
present when the drugs are given. If he or she is not present
when the drugs are given, the order shall be signed either by the
attending physician responsible for the patient's care at the time
the drugs are given to the patient or by the practitioner who
ordered the drugs for the patient on the practitioner's next visit
to the hospital.

4021. Controlled Substance

"Controlled substance" means any substance listed in Chapter 2
(commencing with Section 11053) of Division 10 of the Health
and Safety Code.

4021.5. Correctional Pharmacy

(a) “Correctional pharmacy” means a pharmacy, licensed by the
board, for the purpose of providing drugs and pharmaceutical
care to inmates of the Department of Corrections and
Rehabilitation.
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(b) As part of its pharmaceutical care,

a correctional pharmacy may dispense or administer medication
pursuant to a chart order, as defined in Section 4019, or other
valid prescription consistent with this chapter.

4022. Dangerous Drug — Dangerous Device Defined

"Dangerous drug" or "dangerous device" means any drug or
device unsafe for self-use in humans or animals, and includes the
following:

(a) Any drug that bears the legend: "Caution: federal law
prohibits dispensing without prescription," "Rx only," or words of
similar import.

(b) Any device that bears the statement: "Caution: federal law
restricts this device to sale by or on the orderofa " "Rx
only," or words of similar import, the blank to be filled in with the
designation of the practitioner licensed to use or order use of the
device.

(c) Any other drug or device that by federal or state law can be
lawfully dispensed only on prescription or furnished pursuant to
Section 4006.

4022.5. Designated Representative; Designated
Representative-in-Charge

(a) “Designated representative” means an individual to whom a
license has been granted pursuant to Section 4053. A pharmacist
fulfilling the duties of Section 4053 shall not be required to
obtain a license as a designated representative.

(b) “Designated representative-in-charge” means a designated
representative or designated representative-reverse distributor,
or a pharmacist licensed in the home state proposed by a
wholesaler or veterinary food-animal drug retailer and approved
by the board as the supervisor or manager responsible for
ensuring the wholesaler’s or veterinary food-animal drug
retailer’s compliance with all state and federal laws and
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regulations pertaining to practice in the applicable license
category.

4022.6. Designated Representative-Reverse Distributor

“Designated representative-reverse distributor” means an
individual to whom a license has been granted pursuant to
Section 4053.2, who is responsible for supervision over a licensed
wholesaler that only acts as a reverse distributor. A pharmacist
fulfilling the duties of Section 4053.2 shall not be required to
obtain a license as a designated representative-reverse
distributor.

4022.7. Designated Representative-3PL; Responsible Manager
(a) “Designated representative-3PL” means an individual to
whom a license has been granted pursuant to Section 4053.1. A
pharmacist fulfilling the duties of Section 4053.1 shall not be
required to obtain a license as a designated representative-3PL.
(b) “Responsible manager” means a designated representative-
3PL selected by a third-party logistics provider and approved by
the board as responsible for ensuring compliance of the licensed
place of business with state and federal laws with respect to
dangerous drugs and dangerous devices received by, stored in, or
shipped from the licensed place of business of the third-party
logistics provider.

4023. Device

"Device" means any instrument, apparatus, machine, implant, in
vitro reagent, or contrivance, including its components, parts,
products, or the byproducts of a device, and accessories that are
used or intended for either of the following:

(a) Use in the diagnosis, cure, mitigation, treatment, or
prevention of disease in a human or any other animal.

(b) To affect the structure or any function of the body of a
human or any other animal.
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For purposes of this chapter, "device" does not include contact
lenses, or any prosthetic or orthopedic device that does not
require a prescription.

4023.5. Direct Supervision and Control

For the purposes of this chapter, "direct supervision and
control" means that a pharmacist is on the premises at all times
and is fully aware of all activities performed by either a pharmacy
technician or intern pharmacist.

4024. Dispense

(a) Except as provided in subdivision (b), "dispense" means the
furnishing of drugs or devices upon a prescription from a
physician, nurse practitioner practicing pursuant to Section
2837.103 or 2837.104, dentist, optometrist, podiatrist,
veterinarian, or naturopathic doctor pursuant to Section 3640.7,
or upon an order to furnish drugs or transmit a prescription from
a certified nurse-midwife, nurse practitioner practicing pursuant
to Section 2836.1, physician assistant, naturopathic doctor
pursuant to Section 3640.5, or pharmacist acting within the
scope of their practice.

(b) "Dispense" also means and refers to the furnishing of drugs
or devices directly to a patient by a physician, nurse practitioner
practicing pursuant to Section 2837.103 or 2837.104, dentist,
optometrist, podiatrist, or veterinarian, or by a certified nurse-
midwife, nurse practitioner, naturopathic doctor, or physician
assistant acting within the scope of their practice.

4025. Drug

"Drug" means any of the following:

(a) Articles recognized in the official United States
Pharmacopoeia, official National Formulary or official
Homeopathic Pharmacopoeia of the United States, or any
supplement of any of them.
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(b) Articles intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in humans or other animals.

(c) Articles (other than food) intended to affect the structure or
any function of the body of humans or other animals.

(d) Articles intended for use as a component of any article
specified in subdivision (a), (b), or (c).

4025.1. Non-Prescription Drug

"Nonprescription drug" means a drug which may be sold
without a prescription and which is labeled for use by the
consumer in accordance with the requirements of the laws and
rules of this state and the federal government.

4025.2. Nonprescription Diabetes Test Device

“Nonprescription diabetes test device” means a glucose meter
or test strip for use in the treatment of prediabetic or diabetic
individuals that may be sold without a prescription and that is
labeled for use by the consumer in accordance with the
requirements of the laws and rules of this state and the federal
government.

4026. Furnish
"Furnish" means to supply by any means, by sale or otherwise.

4026.5. Good Standing

"Good standing" means a license issued by the board that is
unrestricted by disciplinary action taken pursuant to Chapter 5
(commencing with Section 11500) of Part 1 of Division 3 of Title 2
of the Government Code.
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4027. Skilled Nursing Facility — Intermediate Care Facility —
Other Health Care Facilities

(a) As used in this chapter, the terms "skilled nursing facility,"
"intermediate care facility," and other references to health
facilities shall be construed with respect to the definitions
contained in Article 1 (commencing with Section 1250) of
Chapter 2 of Division 2 of the Health and Safety Code.

(b) As used in Section 4052.1, "licensed health care facility"
means a facility licensed pursuant to Article 1 (commencing with
Section 1250) of Chapter 2 of Division 2 of the Health and Safety
Code or a facility, as defined in Section 1250 of the Health and
Safety Code, operated by a health care service plan licensed
pursuant to Chapter 2.2 (commencing with Section 1340) of
Division 2 of the Health and Safety Code.

(c) As used in Section 4052.2, "health care facility" means a
facility, other than a facility licensed under Division 2
(commencing with Section 1200) of the Health and Safety Code,
that is owned or operated by a health care service plan licensed
pursuant to Chapter 2.2 (commencing with Section 1340) of the
Health and Safety Code, or by an organization under common
ownership or control of the health care service plan; "licensed
home health agency" means a private or public organization
licensed by the State Department of Public Health pursuant to
Chapter 8 (commencing with Section 1725) of Division 2 of the
Health and Safety Code, as further defined in Section 1727 of the
Health and Safety Code; and "licensed clinic" means a clinic
licensed pursuant to Article 1 (commencing with Section 1200) of
Chapter 1 of Division 2 of the Health and Safety Code.

(d) "Licensed health care facility" or "facility," as used in Section
4065, means a health facility licensed pursuant to Article 1
(commencing with Section 1250) of Chapter 2 of Division 2 of the
Health and Safety Code or a facility that is owned or operated by
a health care service plan licensed pursuant to Chapter 2.2
(commencing with Section 1340) of Division 2 of the Health and
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Safety Code or by an organization under common ownership or
control with the health care service plan.

4028. Licensed Hospital

"Licensed hospital" means an institution, place, building, or
agency that maintains and operates organized facilities for one or
more persons for the diagnosis, care, and treatment of human
illnesses to which persons may be admitted for overnight stay,
and includes any institution classified under regulations issued by
the State Department of Public Health as a general or specialized
hospital, as a maternity hospital, or as a tuberculosis hospital, but
does not include a sanitarium, rest home, a nursing or
convalescent home, a maternity home, or an institution for
treating alcoholics.

4029. Hospital Pharmacy

(a) "Hospital pharmacy" means and includes a pharmacy,
licensed by the board, located within any licensed hospital,
institution, or establishment that maintains and operates
organized facilities for the diagnosis, care, and treatment of
human illnesses to which persons may be admitted for overnight
stay and that meets all of the requirements of this chapter and
the rules and regulations of the board.

(b) A hospital pharmacy may include a pharmacy that is located
in any physical plant that is regulated under the license of a
general acute care hospital as defined in subdivision (a) of
Section 1250 of the Health and Safety Code. As a condition of
licensure by the board, the pharmacy in another physical plant
shall provide pharmaceutical services only to registered hospital
patients who are on the premises of the same physical plantin
which the pharmacy is located, except as provided in Article 7.6
(commencing with Section 4128). The pharmacy services
provided shall be directly related to the services or treatment
plan administered in the physical plant. Nothing in this
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subdivision shall be construed to restrict or expand the services
that a hospital pharmacy may provide.

(c) “Hospital satellite compounding pharmacy” means an area
licensed by the board to perform sterile compounding that is
separately licensed by the board pursuant to Section 4127.15 to
perform that compounding and is located outside of the hospital
in another physical plant that is regulated as a general acute care
hospital as defined in subdivision (a) of Section 1250 of the
Health and Safety Code.

4030. Intern Pharmacist
"Intern pharmacist" means a person issued a license pursuant to
Section 4208.

4031. Laboratory

"Laboratory" means a research, teaching, or testing laboratory
not engaged in the dispensing or furnishing of drugs or devices
but using dangerous drugs or dangerous devices for scientific or
teaching purposes. Every laboratory shall maintain an
established place of business and keep purchase records. Every
laboratory shall be subject to the jurisdiction of the board.

4032. License

"License" means and includes any license, permit, registration,
certificate, or exemption issued by the board and includes the
process of applying for and renewing the same.

4033. Manufacturer

(a) (1) "Manufacturer" means and includes every person who
prepares, derives, produces, compounds, or repackages any drug
or device except a pharmacy that manufactures on the
immediate premises where the drug or device is sold to the
ultimate consumer.

(2) Notwithstanding paragraph (1), "manufacturer" shall not
mean a pharmacy compounding a drug for parenteral therapy,
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pursuant to a prescription, for delivery to another pharmacy for
the purpose of delivering or administering the drug to the patient
or patients named in the prescription, provided that neither the
components for the drug nor the drug are compounded,
fabricated, packaged, or otherwise prepared prior to receipt of
the prescription.

(3) Notwithstanding paragraph (1), "manufacturer" shall not
mean a pharmacy that, at a patient's request, repackages a drug
previously dispensed to the patient, or to the patient's agent,
pursuant to a prescription.

(b) Notwithstanding subdivision (a), as used in Sections 4034,
4163, 4163.1, 4163.2, 4163.3, 4163.4, and 4163.5,
"manufacturer" means a person who prepares, derives,
manufactures, produces, or repackages a dangerous drug, as
defined in Section 4022, device, or cosmetic. Manufacturer also
means the holder or holders of a New Drug Application (NDA), an
Abbreviated New Drug Application (ANDA), or a Biologics License
Application (BLA), provided that such application has been
approved; a manufacturer's third party logistics provider; a
private label distributor (including colicensed partners) for whom
the private label distributor's prescription drugs are originally
manufactured and labeled for the distributor and have not been
repackaged; or the distributor agent for the manufacturer,
contract manufacturer, or private label distributor, whether the
establishment is a member of the manufacturer's affiliated group
(regardless of whether the member takes title to the drug) oris a
contract distributor site.

4034. Outsourcing Facility

“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.
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(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).

4034.5. Emergency Medical Service Automated Drug Delivery
System

An “emergency medical services automated drug delivery
system” or “EMSADDS” means an automated drug delivery
system that stores and distributes drugs for the sole purpose of
restocking a secured emergency pharmaceutical supplies
container that is used by an emergency medical services agency
to provide emergency medical services.

4035. Person

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

4036. Pharmacist

"Pharmacist" means a natural person to whom a license has
been issued by the board, under Section 4200, except as
specifically provided otherwise in this chapter. The holder of an
unexpired and active pharmacist license issued by the board is
entitled to practice pharmacy as defined by this chapter, within
or outside of a licensed pharmacy as authorized by this chapter.

4036.5. Pharmacist-in-Charge

“Pharmacist-in-charge” means a pharmacist proposed by a
pharmacy and approved by the board as the supervisor or
manager responsible for ensuring the pharmacy’s compliance
with all state and federal laws and regulations pertaining to the
practice of pharmacy.
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4037. Pharmacy

(a) "Pharmacy" means an area, place, or premises licensed by
the board in which the profession of pharmacy is practiced and
where prescriptions are compounded. "Pharmacy" includes, but
is not limited to, any area, place, or premises described in a
license issued by the board wherein controlled substances,
dangerous drugs, or dangerous devices are stored, possessed,
prepared, manufactured, derived, compounded, or repackaged,
and from which the controlled substances, dangerous drugs, or
dangerous devices are furnished, sold, or dispensed at retail.

(b) "Pharmacy" shall not include any area in a facility licensed by
the State Department of Public Health where floor supplies,
ward supplies, operating room supplies, or emergency room
supplies of dangerous drugs or dangerous devices are stored or
possessed solely for treatment of patients registered for
treatment in the facility or for treatment of patients receiving
emergency care in the facility.

4038. Pharmacy Technician

(a) "Pharmacy technician" means an individual who assists a
pharmacist in a pharmacy in the performance of his or her
pharmacy related duties, as specified in Section 4115.

(b) A "pharmacy technician trainee" is a person who is enrolled
in a pharmacy technician training program operated by a
California public postsecondary education institution or by a
private postsecondary vocational institution approved by the
Bureau for Private Postsecondary and Vocational Education.

4039. Physician; Other Practitioners Defined

“Physicians,” “dentists,” “optometrists,” “pharmacists,” “doctors
of podiatric medicine,” “veterinarians,” “veterinary surgeons,”
“registered nurses,” “naturopathic doctors,” and “physician
assistants” are persons authorized by a currently valid and
unrevoked license to practice their respective professions in this
state. “Physician” means and includes any person holding a valid
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and unrevoked physician’s and surgeon’s certificate or certificate
to practice medicine and surgery, issued by the Medical Board of
California or the Osteopathic Medical Board of California, and
includes an unlicensed person lawfully practicing medicine
pursuant to Section 2065, when acting within the scope of that
section.

4040. Prescription; Content Requirements
(a) “Prescription” means an oral, written, or electronic
transmission order that is both of the following:

(1) Given individually for the person or persons for whom
ordered that includes all of the following:

(A) The name or names and address of the patient or patients.

(B) The name and quantity of the drug or device prescribed and
the directions for use.

(C) The date of issue.

(D) Either rubber stamped, typed, or printed by hand or typeset,
the name, address, and telephone number of the prescriber, the
prescriber’s license classification, and the prescriber’s federal
registry number, if a controlled substance is prescribed.

(E) A legible, clear notice of the condition or purpose for which
the drug is being prescribed, if requested by the patient or
patients.

(F) If in writing, signed by the prescriber issuing the order, or the
certified nurse-midwife, nurse practitioner, physician assistant, or
naturopathic doctor who issues a drug order pursuant to Section
2746.51, 2836.1, 3502.1, or 3640.5, respectively, or the
pharmacist who issues a drug order pursuant to Section 4052.1,
4052.2, or 4052.6.

(2) Issued by a physician, dentist, optometrist, doctor of
podiatric medicine, veterinarian, nurse practitioner practicing
pursuant to Section 2837.103 or 2837.104, or naturopathic
doctor pursuant to Section 3640.7 or, if a drug order is issued
pursuant to Section 2746.51, 2836.1, 3502.1, or 3460.5, by a
certified nurse-midwife, nurse practitioner, physician assistant, or
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naturopathic doctor licensed in this state, or pursuant to Section
4052.1, 4052.2, or 4052.6 by a pharmacist licensed in this state.
(b) Notwithstanding subdivision (a), a written order of the
prescriber for a dangerous drug, except for any Schedule I
controlled substance, that contains at least the name and
signature of the prescriber, the name and address of the patient
in a manner consistent with paragraph (2) of subdivision (a) of
Section 11164 of the Health and Safety Code, the name and
guantity of the drug prescribed, directions for use, and the date
of issue may be treated as a prescription by the dispensing
pharmacist as long as any additional information required by
subdivision (a) is readily retrievable in the pharmacy. In the event
of a conflict between this subdivision and Section 11164 of the
Health and Safety Code, Section 11164 of the Health and Safety
Code shall prevail.

(c) “Electronic transmission prescription” includes both image
and data prescriptions. “Electronic image transmission
prescription” means any prescription order for which a facsimile
of the order is received by a pharmacy from a licensed prescriber.
“Electronic data transmission prescription” means any
prescription order, other than an electronic image transmission
prescription, that is electronically transmitted from a licensed
prescriber to a pharmacy.

(d) The use of commonly used abbreviations shall not invalidate
an otherwise valid prescription.

4040.5. Reverse Distributor

“Reverse distributor” means every person who acts as an agent
for pharmacies, drug wholesalers, third-party logistics providers,
manufacturers, and other entities by receiving, inventorying,
warehousing, and managing the disposition of outdated or
nonsaleable dangerous drugs or dangerous devices.
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4041. Veterinary Food-Animal Drug Retailer

"Veterinary food-animal drug retailer" is an area, place, or
premises, other than a pharmacy, that holds a valid license from
the Board of Pharmacy of the State of California as a wholesaler
and, in and from which veterinary drugs for food-producing
animals are dispensed pursuant to a prescription from a licensed
veterinarian. "Veterinary food-animal retailer" includes, but is
not limited to, any area, place, or premises described in a permit
issued by the board wherein veterinary food-animal drugs, as
defined in Section 4042, are stored, possessed, or repackaged,
and from which veterinary drugs are furnished, sold, or
dispensed at retail pursuant to a prescription from a licensed
veterinarian.

4042. Veterinary Food-Animal Drugs

"Veterinary food-animal drugs" as used in this chapter shall
include the following:

(a) Any drug to be used in food-producing animals bearing the
legend, "Caution, federal law restricts this drug to use by or on
the order of a licensed veterinarian" or words of similar import.

(b) Any other drug as defined in Section 14206 of the Food and
Agricultural Code that is used in a manner that would require a
veterinary prescription.

4043. Wholesaler

“Wholesaler” means and includes a person who acts as a
wholesale merchant, broker, jobber, customs broker, reverse
distributor, agent, or a nonresident wholesaler, who sells for
resale, or negotiates for distribution, or takes possession of, any
drug or device included in Section 4022. Unless otherwise
authorized by law, a wholesaler may not store, warehouse, or
authorize the storage or warehousing of drugs with any person or
at any location not licensed by the board.
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4044. Repackager

"Repackager" means a person or entity that is registered with
the federal Food and Drug Administration as a repackager and
operates an establishment that packages finished drugs from
bulk or that repackages dangerous drugs into different
containers, excluding shipping containers.

4044.3. Remote Dispensing Site Pharmacy

(a) “Remote dispensing site pharmacy” means a licensed
pharmacy located in this state that is exclusively overseen and
operated by a supervising pharmacy and staffed by one or more
qualified registered pharmacy technicians, as defined in Section
4132, where pharmaceutical care services, including, but not
limited to, the storage and dispensing of prescription drugs and
controlled substances, drug regimen review, and patient
counseling, are remotely monitored or provided, or both, by a
licensed pharmacist through the use of telepharmacy technology.

(b) Unless otherwise specified in this chapter, a remote
dispensing site pharmacy shall comply with all state and federal
laws regulating the practice of pharmacy.

4044.5. Reverse Third-Party Logistics Provider

“Reverse third-party logistics provider” means an entity that
processes or manages the disposition of an outdated or
nonsaleable dangerous drug or dangerous device on behalf of a
manufacturer, wholesaler, or dispenser of the dangerous drug or
dangerous device, but does not take ownership of the dangerous
drug or dangerous device nor have the responsibility to direct its
sale or disposition. Unless otherwise specified in this chapter,
every provision of this chapter that applies to a third-party
logistics provider shall also apply to a reverse third-party logistics
provider.
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4044.6. Supervising Pharmacy

(a) “Supervising pharmacy” means a licensed pharmacy located
in this state that is owned and operated by a person or persons
where the majority of the beneficial interest in, as well as the
management and control, resides with at least one board-
licensed pharmacist, as defined in Section 4036, that exclusively
oversees the operations of a remote dispensing site pharmacy.

(b) A supervising pharmacy shall be exclusively responsible for
the operation of the remote dispensing site pharmacy and its
employees pursuant to Section 4131.

4044.7. Telepharmacy

“Telepharmacy” means a system that is used by a supervising
pharmacy for the purpose of monitoring the dispensing of
prescription drugs by a remote dispensing site pharmacy and
provides for related drug regimen review and patient counseling
by an electronic method, including, but not limited to, the use of
audio, visual, still image capture, and store and forward
technology.

4045. Third-Party Logistics Provider

“Third-party logistics provider” means an entity that provides or
coordinates warehousing or other logistics services for a
dangerous drug or dangerous device in intrastate or interstate
commerce on behalf of a manufacturer, wholesaler, or dispenser
of the dangerous drug or dangerous device, but does not take
ownership of the dangerous drug or dangerous device, nor have
responsibility to direct its sale or disposition.

4046. Surplus Medication Collection and Distribution
Intermediary

“Surplus medication collection and distribution intermediary”
means a firm, association, partnership, corporation, limited
liability company, state governmental agency, or political
subdivision that performs the functions specified in Section
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4169.5 for the purpose of a program established pursuant to
Division 116 (commencing with section 150200) of the Health
and Safety Code.

Article 3. Scope of Practice and Exemptions

4050. Legislative Declaration

(a) In recognition of and consistent with the decisions of the
appellate courts of this state, the Legislature hereby declares the
practice of pharmacy to be a profession.

(b) Pharmacy practice is a dynamic, patient-oriented health
service that applies a scientific body of knowledge to improve
and promote patient health by means of appropriate drug use,
drug-related therapy, and communication for clinical and
consultative purposes. Pharmacy practice is continually evolving
to include more sophisticated and comprehensive patient care
activities.

(c) The Legislature further declares that pharmacists are health
care providers who have the authority to provide health care
services.

4051. Conduct Limited to Pharmacist; Conduct Authorized by
Pharmacist

(a) Except as otherwise provided in this chapter, it is unlawful
for any person to manufacture, compound, furnish, sell, or
dispense a dangerous drug or dangerous device, or to dispense
or compound a prescription pursuant to Section 4040 of a
prescriber unless he or she is a pharmacist under this chapter.

(b) Notwithstanding any other law, a pharmacist may authorize
the initiation of a prescription, pursuant to Section 4052.1,
4052.2, 4052.3, or 4052.6, and otherwise provide clinical advice,
services, information, or patient consultation, as set forth in this
chapter, if all of the following conditions are met:
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(1) The clinical advice, services, information, or patient
consultation is provided to a health care professional or to a
patient.

(2) The pharmacist has access to prescription, patient profile, or
other relevant medical information for purposes of patient and
clinical consultation and advice.

(3) Access to the information described in paragraph (2) is
secure from unauthorized access and use.

4052. Furnishing to Prescriber; Permitted Procedures by
Pharmacist

(a) Notwithstanding any other law, a pharmacist may do all of the
following:

(1) Furnish a reasonable quantity of compounded drug product
to a prescriber for office use by the prescriber.

(2) Transmit a valid prescription to another pharmacist.

(3) Administer drugs and biological products that have been
ordered by a prescriber.

(4) Perform procedures or functions in a licensed health care
facility as authorized by Section 4052.1.

(5) Perform procedures or functions as part of the care provided
by a health care facility, a licensed home health agency, a
licensed clinic in which there is physician oversight, a provider
who contracts with a licensed health care service plan with
regard to the care or services provided to the enrollees of that
health care service plan, or a physician, as authorized by Section
4052.2.

(6) Perform procedures or functions as authorized by Section
4052.6.

(7) Manufacture, measure, fit to the patient, or sell and repair
dangerous devices, or furnish instructions to the patient or the
patient’s representative concerning the use of those devices.

(8) Provide consultation, training, and education to patients
about drug therapy, disease management, and disease
prevention.
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(9) Provide professional information, including clinical or
pharmacological information, advice, or consultation to other
health care professionals, and participate in multidisciplinary
review of patient progress, including appropriate access to
medical records.

(10) Furnish the medications described in subparagraph (A) in
accordance with subparagraph (B):

(A) (i) Emergency contraception drug therapy and self-
administered hormonal contraceptives, as authorized by Section
4052.3.

(i) Nicotine replacement products, as authorized by Section
4052.9.

(iii) Prescription medications not requiring a diagnosis that are
recommended by the federal Centers for Disease Control and
Prevention for individuals traveling outside of the United States.

(iv) HIV preexposure prophylaxis, as authorized by Section
4052.02.

(v) HIV postexposure prophylaxis, as authorized by Section
4052.03.

(B) The pharmacist shall notify the patient’s primary care
provider of any drugs or devices furnished to the patient, or
enter the appropriate information in a patient record system
shared with the primary care provider, as permitted by that
primary care provider. If the patient does not have a primary care
provider, the pharmacist shall provide the patient with a written
record of the drugs or devices furnished and advise the patient to
consult a physician of the patient’s choice.

(11) Administer immunizations pursuant to a protocol with a
prescriber.

(12) Order and interpret tests for the purpose of monitoring and
managing the efficacy and toxicity of drug therapies. A
pharmacist who orders and interprets tests pursuant to this
paragraph shall ensure that the ordering of those tests is done in
coordination with the patient’s primary care provider or
diagnosing prescriber, as appropriate, including promptly
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transmitting written notification to the patient’s diagnosing
prescriber or entering the appropriate information in a patient
record system shared with the prescriber, when available and as
permitted by that prescriber.

(13) Initiate, adjust, or discontinue drug therapy for a patient
under a collaborative practice agreement with any health care
provider with prescriptive authority. The collaborative practice
agreement may be between a single or multiple pharmacists and
a single or multiple health care providers with prescriptive
authority.

(14) Provide medication-assisted treatment pursuant to a state
protocol, to the extent authorized by federal law.

(b) A pharmacist who is authorized to issue an order to initiate
or adjust a controlled substance therapy pursuant to this section
shall personally register with the federal Drug Enforcement
Administration.

(c) This section does not affect the applicable requirements of
law relating to either of the following:

(1) Maintaining the confidentiality of medical records.

(2) The licensing of a health care facility.

4052.01. Furnishing of Naloxone Hydrochloride; Permitted
Procedures by Pharmacist

(a) Notwithstanding any other provision of law, a pharmacist
may furnish federal Food and Drug Administration-approved
opioid antagonist in accordance with standardized procedures or
protocols developed and approved by both the board and the
Medical Board of California, in consultation with the California
Society of Addiction Medicine, the California Pharmacists
Association, and other appropriate entities. In developing those
standardized procedures or protocols, the board and the Medical
Board of California shall include the following:

(1) Procedures to ensure education of the person to whom the
drug is furnished, including, but not limited to, opioid overdose
prevention, recognition, and response, safe administration of
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naloxone hydrochloride, potential side effects or adverse events,
and the imperative to seek emergency medical care for the
patient.

(2) Procedures to ensure the education of the person to whom
the drug is furnished regarding the availability of drug treatment
programs.

(3) Procedures for the notification of the patient’s primary care
provider with patient consent of any drugs or devices furnished
to the patient, or entry of appropriate information in a patient
record system shared with the primary care provider, as
permitted by that primary care provider, and with patient
consent.

(b) A pharmacist furnishing an opioid antagonist pursuant to this
section shall not permit the person to whom the drug is
furnished to waive the consultation required by the board and
the Medical Board of California.

(c) Prior to performing a procedure authorized under this
section, a pharmacist shall complete a training program on the
use of opioid antagonists that consists of at least one hour of
approved continuing education on the use of opioid antagonists.

(d) The board and the Medical Board of California are each
authorized to ensure compliance with this section. Each board is
specifically charged with enforcing this section with respect to its
respective licensees. This section does not expand the authority
of a pharmacist to prescribe any prescription medication.

(e) The board may adopt emergency regulations to establish the
standardized procedures or protocols. The adoption of
regulations pursuant to this subdivision shall be deemed to be an
emergency and necessary for the immediate preservation of the
public peace, health, safety, or general welfare. The emergency
regulations authorized by this subdivision are exempt from
review by the Office of Administrative Law. The emergency
regulations authorized by this subdivision shall be submitted to
the Office of Administrative Law for filing with the Secretary of
State and shall remain in effect until the earlier of 180 days
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following their effective date or the effective date of regulations
adopted pursuant to subdivision (a).

4052.02. Initiating and Furnishing of HIV Preexposure
Prophylaxis by Pharmacist

(a) Notwithstanding any other law, a pharmacist may initiate
and furnish HIV preexposure prophylaxis in accordance with this
section.

(b) For purposes of this section, “preexposure prophylaxis”
means a prescription drug approved by the federal Food and
Drug Administration or recommended by the federal Centers for
Disease Control and Prevention to reduce a person’s chance of
contracting HIV.

(c) For purposes of this section, “CDC guidelines” means the
“2017 Preexposure Prophylaxis for the Prevention of HIV
Infection in the United States—2017 Update: A Clinical Practice
Guideline,” or any subsequent guidelines or recommendations
published by the federal Centers for Disease Control and
Prevention.

(d) Before furnishing preexposure prophylaxis to a patient, a
pharmacist shall complete a training program approved by the
board, in consultation with the Medical Board of California, on
the use of preexposure prophylaxis and postexposure
prophylaxis. The training shall include information about financial
assistance programs for preexposure prophylaxis and
postexposure prophylaxis, including the HIV prevention program
described in Section 120972 of the Health and Safety Code. The
board shall consult with the Medical Board of California as well as
relevant stakeholders, including, but not limited to, the Office of
AIDS, within the State Department of Public Health, on training
programs that are appropriate to meet the requirements of this
subdivision.

(e) A pharmacist may furnish up to a 90-day course of
preexposure prophylaxis if all of the following conditions are
met:
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(1) The patient is HIV negative, as documented by a negative
HIV test result obtained consistent with CDC guidelines. If the
patient does not provide evidence of a negative HIV test in
accordance with this paragraph, the pharmacist shall order an
HIV test. If the test results are not transmitted directly to the
pharmacist, the pharmacist shall verify the test results to the
pharmacist’s satisfaction. If the patient tests positive for HIV
infection, the pharmacist or person administering the test shall
direct the patient to a primary care provider and provide a list of
providers and clinics in the region.

(2) The patient does not report any signs or symptoms of acute
HIV infection on a self-reported checklist of acute HIV infection
signs and symptoms.

(3) The patient does not report taking any contraindicated
medications.

(4) The pharmacist provides counseling to the patient on the
ongoing use of preexposure prophylaxis, which may include
education about side effects, safety during pregnancy and
breastfeeding, adherence to recommended dosing, and the
importance of timely testing and treatment, as applicable, for
HIV, renal function, hepatitis B, hepatitis C, sexually transmitted
diseases, and pregnancy for individuals of childbearing capacity.

(5) The pharmacist notifies the patient that the patient may
need to be seen by a primary care provider to receive
subsequent prescriptions for preexposure prophylaxis and that a
pharmacist may not furnish a 90-day supply of preexposure
prophylaxis to a single patient more than once every two years
unless the pharmacist ensures that the patient receives testing
and follow-up care consistent with CDC guidelines.

(6) The pharmacist documents, to the extent possible, the
services provided by the pharmacist in the patient’s record in the
record system maintained by the pharmacy. The pharmacist shall
maintain records of preexposure prophylaxis furnished to each
patient.
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(7) The pharmacist does not furnish more than a 90-day course
of preexposure prophylaxis to a single patient more than once
every two years, unless directed otherwise by a prescriber.

(8) The pharmacist notifies the patient’s primary care provider
that the pharmacist completed the requirements specified in this
subdivision. If the patient does not have a primary care provider,
or refuses consent to notify the patient’s primary care provider,
the pharmacist shall provide the patient a list of primary care
providers in the region. .

(f)(1) A pharmacist may furnish preexposure prophylaxis beyond
a 90-day course if all of the following conditions are met:

(A) The pharmacist ensures that the patient receives testing
and follow-up care consistent with CDC guidelines, which may
include timely testing and treatment, as applicable, for HIV, renal
function, hepatitis B, hepatitis C, sexually transmitted diseases,
and pregnancy for individuals of childbearing capacity.

(B) The pharmacist documents, to the extent possible, the
services provided by the pharmacist in the patient’s record in the
record system maintained by the pharmacy. The pharmacist shall
maintain records of preexposure prophylaxis furnished to each
patient.

(C) The pharmacist notifies the patient’s primary care provider
that the pharmacist completed the requirements specified in this
subdivision. If the patient does not have a primary care provider,
or refuses consent to notify the patient’s primary care provider,
the pharmacist shall provide the patient a list of primary care
providers in the region.

(2) Notwithstanding paragraph (1), this section shall not be
construed to expand the scope of practice of a pharmacist
beyond that which is authorized by Sections 4052 and 4052.4.

(g) A pharmacist initiating or furnishing preexposure prophylaxis
shall not permit the person to whom the drug is furnished to
waive the consultation required by the board.

(h) The board, by October 31, 2024, shall adopt emergency
regulations to implement this section in accordance with CDC
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guidelines. The adoption of regulations pursuant to this
subdivision shall be deemed to be an emergency and necessary
for the immediate preservation of the public peace, health,
safety, or general welfare. The board shall consult with the
Medical Board of California in developing regulations pursuant to
this subdivision.

4052.03. Initiating and Furnishing of HIV Postexposure
Prophylaxis by Pharmacist

(a) Notwithstanding any other law, a pharmacist may initiate
and furnish HIV postexposure prophylaxis in accordance with this
section.

(b) For purposes of this section, “postexposure prophylaxis”
means any of the following:

(1) Tenofovir disoproxil fumarate (TDF) (300 mg) with
emtricitabine (FTC) (200 mg), taken once daily, in combination
with either raltegravir (400 mg), taken twice daily, or dolutegravir
(50 mg), taken once daily.

(2) Tenofovir disoproxil fumarate (TDF) (300 mg) and
emtricitabine (FTC) (200 mg), taken once daily, in combination
with darunavir (800 mg) and ritonavir (100 mg), taken once daily.

(3) Another drug or drug combination determined by the board
to meet the same clinical eligibility recommendations provided in
CDC guidelines.

(c) For purposes of this section, “CDC guidelines” means the
“Updated Guidelines for Antiretroviral Postexposure Prophylaxis
After Sexual, Injection Drug Use, or Other Nonoccupational
Exposure to HIV-United States, 2016,” or any subsequent
guidelines, published by the federal Centers for Disease Control
and Prevention.

(d) Before furnishing postexposure prophylaxis to a patient, a
pharmacist shall complete a training program approved by the
board, in consultation with the Medical Board of California, on
the use of preexposure prophylaxis and postexposure
prophylaxis. The training shall include information about financial
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assistance programs for preexposure prophylaxis and
postexposure prophylaxis, including the HIV prevention program
described in Section 120972 of the Health and Safety Code. The
board shall consult with the Medical Board of California as well as
relevant stakeholders, including, but not limited to, the Office of
AIDS, within the State Department of Public Health, on training
programs that are appropriate to meet the requirements of this
subdivision.

(e) A pharmacist shall furnish a complete course of
postexposure prophylaxis if all of the following conditions are
met:

(1) The pharmacist screens the patient and determines the
exposure occurred within the previous 72 hours and the patient
otherwise meets the clinical criteria for postexposure prophylaxis
consistent with CDC guidelines.

(2) The pharmacist provides HIV testing that is classified as
waived under the federal Clinical Laboratory Improvement
Amendments of 1988 (42 U.S.C. Sec. 263a) or determines the
patient is willing to undergo HIV testing consistent with CDC
guidelines. If the patient refuses to undergo HIV testing but is
otherwise eligible for postexposure prophylaxis under this
section, the pharmacist may furnish postexposure prophylaxis.

(3) The pharmacist provides counseling to the patient on the use
of postexposure prophylaxis consistent with CDC guidelines,
which may include education about side effects, safety during
pregnancy and breastfeeding, adherence to recommended
dosing, and the importance of timely testing and treatment, as
applicable, for HIV and sexually transmitted diseases. The
pharmacist shall also inform the patient of the availability of
preexposure prophylaxis for persons who are at substantial risk
of acquiring HIV.

(4) The pharmacist notifies the patient’s primary care provider
of the postexposure prophylaxis treatment. If the patient does
not have a primary care provider, or refuses consent to notify the
patient’s primary care provider, the pharmacist shall provide the
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patient a list of physicians and surgeons, clinics, or other health
care service providers to contact regarding follow-up care for
postexposure prophylaxis.

(f) A pharmacist initiating or furnishing postexposure
prophylaxis shall not permit the person to whom the drug is
furnished to waive the consultation required by the board.

(g) The board, by July 1, 2020, shall adopt emergency
regulations to implement this section in accordance with CDC
guidelines. The adoption of regulations pursuant to this
subdivision shall be deemed to be an emergency and necessary
for the immediate preservation of the public peace, health,
safety, or general welfare. The board shall consult with the
Medical Board of California in developing regulations pursuant to
this subdivision.

4052.04 Pharmacists may furnish COVID-19 oral therapeutics

(a) In addition to the authority provided in Section 4052, a
pharmacist may furnish COVID-19 oral therapeutics following a
positive test for SARS-CoV-2, the virus that causes COVID-19.

(b) Prior to furnishing COVID-19 oral therapeutics pursuant to
subdivision (a), a pharmacist shall utilize relevant and
appropriate evidence-based clinical guidelines published by the
federal Food and Drug Administration in providing these patient
care services.

(c) A pharmacist who furnishes COVID-19 oral therapeutics shall
notify the patient’s primary care provider, or enter the
appropriate information in a patient record system shared with
the primary care provider, as permitted by that primary care
provider. If the patient does not have a primary care provider,
the pharmacist shall provide the patient with a written record of
the drugs furnished and advise the patient to consult a physician
of the patient’s choice.

(d) A pharmacist shall document, to the extent possible, the
kind and amounts of COVID-19 oral therapeutics furnished
pursuant to subdivision (a), as well as information regarding any
testing services provided, in the patient’s record in the record
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system maintained by the pharmacy. The records shall be
maintained for three years and shall be available for inspection
by all properly authorized personnel of the board.

(e) For purposes of this section, “COVID-19 oral therapeutics”
means drugs that are approved or authorized by the United
States Food and Drug Administration for the treatment of COVID-
19 and administered orally.

(f) This section shall remain in effect only until January 1, 2026,
and as of that date is repealed.

4052.1. Permitted Pharmacist Procedures in Licensed Health
Care Facility

(a) Notwithstanding any other provision of law, a pharmacist
may perform the following procedures or functions in a licensed
health care facility in accordance with policies, procedures, or
protocols developed by health professionals, including
physicians, pharmacists, and registered nurses, with the
concurrence of the facility administrator:

(1) Ordering or performing routine drug therapy-related patient
assessment procedures including temperature, pulse, and
respiration.

(2) Ordering drug therapy-related laboratory tests.

(3) Administering drugs and biologicals by injection pursuant to
a prescriber's order.

(4) Initiating or adjusting the drug regimen of a patient pursuant
to an order or authorization made by the patient's prescriber and
in accordance with the policies, procedures, or protocols of the
licensed health care facility.

(b) Prior to performing any procedure authorized by this
section, a pharmacist shall have received appropriate training as
prescribed in the policies and procedures of the licensed health
care facility.

4052.2. Permitted Pharmacist Procedures in Health Care
Facility; Home Health Agency or Clinic with Physician Oversight
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(a) Notwithstanding any other provision of law, a pharmacist
may perform the following procedures or functions as part of the
care provided by a health care facility, a licensed home health
agency, licensed correctional center, a licensed clinic in which
there is a physician oversight, a provider who contracts with a
licensed health care service plan with regard to the care or
services provided to the enrollees of that health care service
plan, or a physician, in accordance with the policies, procedures,
or protocols of that facility, home health agency, licensed
correctional clinic, licensed clinic, health care service plan, or
physician, and in accordance with subdivision (c):

(1) Ordering or performing routine drug therapy-related patient
assessment procedures including temperature, pulse, and
respiration.

(2) Ordering drug therapy-related laboratory tests.

(3) Administering drugs and biologicals by injection pursuant to
a prescriber's order.

(4) Initiating or adjusting the drug regimen of a patient pursuant
to a specific written order or authorization made by the
individual patient's treating prescriber, and in accordance with
the policies, procedures, or protocols of the health care facility,
home health agency, licensed correctional clinic, licensed clinic,
health care service plan, or physician. Adjusting the drug regimen
does not include substituting or selecting a different drug, except
as authorized by the protocol. The pharmacist shall provide
written notification to the patient's treating prescriber, or enter
the appropriate information in an electronic patient record
system shared by the prescriber, of any drug regimen initiated
pursuant to this paragraph within 24 hours.

(b) A patient's treating prescriber may prohibit, by written
instruction, any adjustment or change in the patient's drug
regimen by the pharmacist.

(c) The policies, procedures, or protocols referred to in this
subdivision shall be developed by health care professionals,
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including physicians, pharmacists, and registered nurses, and
shall, at a minimum, do all of the following:

(1) Require that the pharmacist function as part of a
multidisciplinary group that includes physicians and direct care
registered nurses. The multidisciplinary group shall determine
the appropriate participation of the pharmacist and the direct
care registered nurse.

(2) Require that the medical records of the patient be available
to both the patient's treating prescriber and the pharmacist.

(3) Require that the procedures to be performed by the
pharmacist relate to a condition for which the patient has first
been seen by a physician.

(4) Except for procedures or functions provided by a health care
facility, a licensed correctional clinic, as defined in Section 4187, a
licensed clinic in which there is physician oversight, or a provider
who contracts with a licensed health care plan with regard to the
care or services provided to the enrollees of that health care
service plan, require the procedures to be performed in
accordance with a written, patient-specific protocol approved by
the treating or supervising physician. Any change, adjustment, or
modification of an approved preexisting treatment or drug
therapy shall be provided in writing to the treating or supervising
physician within 24 hours.

(d) Prior to performing any procedure authorized by this
section, a pharmacist shall have done either of the following:

(1) Successfully completed clinical residency training.

(2) Demonstrated clinical experience in direct patient care
delivery.

4052.3. Emergency Contraception Drug Therapy; Requirements
and Limitations

(a) (1) Notwithstanding any other law, a pharmacist may furnish
self-administered hormonal contraceptives in accordance with
standardized procedures or protocols developed and approved
by both the board and the Medical Board of California in

64



consultation with the American Congress of Obstetricians and
Gynecologists, the California Pharmacists Association, and other
appropriate entities. The standardized procedure or protocol
shall require that the patient use a self-screening tool that will
identify patient risk factors for use of self-administered hormonal
contraceptives, based on the current United States Medical
Eligibility Criteria (USMEC) for Contraceptive Use developed by
the federal Centers for Disease Control and Prevention, and that
the pharmacist refer the patient to the patient’s primary care
provider or, if the patient does not have a primary care provider,
to nearby clinics, upon furnishing a self-administered hormonal
contraceptive pursuant to this subdivision, or if it is determined
that use of a self-administered hormonal contraceptive is not
recommended.

(2) The board and the Medical Board of California are both
authorized to ensure compliance with this subdivision, and each
board is specifically charged with the enforcement of this
subdivision with respect to its respective licensees. This
subdivision does not expand the authority of a pharmacist to
prescribe any prescription medication.

(b) (1) Notwithstanding any other law, a pharmacist may furnish
emergency contraception drug therapy in accordance with either
of the following:

(A) Standardized procedures or protocols developed by the
pharmacist and an authorized prescriber who is acting within his
or her scope of practice.

(B) Standardized procedures or protocols developed and
approved by both the board and the Medical Board of California
in consultation with the American Congress of Obstetricians and
Gynecologists, the California Pharmacists Association, and other
appropriate entities. The board and the Medical Board of
California are both authorized to ensure compliance with this
clause, and each board is specifically charged with the
enforcement of this provision with respect to its respective
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licensees. This subdivision does not expand the authority of a
pharmacist to prescribe any prescription medication.

(2) Prior to performing a procedure authorized under this
subdivision, a pharmacist shall complete a training program on
emergency contraception that consists of at least one hour of
approved continuing education on emergency contraception
drug therapy.

(3) A pharmacist, pharmacist’s employer, or pharmacist’s agent
shall not directly charge a patient a separate consultation fee for
emergency contraception drug therapy services initiated
pursuant to this subdivision, but may charge an administrative
fee not to exceed ten dollars ($10) above the retail cost of the
drug. Upon an oral, telephonic, electronic, or written request
from a patient or customer, a pharmacist or pharmacist’s
employee shall disclose the total retail price that a consumer
would pay for emergency contraception drug therapy. As used in
this paragraph, total retail price includes providing the consumer
with specific information regarding the price of the emergency
contraception drugs and the price of the administrative fee
charged. This limitation is not intended to interfere with other
contractually agreed-upon terms between a pharmacist, a
pharmacist’s employer, or a pharmacist’s agent, and a health
care service plan or insurer. Patients who are insured or covered
and receive a pharmacy benefit that covers the cost of
emergency contraception shall not be required to pay an
administrative fee. These patients shall be required to pay
copayments pursuant to the terms and conditions of their
coverage. This paragraph shall become inoperative for dedicated
emergency contraception drugs if these drugs are reclassified as
over-the-counter products by the federal Food and Drug
Administration.

(4) A pharmacist shall not require a patient to provide
individually identifiable medical information that is not specified
in Section 1707.1 of Title 16 of the California Code of Regulations
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before initiating emergency contraception drug therapy pursuant
to this subdivision.

(c) For each emergency contraception drug therapy or self-
administered hormonal contraception initiated pursuant to this
section, the pharmacist shall provide the recipient of the drug
with a standardized factsheet that includes, but is not limited to,
the indications and contraindications for use of the drug, the
appropriate method for using the drug, the need for medical
follow up, and other appropriate information. The board shall
develop this form in consultation with the State Department of
Public Health, the American Congress of Obstetricians and
Gynecologists, the California Pharmacists Association, and other
health care organizations. This section does not preclude the use
of existing publications developed by nationally recognized
medical organizations.

4052.4. Conditions Permitting Pharmacists to Perform Skin
Puncture and CLIA-Waived Tests

(a) Notwithstanding Section 2038 or any other provision of law, a
pharmacist may perform skin puncture in the course of
performing routine patient assessment procedures or in the
course of performing any procedure authorized under Section
1206.5 or 1206.6. For purposes of this section, “routine patient
assessment procedures” means: (a) procedures that a patient
could, with or without a prescription, perform for themselves, or
(b) clinical laboratory tests that are classified as waived pursuant
to the federal Clinical Laboratory Improvement Amendments of
1988 (42 U.S.C. Sec. 263a) and the regulations adopted
thereunder by the federal Health Care Financing Administration,
as authorized by paragraph (11) of subdivision (a) of Section
1206.5 or Section 1206.6. A pharmacist performing these
functions shall report the results obtained from a test to the
patient and any physician designated by the patient. Any
pharmacist who performs the service authorized by this section
shall not be in violation of Section 2052.
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(b) A pharmacist may perform any aspect of any FDA-approved
or -authorized test that is classified as waived pursuant to the
federal Clinical Laboratory Improvement Amendments of 1988
(42 U.S.C. Sec. 263a) and the regulations adopted thereunder by
the federal Health Care Financing Administration, under all of the
following conditions:

(1) The test meets the criteria in subparagraph (A) or (B) and
does not require the use of specimens collected by vaginal swab,
venipuncture, or the collection of seminal fluid.

(A) The test is used to detect or screen for any of the following
illnesses, conditions, or diseases:

(i) SARS-CoV-2 or other respiratory illness, condition or disease.

(ii) Mononucleosis.

(iii) Sexually transmitted infection.

(iv) Strep throat.

(v) Anemia.

(vi) Cardiovascular health.

(vii) Conjunctivitis.

(viii) Urinary tract infection.

(ix) Liver and kidney function or infection.

(x) Thyroid function.

(xi) Substance use disorder.

(xii) Diabetes.

(B) Other tests classified as waived under the federal Clinical
Laboratory Improvement Amendments of 1988 (42 U.S.C. Sec.
263a) and the regulations adopted thereunder by the federal
Health Care Financing Administration and approved by the board
by regulation, in conjunction with the Medical Board of California
and Laboratory Field Services in the State Department of Public
Health.

(2) The pharmacist completes the testing in a pharmacy
laboratory that is appropriately licensed in California as a
laboratory pursuant to Section 1265, unless otherwise authorized
in law.
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(3) The pharmacist has completed necessary training as
specified in the pharmacy’s policies and procedures maintained
pursuant to subdivision (b) of Section 4119.10, and that allows
the pharmacist to demonstrate sufficient knowledge of the
iliness, condition, or disease being tested, as applicable.

4052.5. Pharmacist May Select Different Form of Medication
with Same Active Chemical Ingredients

(a) In addition to the authority allowed under Section 4073, a
pharmacist filling a prescription order for a drug product may
select a different form of medication with the same active
chemical ingredients of equivalent strength and duration of
therapy as the prescribed drug product when the change will
improve the ability of the patient to comply with the prescribed
drug therapy.

(b) In no case shall a selection be made pursuant to this section
if the prescriber personally indicates, either orally or in his or her
own handwriting, "Do not substitute" or words of similar
meaning.

Nothing in this subdivision shall prohibit a prescriber from
checking a box on a prescription marked "Do not substitute" if
the prescriber personally initials the box or checkmark.

(c) Selection pursuant to this section is within the discretion of
the pharmacist, except as provided in subdivision (b). The
pharmacist who selects the drug product to be dispensed
pursuant to this section shall assume the same responsibility for
selecting the dispensed drug product as would be incurred in
filling a prescription for a drug product using the prescribed form
of medication. There shall be no liability on the prescriber for an
act or omission by a pharmacist in selecting, preparing, or
dispensing a drug product pursuant to this section.

(d) This section shall apply to all prescriptions, including those
presented by or on behalf of persons receiving assistance from
the federal government or pursuant to the California Medical
Assistance Program set forth in Chapter 7 (commencing with
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Section 14000) of Part 3 of Division 9 of the Welfare and
Institutions Code.

(e) When a substitution is made pursuant to this section, the
use of the different form of medication shall be communicated to
the patient, and the name of the dispensed drug product shall be
indicated on the prescription label, unless the prescriber orders
otherwise.

(f) This section shall not permit substitution between long-
acting and short-acting forms of a medication with the same
chemical ingredients or between one drug product and two or
more drug products with the same chemical ingredients.

4052.6. Advanced Practice Pharmacist; Permitted Procedures
(a) A pharmacist recognized by the board as an advanced practice
pharmacist may do all of the following:

(1) Perform patient assessments.

(2) Order and interpret drug therapy-related tests.

(3) Refer patients to other health care providers.

(4) Participate in the evaluation and management of diseases
and health conditions in collaboration with other health care
providers.

(5) Initiate, adjust, or discontinue drug therapy.

(b) A pharmacist who adjusts or discontinues drug therapy shall
promptly transmit written notification to the patient’s diagnosing
prescriber or enter the appropriate information in a patient
record system shared with the prescriber, as permitted by that
prescriber. A pharmacist who initiates drug therapy shall
promptly transmit written notification to, or enter the
appropriate information into, a patient record system shared
with the patient’s primary care provider or diagnosing provider,
as permitted by that provider.

(c) This section shall not interfere with a physician’s order to
dispense a prescription drug as written, or other order of similar
meaning.
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(d) Prior to initiating or adjusting a controlled substance therapy
pursuant to this section, a pharmacist shall personally register
with the federal Drug Enforcement Administration.

(e) A pharmacist who orders and interprets tests pursuant to
paragraph (2) of subdivision (a) shall ensure that the ordering of
those tests is done in coordination with the patient’s primary
care provider or diagnosing prescriber, as appropriate, including
promptly transmitting written notification to the patient’s
diagnosing prescriber or entering the appropriate information in
a patient record system shared with the prescriber, when
available and as permitted by that prescriber.

4052.7. Repackage Previously Dispensed Drug; Requirements

(a) A pharmacy may, at a patient's request, repackage a drug
previously dispensed to the patient or to the patient's agent
pursuant to a prescription.

(b) Any pharmacy providing repackaging services shall have in
place policies and procedures for repackaging these drugs and
shall label the repackaged prescription container with the
following:

(1) All the information required by Section 4076.

(2) The name and address of the pharmacy repackaging the drug
and the name and address of the pharmacy that initially
dispensed the drug to the patient.

(c) The repackaging pharmacy and the pharmacy that initially
dispensed the drug shall only be liable for its own actions in
providing the drug to the patient or the patient's agent.

4052.8. Initiation and Administration of Vaccines;
Requirements

(a) In addition to the authority provided in paragraph (11) of
subdivision (a) of Section 4052, a pharmacist may independently
initiate and administer any vaccine that has been approved or
authorized by the federal Food and Drug Administration and
received a federal Advisory Committee on Immunization
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Practices individual vaccine recommendation published by the
federal Centers for Disease Control and Prevention (CDC) for
persons three years of age and older.

(b) In order to initiate and administer an immunization
described in subdivision (a), a pharmacist shall do all of the
following:

(1) Complete an immunization training program endorsed by
the CDC or the Accreditation Council for Pharmacy Education
that, at a minimum, includes hands-on injection technique,
clinical evaluation of indications and contraindications of
vaccines, and the recognition and treatment of emergency
reactions to vaccines, and shall maintain that training.

(2) Be certified in basic life support.

(3) Comply with all state and federal recordkeeping and
reporting requirements, including providing documentation to
the patient’s primary care provider and entering information in
the appropriate immunization registry designated by the
immunization branch of the State Department of Public Health.

(c) A pharmacist administering immunizations pursuant to this
section, or paragraph (11) of subdivision (a) of Section 4052, may
also initiate and administer epinephrine or diphenhydramine by
injection for the treatment of a severe allergic reaction.

4052.9. Pharmacist Furnishing Nicotine Replacement Products;
Requirements

(a) A pharmacist may furnish nicotine replacement products
approved by the federal Food and Drug Administration for use by
prescription only in accordance with standardized procedures
and protocols developed and approved by both the board and
the Medical Board of California in consultation with other
appropriate entities and provide smoking cessation services if all
of the following conditions are met:

(1) The pharmacist maintains records of all prescription drugs
and devices furnished for a period of at least three years for
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purposes of notifying other health care providers and monitoring
the patient.

(2) The pharmacist notifies the patient’s primary care provider
of any drugs or devices furnished to the patient, or enters the
appropriate information in a patient record system shared with
the primary care provider, as permitted by that primary care
provider. If the patient does not have a primary care provider,
the pharmacist provides the patient with a written record of the
drugs or devices furnished and advises the patient to consult a
physician of the patient’s choice.

(3) The pharmacist is certified in smoking cessation therapy by
an organization recognized by the board.

(4) The pharmacist completes one hour of continuing education
focused on smoking cessation therapy biennially.

(b) The board and the Medical Board of California are both
authorized to ensure compliance with this section, and each
board is specifically charged with the enforcement of this section
with respect to their respective licensees. Nothing in this section
shall be construed to expand the authority of a pharmacist to
prescribe any other prescription medication.

4052.10. Partial Fills of Schedule 1l Controlled Substance

(a) A pharmacist may dispense a Schedule Il controlled
substance, as listed in Section 11055 of the Health and Safety
Code, as a partial fill if requested by the patient or the prescriber.

(b) If a pharmacist dispenses a partial fill on a prescription
pursuant to this section, the pharmacy shall retain the original
prescription, with a notation of how much of the prescription has
been filled, until the prescription has been fully dispensed. The
total quantity dispensed shall not exceed the total quantity
prescribed.

(c) Subsequent fills, until the original prescription is completely
dispensed, shall occur at the pharmacy where the original
prescription was partially filled. The full prescription shall be
dispensed not more than 30 days after the date on which the
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prescription was written. Thirty-one days after the date on which
the prescription was written, the prescription shall expire and no
more of the drug shall be dispensed without a subsequent
prescription.

(d) The pharmacist shall record in the state prescription drug
monitoring program only the actual amounts of the drug
dispensed.

(e) The pharmacist shall record the date and amount of each
partial fill in a readily retrievable form and on the original
prescription, and shall include the initials of the pharmacist who
dispensed each partial fill.

(f) A pharmacist may charge a professional dispensing fee to
cover the actual supply and labor costs associated with
dispensing each partial fill associated with the original
prescription.

(g) This section shall not be construed to limit the authority of
the Department of Managed Health Care, pursuant to Chapter
2.2 (commencing with Section 1340) of Division 2 of the Health
and Safety Code.

(h) This section is not intended to conflict with or supersede any
other requirement established for the prescription of a Schedule
Il controlled substance.

(i) For purposes of this section, the following definitions apply:

(1) “Original prescription” means the prescription presented by
the patient to the pharmacy or submitted electronically to the
pharmacy.

(2) “Partial fill” means a part of a prescription filled that is of a
guantity less than the entire prescription.

(j) This section shall become operative on July 1, 2018.

4053. Designated Representative to Supervise Wholesaler or
Veterinary Food-Animal Drug Retailer

(a) Notwithstanding Section 4051, the board may issue a license
as a designated representative to provide sufficient and qualified
supervision in a wholesaler or veterinary food-animal drug
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retailer. The designated representative shall protect the public
health and safety in the handling, storage, and shipment of
dangerous drugs and dangerous devices in the wholesaler or
veterinary food-animal drug retailer.

(b) An individual who is at least 18 years of age may apply for a
designated representative license. In order to obtain and
maintain that license, the individual shall meet all of the
following requirements:

(1) The individual shall be a high school graduate, possess a
general education development certificate equivalent, or have
earned a degree from an accredited postsecondary institution.

(2) The individual shall have a minimum of one year of paid
work experience in a licensed pharmacy, or with a drug
wholesaler, drug distributor, or drug manufacturer, in the past
three years, related to the distribution or dispensing of
dangerous drugs or dangerous devices or meet all of the
prerequisites to take the examination required for licensure as a
pharmacist by the board.

(3) The individual shall complete a training program approved
by the board that, at a minimum, addresses each of the following
subjects:

(A) Knowledge and understanding of California law and federal
law relating to the distribution of dangerous drugs and
dangerous devices.

(B) Knowledge and understanding of California law and federal
law relating to the distribution of controlled substances.

(C) Knowledge and understanding of quality control systems.

(D) Knowledge and understanding of the United States
Pharmacopoeia standards relating to the safe storage and
handling of drugs.

(E) Knowledge and understanding of prescription terminology,
abbreviations, dosages, and format.

(4) The board may, by regulation, require training programs to
include additional material.
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(5) The board shall not issue a license as a designated
representative until the applicant provides proof of completion
of the required training to the board.

(c) The veterinary food-animal drug retailer or wholesaler shall
not operate without a pharmacist or a designated representative
on its premises.

(d) Only a pharmacist or a designated representative shall
prepare and affix the label to veterinary food-animal drugs.

(e) Section 4051 shall not apply to any laboratory licensed under
Section 351 of Title Il of the Public Health Service Act (Public Law
78-410).

4053.1. Designated Representative 3-PL to Supervise Third-
Party Logistics Provider

(a) Notwithstanding Section 4051, the board may issue a license
to a qualified individual as a designated representative-3PL to
provide sufficient and qualified supervision of a third-party
logistics provider’s place of business. The designated
representative-3PL shall protect the public health and safety in
the handling, storage, warehousing, distribution, and shipment of
dangerous drugs and dangerous devices in the third-party
logistics provider’s place of business.

(b) An individual who is at least 18 years of age may apply for a
designated representative-3PL license. In order to obtain and
maintain that license, the individual shall meet all of the
following requirements:

(1) The individual shall be a high school graduate, possess a
general education development certificate equivalent, or have
earned a degree from an accredited postsecondary institution.

(2) The individual shall meet one of the following requirements:

(A) Have a minimum of one year of paid work experience in the
past three years with a third-party logistics provider.

(B) Have a minimum of one year of paid work experience in the
past three years in a licensed pharmacy, or with a drug
wholesaler, drug distributor, or drug manufacturer, performing
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duties related to the distribution or dispensing of dangerous
drugs or dangerous devices.

(C) Meet all of the prerequisites to take the examination
required for licensure as a pharmacist by the board.

(3) (A) The individual shall complete a training program
approved by the board that, at a minimum, addresses each of the
following subjects:

(i) Knowledge and understanding of California law and federal
law relating to the distribution of dangerous drugs and
dangerous devices.

(i) Knowledge and understanding of California law and federal
law relating to the distribution of controlled substances.

(iii) Knowledge and understanding of quality control systems.

(iv) Knowledge and understanding of the United States
Pharmacopoeia or federal Food and Drug Administration
standards relating to the safe storage, handling, and transport of
dangerous drugs and dangerous devices.

(B) The board may, by regulation, require the training program
required under this paragraph to include additional material.

(C) The board shall not issue a license as a designated
representative-3PL until the applicant provides proof of
completion of the training required by this paragraph to the
board.

(c) A third-party logistics provider shall not operate without at
least one designated representative-3PL present at each of its
licensed places of business as required under Section 4160.

4053.2. Designated Representative-Reverse Distributor —
Licensing; Requirements

(a) Notwithstanding Sections 4051 and 4053, the board may
issue a designated representative-reverse distributor license to a
qualified individual who shall provide sufficient and qualified
supervision over a licensed wholesaler that only acts as a reverse
distributor. The designated representative-reverse distributor
shall protect the public health and safety in the handling, storage,
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warehousing, and destruction of outdated or nonsaleable
dangerous drugs and dangerous devices.

(b) An individual who is at least 18 years of age may apply for a
designated representative-reverse distributor license. In order to
obtain and maintain that license, the individual shall meet all of
the following requirements:

(1) He or she shall be a high school graduate or possess a
general education development certificate equivalent.

(2) He or she shall meet one of the following requirements:

(A) Have a minimum of one year of paid work experience in the
past three years with a licensed wholesaler, third-party logistics
provider, or pharmacy performing duties related to the
distribution, dispensing, or destruction of dangerous drugs or
dangerous devices.

(B) Have a minimum of one year of paid work experience in the
destruction of outdated or nonsaleable dangerous drugs or
dangerous devices pharmaceutical waste.

(C) Meet all of the prerequisites to take the examination
required for licensure as a pharmacist by the board.

(3) (A) He or she shall complete a training program approved by
the board that, at a minimum, addresses each of the following
subjects:

(i) Knowledge and understanding of California law and federal
law relating to the distribution of dangerous drugs and
dangerous devices.

(ii) Knowledge and understanding of California law and federal
law relating to the distribution of controlled substances.

(iii) Knowledge and understanding of California law and federal
law relating to the removal and destruction of dangerous drugs,
dangerous devices, and pharmaceutical waste.

(iv) Knowledge and understanding of the United States
Pharmacopoeia or federal Food and Drug Administration
standards relating to the safe storage, handling, and transport of
dangerous drugs and dangerous devices.
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(B) The board may, by regulation, require the training program
required under this paragraph to include additional material.

(C) The board shall not issue a license as a designated
representative-reverse distributor until the applicant provides
proof of completion of the training required by this paragraph to
the board.

(c) A reverse distributor shall not operate without at least one
designated representative or designated representative-reverse
distributor present at each of its licensed places of business as
required under Section 4160.

4054. Supply by Manufacturer, etc. of Certain Dialysis Drugs
and Devices

Section 4051 shall not apply to a manufacturer or wholesaler
that provides dialysis drugs and devices directly to patients.

4055. Sale of Devices to Licensed Clinics, etc.

Nothing in this chapter, nor any other law, shall prohibit the sale
of devices to clinics that have been issued a clinic license
pursuant to Article 13 (commencing with Section 4180) of this
chapter, or to skilled nursing facilities or intermediate care
facilities licensed pursuant to Chapter 2 (commencing with
Section 1250) of, or to home health agencies licensed pursuant to
Chapter 8 (commencing with Section 1725) of, or to hospices
licensed pursuant to Chapter 8.5 (commencing with Section
1745) of, Division 2 of, the Health and Safety Code, as long as the
devices are furnished only upon the prescription or order of a
physician, dentist, or podiatrist.

4056. Purchase of Drugs at Wholesale — Hospital Containing
100 Beds or Less

(a) Notwithstanding any provision of this chapter, a licensed
hospital that contains 100 beds or fewer, and that does not
employ a full-time pharmacist, may purchase drugs at wholesale
for administration, under the direction of a physician, or for
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dispensation by a physician, to persons registered as inpatients of
the hospital, to emergency cases under treatment in the hospital,
or, under the conditions described in subdivision (f), to persons
registered as outpatients in a rural hospital as defined in Section
124840 of the Health and Safety Code. The hospital shall keep
records of the kind and amounts of drugs so purchased and
administered or dispensed, and the records shall be available for
inspection by all properly authorized personnel of the board.

(b) No hospital shall be entitled to the benefits of subdivision (a)
until it has obtained a license from the board. Each license shall
be issued to a specific hospital and for a specific location.

(c) Each application for a license under this section shall be
made on a form furnished by the board. Upon the filing of the
application and payment of the fee prescribed in subdivision (a)
of Section 4400, the executive officer of the board shall issue a
license authorizing the hospital to which it is issued to purchase
drugs at wholesale pursuant to subdivision (a). The license shall
be renewed annually on or before November 1 of each year upon
payment of the renewal fee prescribed in subdivision (b) of
Section 4400 and shall not be transferable.

(d) The form of application for a license under this section shall
contain the name and address of the applicant, the number of
beds, whether the applicant is a licensed hospital, whether it
does or does not employ a full-time pharmacist, the name of its
chief medical officer, and the name of its administrator.

(e) The board may deny, revoke, or suspend a license issued
under this section in the manner and for the grounds specified in
Article 19 (commencing with Section 4300).

(f) A physician himself or herself may dispense drugs to
outpatients directly pursuant to subdivision (a) only if the
physician determines that it is in the best interest of the patient
that a particular drug regimen be immediately commenced or
continued, and the physician reasonably believes that a
pharmacy located outside the hospital is not available and
accessible at the time of dispensation to the patient within 30
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minutes of the hospital pharmaceutical services or within a 30-
mile radius from the hospital pharmaceutical services by means
of the method of transportation the patient states that he or she
intends to use. The quantity of drugs dispensed to any
outpatient pursuant to this subdivision shall be limited to that
amount necessary to maintain uninterrupted therapy during the
period when pharmaceutical services outside the hospital are not
readily available or accessible, but shall not exceed a 72-hour
supply. The physician shall ensure that the label on the drug
contains all the information required by Section 4076.

(g) A rural hospital, as defined in Section 124840 of the Health
and Safety Code, shall obtain information regarding the hours of
operation of each pharmacy located within the 30 minute or 30-
mile radius of the hospital. The hospital shall update this
information annually, and shall make this information available
to its medical staff.

(h) A licensed hospital that contains 100 beds or fewer, does not
employ a full-time pharmacist, and purchases drugs at wholesale
for administration or dispensation pursuant to subdivision (a),
shall retain the services of a pharmacist consultant to monitor
and review the pharmaceutical services provided by the hospital
to inpatients of the hospital, and the dispensing of drugs by
physicians to outpatients pursuant to subdivision (f).

(i) This section shall not be construed to eliminate the
requirements of Section 11164 or 11167 of the Health and Safety
Code.

4057. Exceptions to Application of this Chapter

(a) Except as provided in Section 4006, subdivision (d) of Section
4081, Section 4240, subdivisions (t) and (u) of Section 4301, and
Section 4342, this chapter does not apply to the retail sale of
nonprescription drugs that are not subject to Section 4022 and
that are packaged or bottled in the manufacturer’s or
distributor’s container and labeled in accordance with applicable
federal and state drug labeling requirements.
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(b) This chapter does not apply to specific dangerous drugs and
dangerous devices listed in board regulations, where the sale or
furnishing is made to any of the following:

(1) A physician, dentist, podiatrist, pharmacist, medical
technician, medical technologist, optometrist, or chiropractor
holding a currently valid and unrevoked license and acting within
the scope of his or her profession.

(2) A clinic, hospital, institution, or establishment holding a
currently valid and unrevoked license or permit under Division 2
(commencing with Section 1200) of the Health and Safety Code,
or Chapter 2 (commencing with Section 3300) of Division 3 of, or
Part 2 (commencing with Section 6250) of Division 6 of, the
Welfare and Institutions Code.

(3) A correctional clinic, as defined in Section 4187, holding a
currently valid and unrevoked license or permit under Article
13.5 (commencing with Section 4187).

(c) This chapter shall not apply to a home health agency licensed
under Chapter 8 (commencing with Section 1725) of, or a hospice
licensed under Chapter 8.5 (commencing with Section 1745) of,
Division 2 of, the Health and Safety Code, when it purchases,
stores, furnishes, or transports specific dangerous drugs and
dangerous devices listed in board regulations in compliance with
applicable law and regulations including:

(1) Dangerous devices described in subdivision (b) of Section
4022, as long as these dangerous devices are furnished only upon
the prescription or order of a physician, dentist, or podiatrist.

(2) Hypodermic needles and syringes.

(3) Irrigation solutions of 50 cubic centimeters or greater.

(d) This chapter does not apply to the storage of devices in
secure central or ward supply areas of a clinic, hospital,
institution, or establishment holding a currently valid and
unrevoked license or permit pursuant to Division 2 (commencing
with Section 1200) of the Health and Safety Code, or pursuant to
Chapter 2 (commencing with Section 3300) of Division 3 of, or
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Part 2 (commencing with Section 6250) of Division 6 of, the
Welfare and Institutions Code.

(e) This chapter does not apply to the retail sale of vitamins,
mineral products, or combinations thereof or to foods,
supplements, or nutrients used to fortify the diet of humans or
other animals or poultry and labeled as such that are not subject
to Section 4022 and that are packaged or bottled in the
manufacturer’s or distributor’s container and labeled in
accordance with applicable federal and state labeling
requirements.

(f) This chapter does not apply to the furnishing of dangerous
drugs and dangerous devices to recognized schools of nursing.
These dangerous drugs and dangerous devices shall not include
controlled substances. The dangerous drugs and dangerous
devices shall be used for training purposes only, and not for the
cure, mitigation , or treatment of disease in humans. Recognized
schools of nursing for purposes of this subdivision are those
schools recognized as training facilities by the California Board of
Registered Nursing.

4058. Display of Original License

Every person holding a license issued under this chapter to
operate a premises shall display the original license and current
renewal license upon the licensed premises in a place where it
may be clearly read by the public.

4059. Furnishing Dangerous Drugs or Devices Prohibited
Without Prescription: Exceptions

(a) A person may not furnish any dangerous drug, except upon
the prescription of a physician, dentist, podiatrist, optometrist,
veterinarian, or naturopathic doctor pursuant to Section 3640.7.
A person may not furnish any dangerous device, except upon the
prescription of a physician, dentist, podiatrist, optometrist,
veterinarian, or naturopathic doctor pursuant to Section 3640.7.
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(b) This section does not apply to the furnishing of any
dangerous drug or dangerous device by a manufacturer,
wholesaler, or pharmacy to each other or to a physician, dentist,
podiatrist, optometrist, veterinarian, or naturopathic doctor
pursuant to Section 3640.7, or to a laboratory under sales and
purchase records that correctly give the date, the names and
addresses of the supplier and the buyer, the drug or device, and
its quantity. This section does not apply to the furnishing of any
dangerous device by a manufacturer, wholesaler, or pharmacy to
a physical therapist acting within the scope of his or her license
under sales and purchase records that correctly provide the date
the device is provided, the names and addresses of the supplier
and the buyer, a description of the device, and the quantity
supplied.

(c) A pharmacist, or a person exempted pursuant to Section
4054, may distribute dangerous drugs and dangerous devices
directly to dialysis patients pursuant to regulations adopted by
the board. The board shall adopt any regulations as are necessary
to ensure the safe distribution of these drugs and devices to
dialysis patients without interruption thereof. A person who
violates a regulation adopted pursuant to this subdivision shall be
liable upon order of the board to surrender his or her personal
license. These penalties shall be in addition to penalties that may
be imposed pursuant to Section 4301. If the board finds any
dialysis drugs or devices distributed pursuant to this subdivision
to be ineffective or unsafe for the intended use, the board may
institute immediate recall of any or all of the drugs or devices
distributed to individual patients.

(d) Home dialysis patients who receive any drugs or devices
pursuant to subdivision (c) shall have completed a full course of
home training given by a dialysis center licensed by the State
Department of Public Health. The physician prescribing the
dialysis products shall submit proof satisfactory to the
manufacturer or wholesaler that the patient has completed the
program.
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(e) A pharmacist may furnish a dangerous drug authorized for
use pursuant to Section 2620.3 to a physical therapist. A record
containing the date, name and address of the buyer, and name
and quantity of the drug shall be maintained. This subdivision
shall not be construed to authorize the furnishing of a controlled
substance.

(f) A pharmacist may furnish electroneuromyographic needle
electrodes or hypodermic needles used for the purpose of
placing wire electrodes for kinesiological electromyographic
testing to physical therapists who are certified by the Physical
Therapy Board of California to perform tissue penetration in
accordance with Section 2620.5.

(g) Nothing in this section shall be construed as permitting a
licensed physical therapist to dispense or furnish a dangerous
device without a prescription of a physician, dentist, podiatrist,
optometrist, or veterinarian.

(h) A veterinary food-animal drug retailer shall dispense, furnish,
transfer, or sell veterinary food-animal drugs only to another
veterinary food-animal drug retailer, a pharmacy, a veterinarian,
or to a veterinarian's client pursuant to a prescription from the
veterinarian for food-producing animals.

4059.5. Who May Order Dangerous Drugs or Devices:
Exceptions; Compliance With Laws of All Involved Jurisdictions

(a) Except as otherwise provided in this chapter, dangerous
drugs or dangerous devices may only be ordered by an entity
licensed by the board and shall be delivered to the licensed
premises and signed for and received by a pharmacist. Where a
licensee is permitted to operate through a designated
representative, or in the case of a reverse distributor a
designated representative-reverse distributor, that individual
shall sign for and receive the delivery.

(b) A dangerous drug or dangerous device transferred, sold, or
delivered to a person within this state shall be transferred, sold,
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or delivered only to an entity licensed by the board, to a
manufacturer, or to an ultimate user or the ultimate user's agent.

(c) Notwithstanding subdivisions (a) and (b), deliveries to a
hospital pharmacy may be made to a central receiving location
within the hospital. However, the dangerous drugs or dangerous
devices shall be delivered to the licensed pharmacy premises
within one working day following receipt by the hospital, and the
pharmacist on duty at that time shall immediately inventory the
dangerous drugs or dangerous devices.

(d) Notwithstanding any other law, a dangerous drug or
dangerous device may be ordered by and provided to a
manufacturer, physician, dentist, podiatrist, optometrist,
veterinarian, naturopathic doctor pursuant to Section 3640.7, or
laboratory, or a physical therapist acting within the scope of his
or her license. A person or entity receiving delivery of a
dangerous drug or dangerous device, or a duly authorized
representative of the person or entity, shall sign for the receipt of
the dangerous drug or dangerous device.

(e) A dangerous drug or dangerous device shall not be
transferred, sold, or delivered to a person outside this state,
whether foreign or domestic, unless the transferor, seller, or
deliverer does so in compliance with the laws of this state and of
the United States and of the state or country to which the
dangerous drugs or dangerous devices are to be transferred,
sold, or delivered. Compliance with the laws of this state and the
United States and of the state or country to which the dangerous
drugs or dangerous devices are to be delivered shall include, but
not be limited to, determining that the recipient of the
dangerous drugs or dangerous devices is authorized by law to
receive the dangerous drugs or dangerous devices.

(f) Notwithstanding subdivision (a), a pharmacy may take
delivery of dangerous drugs and dangerous devices when the
pharmacy is closed and no pharmacist is on duty if all of the
following requirements are met:
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(1) The drugs are placed in a secure storage facility in the same
building as the pharmacy.

(2) Only the pharmacist-in-charge or a pharmacist designated by
the pharmacist-in-charge has access to the secure storage facility
after dangerous drugs or dangerous devices have been delivered.

(3) The secure storage facility has a means of indicating whether
it has been entered after dangerous drugs or dangerous devices
have been delivered.

(4) The pharmacy maintains written policies and procedures for
the delivery of dangerous drugs and dangerous devices to a
secure storage facility.

(5) The agent delivering dangerous drugs and dangerous devices
pursuant to this subdivision leaves documents indicating the
name and amount of each dangerous drug or dangerous device
delivered in the secure storage facility.

The pharmacy shall be responsible for the dangerous drugs and
dangerous devices delivered to the secure storage facility. The
pharmacy shall also be responsible for obtaining and maintaining
records relating to the delivery of dangerous drugs and
dangerous devices to a secure storage facility.

(g) Notwithstanding subdivision (a), dangerous drugs and
devices and controlled substances may be ordered by a remote
dispensing site pharmacy licensed by the board and may be
signed for and received by a registered pharmacy technician, who
meets the qualifications of Section 4132, at the remote site. A
controlled substance signed for by a pharmacy technician under
this section shall be stored separately from existing inventory
until the time the controlled substance is reviewed and
countersigned by a pharmacist. Any receipt and storage of a
controlled substance by a pharmacy technician pursuant to this
section shall be captured on video, and that video shall be made
accessible to the supervising pharmacy and maintained by the
remote dispensing site pharmacy for 120 days.

4060. Controlled Substance: Prescription Required; Exceptions
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A person shall not possess any controlled substance, except that
furnished to a person upon the prescription of a physician,
dentist, podiatrist, optometrist, veterinarian, nurse practitioner
practicing pursuant to Section 2837.103 or 2837.104, or
naturopathic doctor pursuant to Section 3640.7, or furnished
pursuant to a drug order issued by a certified nurse-midwife
pursuant to Section 2746.51, a nurse practitioner practicing
pursuant to Section 2836.1, a physician assistant pursuant to
Section 3502.1, a naturopathic doctor pursuant to Section
3640.5, or a pharmacist pursuant to Section 4052.1, 4052.2, or
4052.6. This section does not apply to the possession of any
controlled substance by a manufacturer, wholesaler, third-party
logistics provider, pharmacy, pharmacist, physician, podiatrist,
dentist, optometrist, veterinarian, naturopathic doctor, certified
nurse-midwife, nurse practitioner, or physician assistant, if in
stock in containers correctly labeled with the name and address
of the supplier or producer.

This section does not authorize a certified nurse-midwife, a
nurse practitioner practicing pursuant to Section 2836.1, a
physician assistant, or a naturopathic doctor, to order their own
stock of dangerous drugs and devices.

4061. Distribution of a Drug as Sample; Written Request
Required

(a) No manufacturer's sales representative shall distribute any
dangerous drug or dangerous device as a complimentary sample
without the written request of a physician, dentist, podiatrist,
optometrist, veterinarian, nurse practitioner practicing pursuant
to Section 2837.103 or 2837.104, or naturopathic doctor
pursuant to Section 3640.7. However, a certified nurse-midwife
who functions pursuant to a standardized procedure or protocol
described in Section 2746.51, a nurse practitioner who functions
pursuant to a standardized procedure described in Section
2836.1, or protocol, a physician assistant who functions pursuant
to a protocol described in Section 3502.1, or a naturopathic
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doctor who functions pursuant to a standardized procedure or
protocol described in Section 3640.5, may sign for the request
and receipt of complimentary samples of a dangerous drug or
dangerous device that has been identified in the standardized
procedure, protocol, or practice agreement. Standardized
procedures, protocols, and practice agreements shall include
specific approval by a physician. A review process, consistent
with the requirements of Section 2725, 3502.1, or 3640.5, of the
complimentary samples requested and received by a nurse
practitioner practicing pursuant to Section 2836.1, certified
nurse-midwife, physician assistant, or naturopathic doctor, shall
be defined within the standardized procedure, protocol, or
practice agreement.

(b) Each written request shall contain the names and addresses
of the supplier and the requester, the name and quantity of the
specific dangerous drug desired, the name of the certified nurse-
midwife, nurse practitioner, physician assistant, or naturopathic
doctor, if applicable, receiving the samples pursuant to this
section, the date of receipt, and the name and quantity of the
dangerous drugs or dangerous devices provided. These records
shall be preserved by the supplier with the records required by
Section 4059.

(c) Nothing in this section is intended to expand the scope of
practice of a certified nurse-midwife, nurse practitioner,
physician assistant, or naturopathic doctor.

4062. Furnishing Dangerous Drugs during Emergency; Mobile
Pharmacy

(a) Notwithstanding Section 4059 or any other law, a pharmacist
or a clinic licensed and acting under Section 4180 may, in good
faith, furnish a dangerous drug or dangerous device in reasonable
guantities without a prescription during a federal, state, or local
emergency, to further the health and safety of the public. A
record containing the date, name, and address of the person to
whom the drug or device is furnished, and the name, strength,
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and quantity of the drug or device furnished shall be maintained.
The pharmacist or clinic shall communicate this information to
the patient's attending physician as soon as possible.
Notwithstanding Section 4060 or any other law, a person may
possess a dangerous drug or dangerous device furnished without
prescription pursuant to this section.

(b) During a declared federal, state, or local emergency, the
board may waive application of any provisions of this chapter or
the regulations adopted pursuant to it if, in the board's opinion,
the waiver will aid in the protection of public health or the
provision of patient care.

(c) During a declared federal, state, or local emergency, the
board shall allow for the employment of a mobile pharmacy or
clinic in impacted areas in order to ensure the continuity of
patient care, if all of the following conditions are met:

(1) The mobile pharmacy or clinic shares common ownership
with at least one currently licensed pharmacy or clinic in good
standing.

(2) The mobile pharmacy or clinic retains records of dispensing,
as required by subdivision (a).

(3) A licensed pharmacist, or, in the case of a clinic, a
professional director, is on the premises and the mobile
pharmacy is under the control and management of a pharmacist,
or, in the case of a clinic, a professional director, while the drugs
are being dispensed.

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

(5) The mobile pharmacy or clinic is located within the declared
emergency area or affected areas.

(6) The mobile pharmacy or clinic ceases the provision of
services within 48 hours following the termination of the
declared emergency.

(d) Notwithstanding any other law, the board may elect to
continue to waive application of any provision of this chapter for
up to 90 days following the termination of the declared
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emergency if, in the board’s opinion, the continued waiver will
aid in the protection of the public health or in the provision of
patient care.

(e) (1) A pharmacy that is destroyed or severely damaged as a
result of a natural disaster or due to events that led to a declared
federal, state, or local emergency, may be relocated. The
relocation shall not be considered a transfer of ownership or
location under Section 4110, if no changes are made to the
management and control, or ownership, of the pharmacy and all
applicable laws and regulations are followed. Notification of the
relocation shall be provided to the board immediately upon
identification of the new location.

(2) For purposes of this section, “severely damaged” means
damage that renders the premises unsafe or unfit for entry or
occupation.

4063. Refill of Prescription for Dangerous Drug or Device
Requires Prescriber Authorization

No prescription for any dangerous drug or dangerous device
may be refilled except upon authorization of the prescriber. The
authorization may be given orally or at the time of giving the
original prescription. No prescription for any dangerous drug
that is a controlled substance may be designated refillable as
needed.

4064. Emergency Refill of Prescription without Prescriber
Authorization

(a) A prescription for a dangerous drug or dangerous device may
be refilled without the prescriber's authorization if the prescriber
is unavailable to authorize the refill and if, in the pharmacist's
professional judgment, failure to refill the prescription might
interrupt the patient's ongoing care and have a significant
adverse effect on the patient's well-being.

(b) The pharmacist shall inform the patient that the prescription
was refilled pursuant to this section.
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(c) The pharmacist shall inform the prescriber within a
reasonable period of time of any refills dispensed pursuant to
this section.

(d) Prior to refilling a prescription pursuant to this section, the
pharmacist shall make every reasonable effort to contact the
prescriber. The pharmacist shall make an appropriate record,
including the basis for proceeding under this section.

(e) The prescriber shall not incur any liability as the result of a
refilling of a prescription pursuant to this section.

(f) Notwithstanding Section 4060 or any other law, a person
may possess a dangerous drug or dangerous device furnished
without prescription pursuant to this section.

(g) During a proclaimed state of emergency, nothing in either
this section or any other provision of this chapter prohibits a
pharmacist, a clinic licensed under Section 4180, or a mobile
pharmacy or clinic described in subdivision (c) of Section 4062
from refilling a prescription if the prescriber is unavailable, or if
after a reasonable effort has been made, the pharmacist, clinic,
or mobile pharmacy is unable to contact the prescriber.

4064.5. Dispensing a 90-Day Supply of a Dangerous Drug or
Device; Requirements and Exceptions

(a) A pharmacist may dispense not more than a 90-day supply of
a dangerous drug other than a controlled substance pursuant to
a valid prescription that specifies an initial quantity of less than a
90-day supply followed by periodic refills of that amount if all of
the following requirements are satisfied:

(1) The patient has completed an initial 30-day supply of the
dangerous drug.

(2) The total quantity of dosage units dispensed does not exceed
the total quantity of dosage units authorized by the prescriber on
the prescription, including refills.

(3) The prescriber has not specified on the prescription that
dispensing the prescription in an initial amount followed by
periodic refills is medically necessary.
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(4) The pharmacist is exercising his or her professional
judgment.

(b) For purposes of this section, if the prescription continues the
same medication as previously dispensed in a 90-day supply, the
initial 30-day supply under paragraph (1) of subdivision (a) is not
required.

(c) A pharmacist dispensing an increased supply of a dangerous
drug pursuant to this section shall notify the prescriber of the
increase in the quantity of dosage units dispensed.

(d) In no case shall a pharmacist dispense a greater supply of a
dangerous drug pursuant to this section if the prescriber
personally indicates, either orally or in his or her own
handwriting, "No change to quantity," or words of similar
meaning. Nothing in this subdivision shall prohibit a prescriber
from checking a box on a prescription marked "No change to
quantity," provided that the prescriber personally initials the box
or checkmark. To indicate that an increased supply shall not be
dispensed pursuant to this section for an electronic data
transmission prescription as defined in subdivision (c) of Section
4040, a prescriber may indicate "No change to quantity," or
words of similar meaning, in the prescription as transmitted by
electronic data, or may check a box marked on the prescription
"No change to quantity." In either instance, it shall not be
required that the prohibition on an increased supply be manually
initialed by the prescriber.

(e) This section shall not apply to psychotropic medication or
psychotropic drugs as described in subdivision (d) of Section
369.5 of the Welfare and Institutions Code.

(f) Except for the provisions of subdivision (d), this section does
not apply to FDA-approved, self-administered hormonal
contraceptives.

(1) A pharmacist shall dispense, at a patient’s request, up to a
12-month supply of an FDA-approved, self-administered
hormonal contraceptive pursuant to a valid prescription that
specifies an initial quantity followed by periodic refills.
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(2) A pharmacist furnishing an FDA-approved, self-administered
hormonal contraceptive pursuant to Section 4052.3 under
protocols developed by the Board of Pharmacy may furnish, at
the patient’s request, up to a 12-month supply at one time.

(3) Nothing in this subdivision shall be construed to require a
pharmacist to dispense or furnish a drug if it would result in a
violation of Section 733.

(g) Nothing in this section shall be construed to require a health
care service plan, health insurer, workers’ compensation
insurance plan, pharmacy benefits manager, or any other person
or entity, including, but not limited to, a state program or state
employer, to provide coverage for a dangerous drug in a manner
inconsistent with a beneficiary’s plan benefit.

4065. Injection Card System; Requirements for Administration

(a) "Injection card system," as used in this section, means a
system that enables a facility to authorize an outpatient to
receive injections of controlled substances at the facility pursuant
to a prior written order by a physician, through the use of a card
that is maintained at the location in the facility where the
injections are administered.

(1) The injection card shall include, at a minimum, the following
information: the date of authorization, the number and
frequency of injections authorized, the name of the drug
including the strength and amount authorized, the names of the
prescribing physician and the patient, the date and time of each
injection, and the signature of the person administering the
injection.

(2) In addition, the patient's medical record maintained by the
facility shall contain all of the information required under
Sections 4040 and 4070 and Chapter 1 (commencing with Section
70001) of Division 5 of Title 22 of the California Code of
Regulations.

(b) Notwithstanding any other provision of law, a licensed
health care facility may provide for the administration of
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controlled substances through the use of an injection card
system for controlled substances.

(c) A facility that employs an injection card system shall have a
written protocol for the use of this system. The protocol shall be
developed by a team of health care professionals, including at
least one physician, one registered nurse, and one pharmacist.
The protocol shall provide for, but not be limited to, the
following:

(1) Identification of drugs to be included in the injection card
system.

(2) Distinction among classes of drugs.

(3) Periodic review of the efficacy of the injection card system,
including, but not limited to, its effectiveness and safety for
different classes of drugs.

(4) Determination as to whether each drug included in the
injection card system requires the presence of a physician or only
the ready availability of a physician.

(5) Implementation of recordkeeping systems that, at a
minimum, record each injection and each visit, provide for the
immediate entry of the injection in the patient's medical record,
provide a system for discontinuance of the order by the
prescribing physician, and allow for ready identification of
patterns of possible or actual patient abuse of controlled
substances and other potential adverse drug interactions.

(6) Retention of the injection card by the facility at all times
when a controlled substance is being administered.

(7) Adequate initial evaluation of patients, including, but not
limited to, a determination as to whether each patient is a proper
subject for the injection card system.

(8) Ongoing medical evaluation of the patient's response to the
injection card system.

(9) That all injection cards shall become a permanent part of the
patient's medical record within 15 days from the date the last
authorized dose is administered.
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(d) Nothing in this section shall be construed to prohibit the use,
or impose new requirements on the use, of an injection card
system for noncontrolled substances.

4066. Furnishing Dangerous Drugs to Master or First Officer of
Vessel

(a) Notwithstanding Section 4059, a wholesaler or pharmacy
may furnish dangerous drugs to the master or first officer of an
ocean vessel, pursuant to a written prescription. The requisition
shall be on the vessel's official stationery, signed by the vessel's
first officer. The drugs shall be maintained on board the vessel
and dispensed from medicine chests, first aid packets, or
dispensaries, pursuant to standardized procedures established by
a registered medical officer.

(b) Dangerous drugs shall be furnished in a sealed container to
the vessel's first officer, on proper identification, or delivered
aboard the vessel.

(c) Wholesalers or pharmacies engaging in the activities
authorized by this section shall give notice to the board within 30
days of undertaking the activity.

(d) Distribution of controlled substances shall be in accordance
with federal requirements contained in Section 1301.28 of Title
21 of the Code of Federal Regulations.

4067. Internet; Dispensing Dangerous Drugs or Devices without
Prescription

(a) No person or entity shall dispense or furnish, or cause to be
dispensed or furnished, dangerous drugs or dangerous devices,
as defined in Section 4022, on the Internet for delivery to any
person in this state without a prescription issued pursuant to a
good faith prior examination of a human or animal for whom the
prescription is meant if the person or entity either knew or
reasonably should have known that the prescription was not
issued pursuant to a good faith prior examination of a human or
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animal, or if the person or entity did not act in accordance with
Section 1761 of Title 16 of the California Code of Regulations.

(b) Notwithstanding any other provision of law, a violation of
this section may subject the person or entity that has committed
the violation to either a fine of up to twenty-five thousand dollars
(525,000) per occurrence pursuant to a citation issued by the
board or a civil penalty of twenty-five thousand dollars ($25,000)
per occurrence.

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

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

(e) Nothing in this section shall be construed to permit the
unlicensed practice of pharmacy, or to limit the authority of the
board to enforce any other provision of this chapter.

(f) For the purposes of this section, "good faith prior
examination" includes the requirements for a physician and
surgeon in Section 2242 and the requirements for a veterinarian
in Section 2032.1 of Title 16 of the California Code of Regulations.
4068. Dispense Dangerous Drug or Controlled Substance to
Emergency Room Patient; Requirements

(a) Notwithstanding any provision of this chapter, a prescriber
may dispense a dangerous drug, including a controlled substance,
to an emergency room patient if all of the following apply:

(1) The hospital pharmacy is closed and there is no pharmacist
available in the hospital.
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(2) The dangerous drug is acquired by the hospital pharmacy.

(3) The dispensing information is recorded and provided to the
pharmacy when the pharmacy reopens.

(4) The hospital pharmacy retains the dispensing information
and, if the drug is a schedule Il, schedule Ill, or schedule IV
controlled substance, reports the dispensing information to the
Department of Justice pursuant to Section 11165 of the Health
and Safety Code.

(5) The prescriber determines that it is in the best interest of the
patient that a particular drug regimen be immediately
commenced or continued, and the prescriber reasonably believes
that a pharmacy located outside the hospital is not available and
accessible at the time of dispensing to the patient.

(6) The quantity of drugs dispensed to any patient pursuant to
this section are limited to that amount necessary to maintain
uninterrupted therapy during the period when pharmacy services
outside the hospital are not readily available or accessible, but
shall not exceed a 72-hour supply.

(7) The prescriber shall ensure that the label on the drug
contains all the information required by Section 4076.

(b) The prescriber shall be responsible for any error or omission
related to the drugs dispensed.

4069. Dispensing or Furnishing a Dangerous Drug Pursuant to a
Veterinary Prescription; Drug Documentation

A pharmacist who dispenses or furnishes a dangerous drug, as
defined in Section 4022, pursuant to a veterinary prescription
shall include, as part of the consultation, the option for a
representative of an animal patient to also receive drug
documentation specifically designed for veterinary drugs.

Article 4. Requirements for Prescriptions
4070. Reduction of Oral or Electronic Prescription to Writing

98



(a) Except as provided in Section 4019 and subdivision (b), an
oral or an electronic data transmission prescription as defined in
subdivision (c) of Section 4040 shall as soon as practicable be
reduced to writing by the pharmacist and shall be filled by, or
under the direction of, the pharmacist. The pharmacist need not
reduce to writing the address, telephone number, license
classification, federal registry number of the prescriber or the
address of the patient or patients if the information is readily
retrievable in the pharmacy.

(b) A pharmacy receiving an electronic transmission prescription
shall not be required to reduce that prescription to writing or to
hard copy form if, for three years from the last date of furnishing
pursuant to that prescription or order, the pharmacy is able,
upon request by the board, to immediately produce a hard copy
report that includes for each date of dispensing of a dangerous
drug or dangerous device pursuant to that prescription or order:
(1) all of the information described in subparagraphs (A) to (E),
inclusive, of paragraph (1) of subdivision (a) of Section 4040, and
(2) the name or identifier of the pharmacist who dispensed the
dangerous drug or dangerous device. This subdivision shall not
apply to prescriptions for controlled substances classified in
Schedule Il Ill, IV, or V, except as permitted pursuant to Section
11164.5 of the Health and Safety Code.

(c) If only recorded and stored electronically, on magnetic
media, or in any other computerized form, the pharmacy's
computer system shall not permit the received information or
the dangerous drug or dangerous device dispensing information
required by this section to be changed, obliterated, destroyed, or
disposed of, for the record maintenance period required by law
once the information has been received by the pharmacy and
once the dangerous drug or dangerous device has been
dispensed. Once a dangerous drug or dangerous device has been
dispensed, if the previously created record is determined to be
incorrect, a correcting addition may be made only by or with the
approval of a pharmacist. After a pharmacist enters the change
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or enters his or her approval of the change into the computer,
the resulting record shall include the correcting addition and the
date it was made to the record, the identity of the person or
pharmacist making the correction, and the identity of the
pharmacist approving the correction.

(d) Nothing in this section shall impair the requirement to have
an electronically transmitted prescription transmitted only to the
pharmacy of the patient's choice or to have a written
prescription. This requirement shall not apply to orders for
medications to be administered in an acute care hospital.

4071. Prescriber May Authorize Agent to Transmit Prescription;
Schedule Il Excluded

Notwithstanding any other provision of law, a prescriber may
authorize his or her agent on his or her behalf to orally or
electronically transmit a prescription to the furnisher. The
furnisher shall make a reasonable effort to determine that the
person who transmits the prescription is authorized to do so and
shall record the name of the authorized agent of the prescriber
who transmits the order. This section shall not apply to orders for
Schedule Il controlled substances.

4071.1. Electronic Prescription Entry into Pharmacy or Hospital
Computer

(a) A prescriber, a prescriber's authorized agent, or a pharmacist
may electronically enter a prescription or an order, as defined in
Section 4019, into a pharmacy's or hospital's computer from any
location outside of the pharmacy or hospital with the permission
of the pharmacy or hospital. For purposes of this section, a
"prescriber's authorized agent" is a person licensed or registered
under Division 2 (commencing with Section 500). This subdivision
shall not apply to prescriptions for controlled substances
classified in Schedule 11, ll, IV, or V, except as permitted pursuant
to Section 11164.5 of the Health and Safety Code.
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(b) This section does not reduce the existing authority of other
hospital personnel to enter medication orders or prescription
orders into a hospital's computer.

(c) A dangerous drug or dangerous device shall be dispensed
pursuant to a prescription that has been electronically entered
into a pharmacy's computer without the prior approval of a
pharmacist.

(d)(1) A pharmacist located and licensed in the state may, on
behalf of a health care facility licensed pursuant to Chapter 2
(commencing with Section 1250) of Division 2 of the Health and
Safety Code, from a location outside of the facility, verify
medication chart orders for appropriateness before
administration consistent with federal requirements, as
established in the health care facility’s policies and procedures.

(2)(A) A health care facility shall maintain a record of a
pharmacist’s verification of medication chart orders pursuant to
this subdivision.

(B) A record maintained pursuant to subparagraph (A) shall
meet the same requirements as those described in Sections 4081
and 4105.

4072. Oral or Electronic Transmission of Prescription —Health
Care Facility

(a) Notwithstanding any other provision of law, a pharmacist,
registered nurse, licensed vocational nurse, licensed psychiatric
technician, or other healing arts licentiate, if so authorized by
administrative regulation, who is employed by or serves as a
consultant for a licensed skilled nursing, intermediate care, or
other health care facility, may orally or electronically transmit to
the furnisher a prescription lawfully ordered by a person
authorized to prescribe drugs or devices pursuant to Sections
4040 and 4070. The furnisher shall take appropriate steps to
determine that the person who transmits the prescription is
authorized to do so and shall record the name of the person who
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transmits the order. This section shall not apply to orders for
Schedule Il controlled substances.

(b) In enacting this section, the Legislature recognizes and
affirms the role of the Department of Public Health in regulating
drug order processing requirements for licensed health care
facilities as set forth in Title 22 of the California Code of
Regulations as they may be amended from time to time.

4073. Substitution of Generic Drug —Requirements and
Exceptions

(a) A pharmacist filling a prescription order for a drug product
prescribed by its trade or brand name may select another drug
product with the same active chemical ingredients of the same
strength, quantity, and dosage form, and of the same generic
drug name as determined by the United States Adopted Names
(USAN) and accepted by the federal Food and Drug
Administration (FDA), of those drug products having the same
active chemical ingredients.

(b) In no case shall a selection be made pursuant to this section
if the prescriber personally indicates, either orally or in his or her
own handwriting, "Do not substitute," or words of similar
meaning. Nothing in this subdivision shall prohibit a prescriber
from checking a box on a prescription marked "Do not
substitute"; provided that the prescriber personally initials the
box or checkmark. To indicate that a selection shall not be made
pursuant to this section for an electronic data transmission
prescription as defined in subdivision (c) of Section 4040, a
prescriber may indicate "Do not substitute," or words of similar
meaning, in the prescription as transmitted by electronic data, or
may check a box marked on the prescription "Do not substitute."
In either instance, it shall not be required that the prohibition on
substitution be manually initialed by the prescriber.

(c) Selection pursuant to this section is within the discretion of
the pharmacist, except as provided in subdivision (b). The person
who selects the drug product to be dispensed pursuant to this
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section shall assume the same responsibility for selecting the
dispensed drug product as would be incurred in filling a
prescription for a drug product prescribed by generic name.
There shall be no liability on the prescriber for an act or omission
by a pharmacist in selecting, preparing, or dispensing a drug
product pursuant to this section. In no case shall the pharmacist
select a drug product pursuant to this section unless the drug
product selected costs the patient less than the prescribed drug
product. Cost, as used in this subdivision, is defined to include
any professional fee that may be charged by the pharmacist.

(d) This section shall apply to all prescriptions, including those
presented by or on behalf of persons receiving assistance from
the federal government or pursuant to the California Medical
Assistance Program set forth in Chapter 7 (commencing with
Section 14000) of Part 3 of Division 9 of the Welfare and
Institutions Code.

(e) When a substitution is made pursuant to this section, the
use of the cost-saving drug product dispensed shall be
communicated to the patient and the name of the dispensed
drug product shall be indicated on the prescription label, except
where the prescriber orders otherwise.

4073.5. Substitution of Alternative Biological Product;
Requirements and Exceptions

(a) A pharmacist filling a prescription order for a prescribed
biological product may select an alternative biological product
only if all of the following:

(1) The alternative biological product is interchangeable.

(2) The prescriber does not personally indicate “Do not
substitute,” or words of similar meaning, in the manner provided
in subdivision (d).

(b) Within five days following the dispensing of a biological
product, a dispensing pharmacist or the pharmacists’ designee
shall make an entry of the specific biological product provided to
the patient, including the name of the biological product and the
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manufacturer. The communication shall be conveyed by making
an entry that can be electronically accessed by the prescriber
through one or more of the following electronic records systems:

(1) An interoperable electronic medical records system.

(2) An electronic prescribing technology.

(3) A pharmacy benefit management system.

(4) A pharmacy record.

(c) Entry into an electronic records system as described in
subdivision (b) is presumed to provide notice to the prescriber.

(d) If the pharmacy does not have access to one or more of the
entry systems in subdivision (b), the pharmacist or the
pharmacist’s designee shall communicate the name of the
biological product dispensed to the prescriber using facsimile,
telephone, electronic transmission, or other prevailing means,
except that communication shall not be required in this instance
to the prescriber when either of the following apply:

(1) There is no interchangeable biological product approved by
the federal Food and Drug Administration for the product
prescribed.

(2) A refill prescription is not changed from the product
dispensed on the prior filling of the prescription.

(e) In no case shall a selection be made pursuant to this section
if the prescriber personally indicates, either orally or in his or her
own handwriting, “Do not substitute,” or words of similar
meaning.

(1) This subdivision shall not prohibit a prescriber from checking
a box on a prescription marked “Do not substitute,” provided
that the prescriber personally initials the box or checkmark.

(2) To indicate that a selection shall not be made pursuant to
this section for an electronic data transmission prescription, as
defined in subdivision (c) of Section 4040, a prescriber may
indicate “Do not substitute,” or words of similar meaning, in the
prescription as transmitted by electronic data, or may check a
box marked on the prescription “Do not substitute.” In either
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instance, it shall not be required that the prohibition on
substitution be manually initialed by the prescriber.

(f) Selection pursuant to this section is within the discretion of
the pharmacist, except as provided in subdivision (e). A
pharmacist who selects an alternative biological product to be
dispensed pursuant to this section shall assume the same
responsibility for substituting the biological product as would be
incurred in filling a prescription for a biological product
prescribed by name. There shall be no liability on the prescriber
for an act or omission by a pharmacist in selecting, preparing, or
dispensing a biological product pursuant to this section. In no
case shall the pharmacist select a biological product that meets
the requirements of subdivision (a) unless the cost to the patient
of the biological product selected is the same or less than the
cost of the prescribed biological product. Cost, as used in this
subdivision, includes any professional fee that may be charged by
the pharmacist.

(g) This section shall apply to all prescriptions, including those
presented by or on behalf of persons receiving assistance from
the federal government or pursuant to the Medi-Cal Act set forth
in Chapter 7 (commencing with Section 14000) of Part 3 of
Division 9 of the Welfare and Institutions Code.

(h) When a selection is made pursuant to this section, the
substitution of a biological product shall be communicated to the
patient.

(i) The board shall maintain on its public Internet Web site a link
to the current list, if available, of biological products determined
by the federal Food and Drug Administration to be
interchangeable.

(j) For purposes of this section, the following terms shall have
the following meanings:

(1) “Biological product” has the same meaning that applies to
that term under Section 351 of the federal Public Health Service
Act (42 U.S.C. Sec. 262(i)).
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(2) “Interchangeable” means a biological product that the
federal Food and Drug Administration has determined meets the
standards set forth in Section 262(k)(4) of Title 42 of the United
States Code, or has been deemed therapeutically equivalent by
the federal Food and Drug Administration as set forth in the
latest addition or supplement of the Approved Drug Products
with Therapeutic Equivalence Evaluations.

(3) “Prescription,” with respect to a biological product, means a
prescription for a product that is subject to Section 503(b) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. Sec. 353(b)).

(k) This section shall not prohibit the administration of
immunizations, as permitted in Sections 4052 and 4052.8.

(1) This section shall not prohibit a disability insurer or health
care service plan from requiring prior authorization or imposing
other appropriate utilization controls in approving coverage for
any biological product.

(Added by Stats. 2015, Ch. 545, Sec. 1. Effective January 1, 2016.)

4074. Drug Risk: Informing Patient; Providing Consultation for
Discharge Medications

(a) A pharmacist shall inform a patient orally or in writing of the
harmful effects of a drug dispensed by prescription if both of the
following apply:

(1) The drug poses substantial risk to the person consuming the
drug when taken in combination with alcohol or the drug may
impair a person’s ability to drive a motor vehicle, whichever is
applicable.

(2) The drug is determined by the board pursuant to subdivision
(c) to be a drug or drug type for which this warning shall be given.
(b) In addition to the requirement described in subdivision (a),

on and after July 1, 2014, if a pharmacist exercising his or her
professional judgment determines that a drug may impair a
person’s ability to operate a vehicle or vessel, the pharmacist
shall include a written label on the drug container indicating that
the drug may impair a person’s ability to operate a vehicle or
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vessel. The label required by this subdivision may be printed on
an auxiliary label that is affixed to the prescription container.

(c) The board may by regulation require additional information
or labeling.

(d) This section shall not apply to a drug furnished to a patient in
conjunction with treatment or emergency services provided in a
health facility or, except as provided in subdivision (e), to a drug
furnished to a patient pursuant to subdivision (a) of Section 4056.

(e) A health facility shall establish and implement a written
policy to ensure that each patient shall receive information
regarding each drug given at the time of discharge and each drug
given pursuant to subdivision (a) of Section 4056. This
information shall include the use and storage of each drug, the
precautions and relevant warnings, and the importance of
compliance with directions. This information shall be given by a
pharmacist or registered nurse, unless already provided by a
patient’s prescriber, and the written policy shall be developed in
collaboration with a physician, a pharmacist, and a registered
nurse. The written policy shall be approved by the medical staff.
Nothing in this subdivision or any other law shall be construed to
require that only a pharmacist provide this consultation.

4075. Proof of Identity Required — Oral or Electronic
Prescription

No prescription for a controlled substance transmitted by
means of an oral or electronically transmitted order shall be
furnished to any person unknown and unable to properly
establish his or her identity. The board may by regulation
establish procedures to prevent unauthorized persons from
receiving prescription drugs furnished to a patient or a
representative of the patient.

4076. Prescription Container — Requirements for Labeling
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(a) A pharmacist shall not dispense a prescription exceptin a
container that meets the requirements of state and federal law
and is correctly labeled with all of the following:

(1) Except when the prescriber or the certified nurse-midwife
who functions pursuant to a standardized procedure or protocol
described in Section 2746.51, the nurse practitioner who
functions pursuant to a standardized procedure described in
Section 2836.1 or protocol, the physician assistant who functions
pursuant to Section 3502.1, the naturopathic doctor who
functions pursuant to a standardized procedure or protocol
described in Section 3640.5, or the pharmacist who functions
pursuant to a policy, procedure, or protocol pursuant to Section
4052.1, 4052.2, or 4052.6 orders otherwise, either the
manufacturer’s trade name of the drug or the generic name and
the name of the manufacturer. Commonly used abbreviations
may be used. Preparations containing two or more active
ingredients may be identified by the manufacturer’s trade name
or the commonly used name or the principal active ingredients.

(2) The directions for the use of the drug.

(3) The name of the patient or patients.

(4) The name of the prescriber or, if applicable, the name of the
certified nurse-midwife who functions pursuant to a standardized
procedure or protocol described in Section 2746.51, the nurse
practitioner who functions pursuant to a standardized procedure
described in Section 2836.1 or protocol, the physician assistant
who functions pursuant to Section 3502.1, the naturopathic
doctor who functions pursuant to a standardized procedure or
protocol described in Section 3640.5, or the pharmacist who
functions pursuant to a policy, procedure, or protocol pursuant
to Section 4052.1, 4052.2, or 4052.6.

(5) The date of issue.

(6) The name and address of the pharmacy, and prescription
number or other means of identifying the prescription.

(7) The strength of the drug or drugs dispensed.

(8) The quantity of the drug or drugs dispensed.

108



(9) The expiration date of the effectiveness of the drug
dispensed.

(10) The condition or purpose for which the drug was prescribed
if the condition or purpose is indicated on the prescription.

(11) (A) Commencing January 1, 2006, the physical description
of the dispensed medication, including its color, shape, and any
identification code that appears on the tablets or capsules,
except as follows:

(i) Prescriptions dispensed by a veterinarian.

(ii) An exemption from the requirements of this paragraph shall
be granted to a new drug for the first 120 days that the drugis on
the market and for the 90 days during which the national
reference file has no description on file.

(iii) Dispensed medications for which no physical description
exists in a commercially available database.

(B) This paragraph applies to outpatient pharmacies only.

(C) The information required by this paragraph may be printed
on an auxiliary label that is affixed to the prescription container.

(D) This paragraph shall not become operative if the board, prior
to January 1, 2006, adopts regulations that mandate the same
labeling requirements set forth in this paragraph.

(b) If a pharmacist dispenses a prescribed drug by means of a unit
dose medication system, as defined by administrative regulation,
for a patient in a skilled nursing, intermediate care, or other
health care facility, the requirements of this section will be
satisfied if the unit dose medication system contains the
aforementioned information or the information is otherwise
readily available at the time of drug administration.

(c) If a pharmacist dispenses a dangerous drug or device in a
facility licensed pursuant to Section 1250 of the Health and
Safety Code, it is not necessary to include on individual unit dose
containers for a specific patient, the name of the certified nurse-
midwife who functions pursuant to a standardized procedure or
protocol described in Section 2746.51, the nurse practitioner
who functions pursuant to a standardized procedure described in
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Section 2836.1 or protocol, the physician assistant who functions
pursuant to Section 3502.1, the naturopathic doctor who
functions pursuant to a standardized procedure or protocol
described in Section 3640.5, or the pharmacist who functions
pursuant to a policy, procedure, or protocol pursuant to Section
4052.1, 4052.2, or 4052.6.

(d) If a pharmacist dispenses a prescription drug for use in a
facility licensed pursuant to Section 1250 of the Health and
Safety Code, it is not necessary to include the information
required in paragraph (11) of subdivision (a) when the
prescription drug is administered to a patient by a person
licensed under the Medical Practice Act (Chapter 5 (commencing
with Section 2000)), the Nursing Practice Act (Chapter 6
(commencing with Section 2700)), or the Vocational Nursing
Practice Act (Chapter 6.5 (commencing with Section 2840)), who
is acting within the scope of practice.

(e) A pharmacist shall use professional judgment to provide a
patient with directions for use that enhance the patient’s
understanding of those directions, consistent with the
prescriber’s instructions.

(f) Notwithstanding subdivision (a) or any other law, a pharmacist
may dispense a drug prescribed pursuant to Section 120582 of
the Health and Safety Code and label the drug without the name
of an individual for whom the drug is intended if the prescription
includes the words “expedited partner therapy” or the letters
“EPT.”

(g) A pharmacist who prescribes, dispenses, furnishes, or
otherwise renders EPT, as authorized in subdivision (f), shall not
be liable in, and shall not be subject to, a civil, criminal, or
administrative action, sanction, or penalty for rendering EPT, if
the use of EPT is in compliance with this section, except in cases
of intentional misconduct, gross negligence, or wanton or
reckless activity.

(h) A pharmacist who provides EPT under this section shall
provide written notification that describes the right of an
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individual who receives EPT to consult with a pharmacist about
the medication dispensed and additional information regarding
possible drug interactions.

4076.5. Standardized, Patient-Centered Prescription Labels;
Requirements

(a) The board shall promulgate regulations that require, on or
before January 1, 2011, a standardized, patient-centered,
prescription drug label on all prescription medicine dispensed to
patients in California.

(b) To ensure maximum public comment, the board shall hold
public meetings statewide that are separate from its normally
scheduled hearings in order to seek information from groups
representing consumers, seniors, pharmacists or the practice of
pharmacy, other health care professionals, and other interested
parties.

(c) When developing the requirements for prescription drug
labels, the board shall consider all of the following factors:

(1) Medical literacy research that points to increased
understandability of labels.

(2) Improved directions for use.

(3) Improved font types and sizes.

(4) Placement of information that is patient-centered.

(5) The needs of patients with limited English proficiency.

(6) The needs of senior citizens.

(7) Technology requirements necessary to implement the
standards.

(d) The board may exempt from the requirements of regulations
promulgated pursuant to subdivision (a) prescriptions dispensed
to a patient in a health facility, as defined in Section 1250 of the
Health and Safety Code, if the prescriptions are administered by a
licensed health care professional. Prescriptions dispensed to a
patient in a health facility that will not be administered by a
licensed health care professional or that are provided to the
patient upon discharge from the facility shall be subject to the

111



requirements of this section and the regulations promulgated
pursuant to subdivision (a). Nothing in this subdivision shall alter
or diminish existing statutory and regulatory informed consent,
patients’ rights, or pharmaceutical labeling and storage
requirements, including, but not limited to, the requirements of
Section 1418.9 of the Health and Safety Code or Section 72357,
72527, or 72528 of Title 22 of the California Code of Regulations.

(e) (1) The board may exempt from the requirements of
regulations promulgated pursuant to subdivision (a) a
prescription dispensed to a patient if all of the following apply:

(A) The drugs are dispensed by a JCAHO-accredited home
infusion or specialty pharmacy.

(B) The patient receives health-professional-directed education
prior to the beginning of therapy by a nurse or pharmacist.

(C) The patient receives weekly or more frequent follow up
contacts by a nurse or pharmacist.

(D) Care is provided under a formal plan of care based upon a
physician and surgeon’s orders.

(2) For purposes of paragraph (1), home infusion and specialty
therapies include parenteral therapy or other forms of
administration that require regular laboratory and patient
monitoring.

4076.6. Patient-Centered Prescription Labels; Translated
Directions for Use; Requirements

(a) Upon the request of a patient or patient’s representative, a
dispenser shall provide translated directions for use, which shall
be printed on the prescription container, label, oron a
supplemental document. If translated directions for use appear
on a prescription container or label, the English-language version
of the directions for use shall also appear on the container or
label, whenever possible, and may appear on other areas of the
label outside the patient-centered area. When it is not possible
for the English-language directions for use to appear on the
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container or label, it shall be provided on a supplemental
document.

(b) A dispenser may use translations made available by the
board pursuant to subdivision (b) of Section 1707.5 of Title 16 of
the California Code of Regulations to comply with this section.

(c) A dispenser shall provide translated directions for use in the
languages the board has made available, but shall not be
required to provide translated directions for use beyond the
languages that the board has made available or beyond the
directions that the board has made available in translated form.

(d) A dispenser may provide their own translated directions for
use to comply with the requirements of this section, and nothing
in this section shall be construed to prohibit a dispenser from
providing translated directions for use in languages beyond those
that the board has made available or beyond the directions that
the board has made available in translated form.

(e) A dispenser shall be responsible for the accuracy of the
English-language directions for use provided to the patient. This
section shall not affect a dispenser’s existing responsibility to
correctly label a prescription pursuant to Section 4076.

(f) This section does not include prescriptions issued by a
veterinarian.

4076.7. Caution Label Required for Drug Containing an Opioid
In addition to the requirements of Sections 4076 and 4076.5,
whenever a prescription drug containing an opioid is dispensed

to a patient for outpatient use, the pharmacy or practitioner
dispensing the drug shall prominently display on the label or
container, by means of a flag or other notification mechanism
attached to the container, a notice that states “Caution: Opioid.
Risk of overdose and addiction.”

4076.8
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(a) If a person informs a pharmacy that the person identifies as
a person who is blind, has low-vision, or is otherwise print
disabled, the dispenser shall provide to the person or their
authorized representative, at no additional cost, an accessible
prescription label affixed to the container that is all of the
following:

(1) Available to the person in a timely manner comparable to
other patient wait times and lasting for at least the duration of
the prescription.

(2) Appropriate to the disability and language of the person
making the request through use of audible, large print, Braille, or
translated directions as required pursuant to Section 4076.6.

(3) Conforms to the format-specific best practices established
by the United States Access Board and the National Standards for
Culturally and Linguistically Appropriate Services (CLAS) in Health
and Health Care, also referred to as the National CLAS Standards.

(b) A dispenser shall ensure that the prescription label is
compatible with the prescription reader if a reader is provided.

(c) If the accessible prescription label cannot be affixed to the
container because it does not fit on the container, the dispenser,
upon dispensing the prescription drug, shall provide the patient
or their authorized representative with a supplemental
document that meets the requirements specified in this section.

(d) This section does not apply to prescription drugs dispensed
and administered by an institutional pharmacy, correctional
institution, or licensed correctional pharmacy. However, this
section does apply to an institutional pharmacy when providing
prescription drugs to a person with a disability for use by the
individual upon their release from the health care facility.

(e) This section does not include prescriptions issued by a
veterinarian.

(f) The board shall promulgate regulations necessary to
implement this section.

(g) As used in this section:
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(1) “Institutional pharmacy” means a pharmacy that is part of,
or is operated in conjunction with, a health care facility, as
defined in Section 1250 of the Health and Safety Code, with the
exception of a licensed correctional pharmacy.

(2) “Prescription reader” means a device that is designed to
audibly convey the information contained on the label of a
prescription drug.

4077. Dispensing Dangerous Drug in Incorrectly Labeled
Container

(a) Except as provided in subdivisions (b) and (c), no person shall
dispense any dangerous drug upon prescription except in a
container correctly labeled with the information required by
Section 4076.

(b) Physicians, dentists, podiatrists, and veterinarians may
personally furnish any dangerous drug prescribed by them to the
patient for whom prescribed, provided that the drug is properly
labeled to show all information required in Section 4076 except
the prescription number.

(c) Devices that bear the legend "Caution: federal law restricts
this device to sale by or on the order of a ," or words of
similar meaning, are exempt from the requirements of Section
4076, and Section 111480 of the Health and Safety Code, when
provided to patients in skilled nursing facilities or intermediate
care facilities licensed pursuant to Chapter 2 (commencing with
Section 1250) of Division 2 of the Health and Safety Code.

(d) The following notification shall be affixed to all quantities of
dimethyl sulfoxide (DMSO) prescribed by a physician, or
dispensed by a pharmacy pursuant to the order of a physician in
California: "Warning: DMSO may be hazardous to your health.
Follow the directions of the physician who prescribed the DMSO
for you."

(e) The label of any retail package of DMSO shall include
appropriate precautionary measures for proper handling and first
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aid treatment and a warning statement to keep the product out
of reach of children.

4078. False or Misleading Label on Prescription

(a) (1) No person shall place a false or misleading label on a
prescription.

(2) No prescriber shall direct that a prescription be labeled with
any information that is false or misleading.

(b) Notwithstanding subdivision (a), a person may label a
prescription, or a prescriber may direct that a prescription be
labeled, with information about the drug that is false under
either of the following circumstances:

(1) If the labeling is a necessary part of a clinical or
investigational drug program approved by the federal Food and
Drug Administration or a legitimate investigational drug project
involving a drug previously approved by the federal Food and
Drug Administration.

(2) If, in the medical judgment of the prescriber, the labeling is
appropriate for the proper treatment of the patient.

(c) The furnisher of a prescription labeled pursuant to
subdivision (b) shall make, and retain for three years from the
date of making, a record stating the manner in which the
information on the prescription label varies from the actual drug
in the container and documenting the order of the prescriber to
so label the container. The prescriber shall make, and retain for
at least three years, a record of his or her order to so label the
container.

4079. Availability of a Lower Retail Price for a Covered Drug

(a) A pharmacy shall inform a customer at the point of sale for a
covered prescription drug whether the retail price is lower than
the applicable cost-sharing amount for the prescription drug,
unless the pharmacy automatically charges the customer the
lower price.
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(b) If the customer pays the retail price, the pharmacy shall
submit the claim to the health care service plan or health insurer
in the same manner as if the customer had purchased the
prescription drug by paying the cost-sharing amount when
submitted by the network pharmacy.

(c) The payment rendered shall constitute the applicable cost
sharing and shall apply to the deductible, if any, and also to the
maximum out-of-pocket limit in the same manner as if the
enrollee had purchased the prescription drug by paying the cost-
sharing amount.

(d) A contract provision that is inconsistent with this section is
void and unenforceable.

(e) 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.

(f) A violation of this provision shall not be grounds for
disciplinary action or a criminal action.

(g) This section shall become operative on January 1, 2020.

Article 5. Authority of Inspectors

4080. Stock of Dangerous Drugs and Devices Kept Open for
Inspection

All stock of any dangerous drug or dangerous device or of
shipments through a customs broker or carrier shall be, at all
times during business hours, open to inspection by authorized
officers of the law.

4081. Records of Dangerous Drugs and Devices Kept Open for
Inspection; Maintenance of Records, Current Inventory;
Nonprescription Diabetes Test Devices

(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
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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, licensed correctional clinic, as
defined in Section 4187, 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.

(d) Pharmacies that dispense nonprescription diabetes test
devices pursuant to prescriptions shall retain records of
acquisition and sale of those nonprescription diabetes test
devices for at least three years from the date of making. The
records shall be at all times during business hours open to
inspection by authorized officers of the law.
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4082. Names of Owners, Managers and Employees Open for
Inspection

When called upon by an inspector, the owner or manager of any
entity licensed by the board, or other store, shop, building, or
premises retailing, wholesaling, or storing drugs or devices shall
furnish the inspector with the names of the owner or owners,
manager or managers, and employees together with a brief
statement of the capacity in which these persons are employed
on the premises.

4083. Orders of Correction

(a) An inspector may issue an order of correction to a licensee
directing the licensee to comply with this chapter or regulations
adopted pursuant to this chapter.

(b) The order of correction shall be in writing and shall describe
in detail the nature and facts of the violation, including a
reference to the statute or regulations violated.

(c) The order of correction shall inform the licensee that within
30 days of service of the order of correction, the licensee may do
either of the following:

(1) Submit a written request for an office conference with the
board's executive officer to contest the order of correction.

(A) Upon a timely request, the executive officer, or his or her
designee, shall hold an office conference with the licensee or the
licensee's legal counsel or authorized representative. Unless so
authorized by the executive officer, or his or her designee, no
individual other than the licensee's legal counsel or authorized
representative may accompany the licensee to the office
conference.

(B) Prior to or at the office conference, the licensee may submit
to the executive officer declarations and documents pertinent to
the subject matter of the order of correction.

(C) The office conference is intended to be an informal
proceeding and shall not be subject to the provisions of the
Administrative Procedure Act (Chapter 3.5 (commencing with
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Section 11340), Chapter 4 (commencing with Section 11370),
Chapter 4.5 (commencing with Section 11400), and Chapter 5
(commencing with Section 11500) of Part 1 of Division 3 of Title 2
of the Government Code).

(D) The executive officer, or his or her designee, may affirm,
modify, or withdraw the order of correction. Within 14 calendar
days from the date of the office conference, the executive
officer, or his or her designee, shall personally serve or send by
certified mail to the licensee's address of record with the board a
written decision. This decision shall be deemed the final
administrative decision concerning the order of correction.

(E) Judicial review of the decision may be had by filing a petition
for a writ of mandate in accordance with the provisions of
Section 1094.5 of the Code of Civil Procedure within 30 days of
the date the decision was personally served or sent by certified
mail. The judicial review shall extend to the question of whether
or not there was a prejudicial abuse of discretion in the issuance
of the order of correction.

(2) Comply with the order of correction and submit a written
corrective action plan to the inspector documenting compliance.
If an office conference is not requested pursuant to this section,
compliance with the order of correction shall not constitute an
admission of the violation noted in the order of correction.

(d) The order of correction shall be served upon the licensee
personally or by certified mail at the licensee's address of record
with the board. If the licensee is served by certified mail, service
shall be effective upon deposit in the United States mail.

(e) The licensee shall maintain and have readily available on the
pharmacy premises a copy of the order of correction and
corrective action plan for at least three years from the date of
issuance of the order of correction.

(f) Nothing in this section shall in any way limit the board's
authority or ability to do any of the following:

120



(1) Issue a citation pursuant to Section 125.9, 148, or 4067 or
pursuant to Section 1775, 1775.15, 1777, or 1778 of Title 16 of
the California Code of Regulations.

(2) Issue a letter of admonishment pursuant to Section 4315.

(3) Institute disciplinary proceedings pursuant to Article 19
(commencing with Section 4300).

(g) Unless a writ of mandate is filed, a citation issued, a letter of
admonishment issued, or a disciplinary proceeding instituted, an
order of correction shall not be considered a public record and
shall not be disclosed pursuant to a request under the California
Public Records Act (Chapter 3.5 (commencing with Section 6250)
of Division 7 of Title 1 of the Government Code).

4084. Adulterated, Misbranded or Counterfeit Dangerous Drug
or Device

(a) When a board inspector finds, or has probable cause to
believe, that any dangerous drug or dangerous device is
adulterated, misbranded, or counterfeit, the board inspector
shall affix a tag or other marking to that dangerous drug or
dangerous device. The board inspector shall give notice to the
person that the dangerous drug or dangerous device bearing the
tag or marking has been embargoed.

(b) When a board inspector has found that an embargoed
dangerous drug or dangerous device is not adulterated,
misbranded, or counterfeit, a board inspector shall remove the
tag or other marking.

(c) A board inspector may secure a sample or specimen of a
dangerous drug or dangerous device. If the board inspector
obtains a sample prior to leaving the premises, the board
inspector shall leave a receipt describing the sample.

(d) For the purposes of this article, "counterfeit" shall have the
meaning defined in Section 109905 of the Health and Safety
Code.

(e) For the purposes of this article, "adulterated" shall have the
meaning defined in Article 2 (commencing with Section 111250)
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of Chapter 6 of Part 5 of Division 104 of the Health and Safety
Code.

(f) For the purposes of this article, "misbranded" shall have the
meaning defined in Article 3 (commencing with Section 111330)
of Chapter 6 of Part 5 of Division 104 of the Health and Safety
Code.

4084.1. Embargo of Nonprescription Diabetes Test Devices

The board may embargo any nonprescription diabetes test
device that a board inspector finds or has probable cause to
believe was not purchased either directly from the manufacturer
or from the nonprescription diabetes test device manufacturer’s
authorized distributors as identified in Section 4160.5. For the
purposes of this section, the board shall embargo these products
following the same procedures and protections used for
adulterated, misbranded, or counterfeit drugs or dangerous
devices in Sections 4084, 4085, and 4086.

4085. Unlawful to Remove, Sell, or Dispose of Embargoed
Dangerous Drugs or Dangerous Devices

(a) It is unlawful for any person to remove, sell, or dispose of an
embargoed dangerous drug or dangerous device without
permission of the board.

(b) When a board inspector has reasonable cause to believe,
that the embargo will be violated, a board inspector may remove
the embargoed dangerous drug or dangerous device from the
premises.

4086. Adulterated or Counterfeit Dangerous Drug or Dangerous
Device; Court Proceedings

(a) If a dangerous drug or dangerous device is alleged to be
adulterated or counterfeit, the board shall commence
proceedings in the superior court in whose jurisdiction the
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dangerous drug or dangerous device is located, for
condemnation of the dangerous drug or dangerous device.

(b) If the court finds that an embargoed dangerous drug or
dangerous device is adulterated or counterfeit, the dangerous
drug or dangerous device shall, after entry of the judgment, be
destroyed at the expense of the claimant or owner, under the
supervision of the board. All court costs and fees and all
reasonable costs incurred by the board in investigating and
prosecuting the action, including, but not limited to, the costs of
storage and testing, shall be paid by the claimant or owner of the
dangerous drug or dangerous device.

(c) A superior court of this state may condemn any dangerous
drug or dangerous device pursuant to this article. In the absence
of an order, the dangerous drug or dangerous device may be
destroyed under the supervision of the board who has the
written consent of the owner, his or her attorney, or authorized
representative. If the board cannot ascertain ownership of the
dangerous drug or dangerous device within 30 days of
establishing an embargo, the board may destroy the dangerous
drug or dangerous device.

Article 6. General Requirements

4100. Change of Address or Name — Notification to Board

Within 30 days after changing his or her address of record with
the board or after changing his or her name according to law, a
pharmacist, intern pharmacist, technician, designated
representative, designated representative-3PL, or designated
representative-reverse distributor shall notify the executive
officer of the board of the change of address or change of name.
4101. Pharmacist-in-Charge, Designated Representative-in-
Charge: Termination of Employment; Notification to Board

(a) A pharmacist may take charge of and act as the pharmacist-
in-charge of a pharmacy upon application by the pharmacy and
approval by the board. A pharmacist-in-charge who ceases to act
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as the pharmacist-in-charge of the pharmacy shall notify the
board in writing within 30 days of the date of that change in
status.

(b) A designated representative or a pharmacist may take
charge of, and act as, the designated representative-in-charge of
a wholesaler or veterinary food-animal drug retailer upon
application by the wholesaler or veterinary food-animal drug
retailer and approval by the board. A designated representative-
in-charge who ceases to act as the designated representative-in-
charge at that entity shall notify the board in writing within 30
days of the date of that change in status.

(c) A designated representative-3PL may take charge of, and act
as, the responsible manager of a third-party logistics provider
upon application by the third-party logistics provider and
approval by the board. A responsible manager who ceases to act
as the responsible manager at that entity shall notify the board in
writing within 30 days of the date of that change in status.

4103. Blood Pressure—Taking by Pharmacist

Notwithstanding Section 2038, or any other provision of law, a
pharmacist may take a person's blood pressure and may inform
the person of the results, render an opinion as to whether the
reading is within a high, low, or normal range, and may advise
the person to consult a physician of the person's choice.
Pharmacists rendering this service shall utilize commonly
accepted community standards in rendering opinions and
referring patients to physicians. Enforcement of this section is
vested in the Board of Pharmacy of the State of California. Any
pharmacist who performs this service shall not be in violation of
Section 2052.

4104. Licensed Employee, Theft or Impairment: Pharmacy
Procedures

(a) Every pharmacy shall have in place procedures for taking
action to protect the public when a licensed individual employed
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by or with the pharmacy is discovered or known to be chemically,
mentally, or physically impaired to the extent it affects his or her
ability to practice the profession or occupation authorized by his
or her license, or is discovered or known to have engaged in the
theft, diversion, or self-use of dangerous drugs.

(b) Every pharmacy shall have written policies and procedures
for addressing chemical, mental, or physical impairment, as well
as theft, diversion, or self-use of dangerous drugs, among
licensed individuals employed by or with the pharmacy.

(c) Every pharmacy shall report and provide to the board, within
14 days of the receipt or development thereof the following
information with regard to any licensed individual employed by
or with the pharmacy:

(1) Any admission by a licensed individual of chemical, mental,
or physical impairment affecting his or her ability to practice.

(2) Any admission by a licensed individual of theft, diversion, or
self-use of dangerous drugs.

(3) Any video or documentary evidence demonstrating
chemical, mental, or physical impairment of a licensed individual
to the extent it affects his or her ability to practice.

(4) Any video or documentary evidence demonstrating theft,
diversion, or self-use of dangerous drugs by a licensed individual.

(5) Any termination based on chemical, mental, or physical
impairment of a licensed individual to the extent it affects his or
her ability to practice.

(6) Any termination of a licensed individual based on theft,
diversion, or self-use of dangerous drugs.

(d) The report required in subdivision (c) shall include sufficient
detail to inform the board of the facts upon which the report is
based, including an estimate of the type and quantity of all
dangerous drugs involved, the timeframe over which the losses
are suspected, and the date of the last controlled substances
inventory. Upon request of the board, the pharmacy shall
prepare and submit an audit involving the dangerous drugs
suspected to be missing.
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(e) Anyone making a report authorized or required by this
section shall have immunity from any liability, civil or criminal,
that might otherwise arise from the making of the report. Any
participant shall have the same immunity with respect to
participation in any administrative or judicial proceeding
resulting from the report.

4105. Retaining Records of Dangerous Drugs and Devices on
Licensed Premises; Temporary Removal; Waivers; Access to
Electronically Maintained Records

(a) All records or other documentation of the acquisition and
disposition of dangerous drugs and dangerous devices by any
entity licensed by the board shall be retained on the licensed
premises in a readily retrievable form.

(b) The licensee may remove the original records or
documentation from the licensed premises on a temporary basis
for license-related purposes. However, a duplicate set of those
records or other documentation shall be retained on the licensed
premises.

(c) The records required by this section shall be retained on the
licensed premises for a period of three years from the date of
making.

(d) (1) Any records that are maintained electronically shall be
maintained so that the pharmacist-in-charge, or the pharmacist
on duty if the pharmacist-in-charge is not on duty, shall, at all
times during which the licensed premises are open for business,
be able to produce a hardcopy and electronic copy of all records
of acquisition or disposition or other drug or dispensing-related
records maintained electronically.

(2) In the case of a veterinary food-animal drug retailer,
wholesaler, or third-party logistics provider, any records that are
maintained electronically shall be maintained so that the
designated representative-in-charge or the responsible manager,
or the designated representative on duty or the designated
representative-3PL on duty if the designated representative-in-
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charge or responsible manager is not on duty, shall, at all times
during which the licensed place of business is open for business,
be able to produce a hardcopy and electronic copy of all records
of acquisition or disposition or other drug or dispensing-related
records maintained electronically.

(e) (1) Notwithstanding subdivisions (a), (b), and (c), the board
may, upon written request, grant to a licensee a waiver of the
requirements that the records described in subdivisions (a), (b),
and (c) be kept on the licensed premises.

(2) A waiver granted pursuant to this subdivision shall not affect
the board’s authority under this section or any other provision of
this chapter.

(f) When requested by an authorized officer of the law or by an
authorized representative of the board, the owner, corporate
officer, or manager of an entity licensed by the board shall
provide the board with the requested records within three
business days of the time the request was made. The entity may
request in writing an extension of this timeframe for a period not
to exceed 14 calendar days from the date the records were
requested. A request for an extension of time is subject to the
approval of the board. An extension shall be deemed approved if
the board fails to deny the extension request within two business
days of the time the extension request was made directly to the
board.

4106. License Verification Using Board Web Site

For purposes of license verification, a person may rely upon the
licensing information as it is displayed on the board's Internet
Web site that includes the issuance and expiration dates of any
license issued by the board.

4107. One Site License per Premises; Exception

(a) The board shall not issue more than one site license to a
single premises except as follows:
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(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 drugs to a pharmacy
pursuant to Section 4127.1 or 4127.2.

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

(4) To issue licenses to two independently owned clinics that
share a clinic office space pursuant to Section 4180.5.

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

4107.5. Counterfeit Dangerous Drugs or Device; Fraudulent
Transaction; Required Notice to Board

If a manufacturer, wholesaler, third-party logistics provider, or
pharmacy has reasonable cause to believe that a dangerous drug
or dangerous device in, or having been in, its possession is
counterfeit or the subject of a fraudulent transaction, the
manufacturer, wholesaler, third-party logistics provider, or
pharmacy shall notify the board within 72 hours of obtaining that
knowledge. This section shall apply to any dangerous drug or
dangerous device that has been sold or distributed in or through
this state.

Article 7. Pharmacies

4110. License Required; Temporary Permit Upon Transfer of
Ownership; Mobile Pharmacy Requirements

(a) No person shall conduct a pharmacy in the State of California
unless they have 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 license
shall not be renewed unless the applicant includes necessary
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matters identified by the board in the renewal application,
including, but not limited to, notification to the board regarding
compounding practices, including compounded human drug
preparations distributed outside of the state. 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
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.
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(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.

4110.5. Pharmacies: Mobile Units

Notwithstanding any other provision of this article, a county, city
and county, or special hospital authority described in Chapter 5
(commencing with Section 101850) or Chapter 5.5 (commencing
with Section 101852) of Part 4 of Division 101 of the Health and
Safety Code may operate one or more mobile units to provide
prescription medication within its jurisdiction to those individuals
without fixed addresses, individuals living in county-owned or
city-and-county-owned or operated housing facilities, and those
enrolled in Medi-Cal plans operated by the county or a city and
county, a health district, or a joint powers authority pursuant to
Chapter 7 (commencing with Section 14000) or Chapter 8
(commencing with Section 14200) of Part 3 of Division 9 of the
Welfare and Institutions Code. The mobile unit shall be operated
as an extension of a pharmacy license held by the county, city
and county, or special hospital authority. The pharmacist-in-
charge shall determine the number of mobile units that are
appropriate for a particular pharmacy license. The mobile unit
may dispense prescription medication pursuant to a valid
prescription, including a prescription of a physician who practices
in the mobile unit, if the county, city and county, or special
hospital authority meets all of the following requirements:
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(a) A licensed pharmacist is on the premises and the mobile unit
is under the control and management of a pharmacist while
prescription medications are being dispensed.

(b) All activities of the pharmacist, including the furnishing of
medication by the pharmacist, are consistent with Article 3
(commencing with Section 4050).

(c) If a physician is practicing in the mobile unit, all prescribing
by the physician meets the requirements of the Medical Practice
Act (Chapter 5 (commencing with Section 2000)).

(d)(1) The mobile unit does not carry or dispense controlled
substances.

(2) Paragraph (1) does not apply to Schedule lIl, Schedule 1V, or
Schedule V controlled substances approved by the United States
Food and Drug Administration for the treatment of opioid use
disorder. Any controlled substance for the treatment of opioid
use disorder carried or dispensed in accordance with this
paragraph shall be carried in reasonable quantities based on
prescription volume and stored securely in the mobile pharmacy
unit.

(e) Dangerous drugs shall not be left in the mobile unit during
the hours that the mobile unit is not in operation.

(f) A county, city and county, or special hospital authority shall
notify the board of its intention to operate a mobile unit as soon
as possible, and no later than five business days after
commencing operation of a mobile unit. A county, city and
county, or special hospital authority shall also notify the board of
its intention to discontinue operation of a mobile unit as soon as
possible, and at least one business day before discontinuing
operation of a mobile unit.

4111. Restrictions on Prescriber Ownership

(a) Except as otherwise provided in subdivision (b), (d), or (e),
the board shall not issue or renew a license to conduct a
pharmacy to any of the following:
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(1) A person or persons authorized to prescribe or write a
prescription, as specified in Section 4040, in the State of
California.

(2) A person or persons with whom a person or persons
specified in paragraph (1) shares a community or other financial
interest in the permit sought.

(3) Any corporation that is controlled by, or in which 10 percent
or more of the stock is owned by a person or persons prohibited
from pharmacy ownership by paragraph (1) or (2).

(b) Subdivision (a) shall not preclude the issuance of a permit for
an inpatient hospital pharmacy to the owner of the hospital in
which it is located.

(c) The board may require any information the board deems is
reasonably necessary for the enforcement of this section.

(d) Subdivision (a) shall not preclude the issuance of a new or
renewal license for a pharmacy to be owned or owned and
operated by a person licensed on or before August 1, 1981,
under the Knox-Keene Health Care Service Plan Act of 1975
(Chapter 2.2 (commencing with Section 1340) of Division 2 of the
Health and Safety Code) and qualified on or before August 1,
1981, under subsection (d) of Section 1310 of Title Xlll of the
federal Public Health Service Act, as amended, whose ownership
includes persons defined pursuant to paragraphs (1) and (2) of
subdivision (a).

(e) Subdivision (a) shall not preclude the issuance of a new or
renewal license for a pharmacy to be owned or owned and
operated by a pharmacist authorized to issue a drug order
pursuant to Section 4052.1, 4052.2, or 4052.6.
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4112. Nonresident Pharmacy: Registration; Provision of
Information to Board; Maintaining Records; Patient
Consultation

(a) Any pharmacy located outside this state that ships, mails, or
delivers, in any manner, controlled substances, dangerous drugs,
or dangerous devices into this state shall be considered a
nonresident pharmacy.

(b) A person may not act as a nonresident pharmacy unless he
or she has obtained a license from the board. The board may
register a nonresident pharmacy that is organized as a limited
liability company in the state in which it is licensed.

(c) A nonresident pharmacy shall disclose to the board the
location, names, and titles of (1) its agent for service of process in
this state, (2) all principal corporate officers, if any, (3) all general
partners, if any, and (4) all pharmacists who are dispensing
controlled substances, dangerous drugs, or dangerous devices to
residents of this state. A report containing this information shall
be made on an annual basis and within 30 days after any change
of office, corporate officer, partner, or pharmacist.

(d) All nonresident pharmacies shall comply with all lawful
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 pursuant to this
section. The nonresident pharmacy shall maintain, at all times, a
valid unexpired license, permit, or registration to conduct the
pharmacy in compliance with the laws of the state in which itis a
resident. As a prerequisite to registering with the board, the
nonresident pharmacy shall submit a copy of the most recent
inspection report resulting from an inspection conducted by the
regulatory or licensing agency of the state in which it is located.

(e) All nonresident pharmacies shall maintain records of
controlled substances, dangerous drugs, or dangerous devices
dispensed to patients in this state so that the records are readily
retrievable from the records of other drugs dispensed.
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(f) Any pharmacy subject to this section shall, during its regular
hours of operation, but not less than six days per week, and for a
minimum of 40 hours per week, provide a toll-free telephone
service to facilitate communication between patients in this state
and a pharmacist at the pharmacy who has access to the
patient's records. This toll-free telephone number shall be
disclosed on a label affixed to each container of drugs dispensed
to patients in this state.

(g) A nonresident pharmacy shall not permit a pharmacist
whose license has been revoked by the board to manufacture,
compound, furnish, sell, dispense, or initiate the prescription of a
dangerous drug or dangerous device, or to provide any
pharmacy-related service, to a person residing in California.

(h) The board shall adopt regulations that apply the same
requirements or standards for oral consultation to a nonresident
pharmacy that operates pursuant to this section and ships, mails,
or delivers any controlled substances, dangerous drugs, or
dangerous devices to residents of this state, as are applied to an
in-state pharmacy that operates pursuant to Section 4037 when
the pharmacy ships, mails, or delivers any controlled substances,
dangerous drugs, or dangerous devices to residents of this state.
The board shall not adopt any regulations that require face-to-
face consultation for a prescription that is shipped, mailed, or
delivered to the patient. The regulations adopted pursuant to
this subdivision shall not result in any unnecessary delay in
patients receiving their medication.

(i) The registration fee shall be the fee specified in subdivision
(a) of Section 4400.

(j) The registration requirements of this section shall apply only
to a nonresident pharmacy that ships, mails, or delivers
controlled substances, dangerous drugs, and dangerous devices
into this state pursuant to a prescription.

(k) Nothing in this section shall be construed to authorize the
dispensing of contact lenses by nonresident pharmacists except
as provided by Section 4124.

134



4113. Pharmacist-in-Charge: Notification to Board;
Responsibilities

(a) Every pharmacy shall designate a pharmacist-in-charge and,
within 30 days thereof, shall notify the board in writing of the
identity and license number of that pharmacist and the date they
were designated.

(b) The proposed pharmacist-in-charge shall be subject to
approval by the board. The board shall not issue or renew a
pharmacy license without identification of an approved
pharmacist-in-charge for the pharmacy.

(c)(1) The pharmacist-in-charge shall be responsible for a
pharmacy's compliance with all state and federal laws and
regulations pertaining to the practice of pharmacy.

(2) The pharmacist-in-charge may make staffing decisions to
ensure sufficient personnel are present in the pharmacy to
prevent fatigue, distraction, or other conditions that may
interfere with a pharmacist’s ability to practice competently and
safely. If the pharmacist-in-charge is not available, a pharmacist
on duty may adjust staffing according to workload if needed. This
paragraph does not apply to facilities of the Department of
Corrections and Rehabilitation.

(d)(1) The pharmacist-in-charge or pharmacist on duty shall
immediately notify store management of any conditions that
present an immediate risk of death, illness, or irreparable harm
to patients, personnel, or pharmacy staff. Store management
shall take immediate and reasonable steps to address and
resolve the conditions that present an immediate risk of death,
iliness, or irreparable harm to patients, personnel, or pharmacy
staff. If the conditions are not resolved within 24 hours, the
pharmacist-in-charge or pharmacist on duty shall ensure the
board is timely notified.

(2) Nothing in this subdivision shall be construed as presenting,
limiting, or restraining a pharmacist-in-charge, pharmacy
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technician, or member of the public from communication with
the board, including filing a complaint.

(3) The conditions that present an immediate risk of death,
iliness, or irreparable harm to patients, personnel, or pharmacy
staff may include, but are not limited to, any of the following:

(A) Workplace safety and health hazards that present an
immediate risk of death, iliness, or irreparable harm to patients,
personnel, or pharmacy staff.

(B) Sustained temperatures that could impact ambient
temperature drug stability according to manufacturer data on
acceptable drug storage conditions.

(C) Vermin infestation that poses a risk to the safety or efficacy
of medicine.

(4) If, after receipt of a notice described in paragraph (1) and an
evaluation and assessment of the relevant evidence, the
executive officer has a reasonable belief that conditions within a
pharmacy exist that present an immediate risk of death, illness,
or irreparable harm to patients, personnel, or pharmacy staff, the
executive officer may, in conformance with the processes set
forth in subdivisions (b) and (c) of Section 4127.3, issue an order
to the pharmacy to immediately cease and desist those
pharmacy operations that are affected by the conditions at issue.
The cease and desist order shall remain in effect until either the
executive officer determines the conditions that presented an
immediate risk of death, illness, or irreparable harm to patients,
personnel, or pharmacy staff have been abated or for no more
than 30 days, whichever is earlier. Evidence of corrective actions
taken shall be submitted by the pharmacy to correct the
conditions at issue. Failure to comply with a cease and desist
order issued pursuant to this section shall be unprofessional
conduct pursuant to Section 4156.

(5) Nothing in this paragraph shall prevent the owner of the
licensed premises from closing a pharmacy to mitigate against a
perceived immediate risk of death, illness, or irreparable harm to
patients, personnel, or pharmacy staff.

136



(6) Facilities of the Department of Corrections and
Rehabilitation shall be exempt from this subdivision.

(e) Every pharmacy shall notify the board in writing, on a form
designed by the board, within 30 days of the date when a
pharmacist-in-charge ceases to act as the pharmacist-in-charge,
and shall on the same form propose another pharmacist to take
over as the pharmacist-in-charge. The proposed replacement
pharmacist-in-charge shall be subject to approval by the board. If
disapproved, the pharmacy shall propose another replacement
within 15 days of the date of disapproval and shall continue to
name proposed replacements until a pharmacist-in-charge is
approved by the board.

(f) If a pharmacy is unable, in the exercise of reasonable
diligence, to identify within 30 days a permanent replacement
pharmacist-in-charge to propose to the board on the notification
form, the pharmacy may instead provide on that form the name
of any pharmacist who is an employee, officer, or administrator
of the pharmacy or the entity that owns the pharmacy and who is
actively involved in the management of the pharmacy on a daily
basis, to act as the interim pharmacist-in-charge for a period not
to exceed 120 days. The pharmacy, or the entity that owns the
pharmacy, shall be prepared during normal business hours to
provide a representative of the board with the name of the
interim pharmacist-in-charge with documentation of the active
involvement of the interim pharmacist-in-charge in the daily
management of the pharmacy, and with documentation of the
pharmacy’s good faith efforts prior to naming the interim
pharmacist-in-charge to obtain a permanent pharmacist-in-
charge. By no later than 120 days following the identification of
the interim pharmacist-in-charge, the pharmacy shall propose to
the board the name of a pharmacist to serve as the permanent
pharmacist-in-charge. The proposed permanent pharmacist-in-
charge shall be subject to approval by the board. If disapproved,
the pharmacy shall propose another replacement within 15 days
of the date of disapproval, and shall continue to name proposed
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replacements until a pharmacist-in-charge is approved by the
board.

4113.1. Reporting medication errors

(a) Except as specified in subdivision (e), a community pharmacy
licensed pursuant to this article shall report, either directly or
through a designated third party, including a component patient
safety organization as defined in Section 3.20 of Title 42 of the
Code of Federal Regulations, all medication errors to an entity
approved by the board. A community pharmacy shall submit the
report no later than 14 days following the date of discovery of
the error. These reports are deemed confidential and are not
subject to discovery, subpoena, or disclosure pursuant to the
California Public Records Act (Division 10 (commencing with
Section 7920.000) of Title 1 of the Government Code), except
that the board may publish deidentified case summary
information compiled from the data in the reports so long as
deidentification is done in accordance with the requirements set
forth in Section 164.514(b)(2) of Title 45 of the Code of Federal
Regulations, and includes omitting the name of the reporting
pharmacy. The community pharmacy shall maintain records
demonstrating compliance with this requirement for three years
and shall make these records immediately available at the
request of an inspector. A medication error report made
pursuant to this section shall not be subject to investigation,
discipline, or other enforcement action by the board based solely
on a report received pursuant to this section. However, if the
board receives other information regarding the medication error
independent of the medication error report, that information
may serve as basis for discipline or other enforcement by the
board.

(b) Any entity approved by the board shall have experience with
the analysis of medication errors that occur in the outpatient
setting.
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(c) For purposes of this section, “community pharmacy” includes
any pharmacy that dispenses medication to an outpatient, but
does not include facilities of the Department of Corrections and
Rehabilitation.

(d) For purposes of this section, “medication error” includes any
variation from a prescription drug order not authorized by the
prescriber, including, but not limited to, errors involving the
wrong drug, the wrong dose, the wrong patient, the wrong
directions, the wrong preparation, or the wrong route of
administration. A medication error does not include any variation
that is corrected prior to dispensing to the patient or patient’s
agent or any variation allowed by law.

(e) An outpatient hospital pharmacy shall not be required to
report a medication error that meets the requirements of an
adverse event, as specified in subdivision (a), that has been
reported to the State Department of Public Health pursuant to
Section 1279.1 of the Health and Safety Code. The State
Department of Public Health may share a report with the
California State Board of Pharmacy.

4113.5. Community Pharmacies: Required Staffing

(a) A community pharmacy shall not require a pharmacist
employee to engage in the practice of pharmacy at any time the
pharmacy is open to the public, unless either another employee
of the pharmacy or, if the pharmacy is located within another
establishment, an employee of the establishment within which
the pharmacy is located, is made available to assist the
pharmacist at all times.

(b) This section shall not apply to any of the following:

(1) A hospital pharmacy, as defined in Section 4029 or 4056.

(2) A pharmacy located in a hospital facility, including, but not
limited to, a building where outpatient services are provided in
accordance with the hospital’s license.

(3) A pharmacy owned or operated by a federal, state, local, or
tribal government entity, including, but not limited to, a
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correctional pharmacy, a University of California pharmacy, or a
pharmacy operated by the State Department of State Hospitals.

(4) A pharmacy owned by a person or persons who, collectively,
control the majority of the beneficial interest in no more than
four pharmacies in California.

(5) A pharmacy entirely owned and operated by a health care
service plan that exclusively contracts with no more than two
medical groups in the state to provide, or arrange for the
provision of, professional medical services to the enrollees of the
plan.

(6) A pharmacy that permits patients to receive medications at a
drive-through window when both of the following conditions are
met:

(A) A pharmacist is working during the times when patients may
receive medication only at the drive-through window.

(B) The pharmacist’s employer does not require the pharmacist
to retrieve items for sale to patients if the items are located
outside the pharmacy. These items include, but are not limited
to, items for which a prescription is not required.

(7) Any other pharmacy from which controlled substances,
dangerous drugs, or dangerous devices are not furnished, sold, or
dispensed at retail.

(c) A violation of subdivision (a) is not subject to subdivision (a)
of Section 4321.

(d) The board shall not take action against a pharmacy for a
violation of this section if both of the following apply:

(1) Another employee is unavailable to assist the pharmacist
due to reasonably unanticipated circumstances, including, but
not limited to, illness, injury, family emergency, or the
employee’s termination or resignation.

(2) The pharmacy takes all reasonable action to make another
employee available to assist the pharmacist.

(e) This section shall not be construed to permit an employee
who is not licensed under this chapter to engage in any act for
which a license is required under this chapter.
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4113.6. Staffing requirements for chain community pharmacy

(a) A chain community pharmacy subject to Section 4113.5 shall
be staffed at all times with at least one clerk or pharmacy
technician fully dedicated to performing pharmacy-related
services. The board shall not take action against a pharmacy for a
violation of this subdivision if any of the following conditions
apply:

(1) The pharmacist on duty waives the requirement in writing
during specified hours based on workload need.

(2) The pharmacy is open beyond normal business hours, which
is before 8:00 am and after 7:00 pm. During the hours before
8:00 am and after 7:00 pm, the requirement shall not apply.

(3) The pharmacy’s prescription volume per day on average is
less than 75 prescriptions per day based on the average daily
prescription volume for the past calendar year. However, if the
pharmacist is also expected to provide additional pharmacy
services such as immunizations, tests classified as waived under
the federal Clinical Laboratory Improvement Amendments of
1988 (42 U.S.C. Sec. 263a), or any other ancillary services
provided by law, this paragraph does not apply.

(b) Where staffing of pharmacist hours within a chain
community pharmacy does not overlap sufficiently, scheduled
closures for lunch time for all pharmacy staff shall be established
and publicly posted and included on the outgoing telephone
message.

4113.7. Prohibition on Quotas Related to Pharmacist or
Pharmacy Technician Duties

(a) A chain community pharmacy, as defined in subdivision

(c) of Section 4001, shall not establish a quota related to the
duties for which a pharmacist or pharmacy technician license is
required.

(b) A chain community pharmacy shall not, through employees,
contractors, or third parties, communicate the existence of
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guotas, that are illegal pursuant to this section, to pharmacists or
pharmacy technicians who are employees of the chain
community pharmacy or with whom the chain community
pharmacy contracts.

(c)(1) For purposes of this section, “quota” means a fixed number
or formula related to the duties for which a pharmacist or
pharmacy technician license is required, against which the chain
community pharmacy or its agent measures or evaluates the
number of times either an individual pharmacist or pharmacy
technician performs tasks or provides services while on duty.
“Quota” includes a fixed number or formula related to any of the
following:

(A) Prescriptions filled.

(B) Services rendered to patients.

(C) Programs offered to patients.

(D) Revenue obtained.

(2) For purposes of this section, “quota” does not mean any of
the following:

(A) A measurement of the revenue earned by a particular
licensed chain community pharmacy not calculated in relation to,
or measured by, the tasks performed, or services provided by,
individual pharmacists or pharmacy technicians.

(B) Any evaluation or measurement of the competence,
performance, or quality of care provided to patients of a
pharmacist or pharmacy technician if the evaluation does not use
guotas, as defined in paragraph (1).

(C) Any performance metric required by state or federal
regulators that does not use quotas, as defined in paragraph (1).
(d) This section does not prohibit a chain community pharmacy
from establishing policies and procedures that assist in assessing
the competency and performance of a pharmacist or pharmacy
technician in providing care to patients if the measurements used
are not, or do not include, quotas, as defined in subdivision (c).
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4114. Intern Pharmacist: Activities Permitted

(a) An intern pharmacist may perform all functions of a
pharmacist at the discretion of and under the direct supervision
and control of a pharmacist whose license is in good standing
with the board.

(b) A pharmacist may not supervise more than two intern
pharmacists at any one time.

4115. Pharmacy Technician: Activities Permitted; Required
Supervision; Activities Limited to Pharmacist; Registration;
Requirements for Registration; Ratio

(a) A pharmacy technician may perform packaging,
manipulative, repetitive, or other nondiscretionary tasks, only
while assisting, and while under the direct supervision and
control of a pharmacist. The pharmacist shall be responsible for
the duties performed under their supervision by a technician.

(b)(1) In addition to the tasks specified in subdivision (a) a
pharmacy technician may, under the direct supervision and
control of a pharmacist, prepare and administer influenza and
COVID-19 vaccines via injection or intranasally, prepare and
administer epinephrine, perform specimen collection for tests
that are classified as waived under CLIA, receive prescription
transfers, and accept clarification on prescriptions under the
following conditions:

(A) The pharmacy has scheduled another pharmacy technician
to assist the pharmacist by performing the tasks provided in
subdivision (a).

(B) The pharmacy technician is certified pursuant to paragraph
(4) of subdivision (a) of Section 4202 and maintains that
certification.

(C) The pharmacy technician has successfully completed at least
six hours of practical training approved by the Accreditation
Council for Pharmacy Education and includes hands-on injection
technique, the recognition and treatment of emergency reactions
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to vaccines, and an assessment of the pharmacy technician’s
injection technique.

(D) The pharmacy technician is certified in basic life support.
(2) “CLIA” means the federal Clinical Laboratory Improvement
Amendments of 1988 (42 U.S.C. Sec. 263a; Public Law 100-578).

(c) This section does not authorize the performance of any tasks
specified in subdivisions (a) and (b) by a pharmacy technician
without a pharmacist on duty.

(d) This section does not authorize a pharmacy technician to
perform any act requiring the exercise of professional judgment
by a pharmacist.

(e) The board shall adopt regulations to specify tasks pursuant
to subdivision (a) that a pharmacy technician may perform under
the supervision of a pharmacist. Any pharmacy that employs a
pharmacy technician shall do so in conformity with the
regulations adopted by the board.

f) No person shall act as a pharmacy technician without first
being licensed by the board as a pharmacy technician.

(g) (1) A pharmacy with only one pharmacist shall have no more
than one pharmacy technician performing the tasks specified in
subdivision (a). A pharmacy with only one pharmacist shall have
no more than one pharmacy technician performing the tasks
specified in subdivision (b). If a pharmacy technician is
performing the tasks specified in subdivision (b), a second
pharmacy technician shall be assisting a pharmacist with
performing tasks specified in subdivision (a). The ratio of
pharmacy technicians performing the tasks specified in
subdivision (a) to any additional pharmacist shall not exceed 2:1,
except that this ratio shall not apply to personnel performing
clerical functions pursuant to Section 4116 or 4117. This ratio is
applicable to all practice settings, except for an inpatient of a
licensed health facility, a patient of a licensed home health
agency, as specified in paragraph (2), an inmate of a correctional
facility of the Department of Corrections and Rehabilitation, and
for a person receiving treatment in a facility operated by the
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State Department of State Hospitals, the State Department of
Developmental Services, or the Department of Veterans Affairs.

(2) The board may adopt regulations establishing the ratio of
pharmacy technicians performing the tasks specified in
subdivision (a) to pharmacists applicable to the filling of
prescriptions of an inpatient of a licensed health facility and for a
patient of a licensed home health agency. Any ratio established
by the board pursuant to this subdivision shall allow, at a
minimum, at least one pharmacy technician for a single
pharmacist in a pharmacy and two pharmacy technicians for each
additional pharmacist, except that this ratio shall not apply to
personnel performing clerical functions pursuant to Section 4116
or4117.

(3) A pharmacist scheduled to supervise a second pharmacy
technician may refuse to supervise a second pharmacy technician
if the pharmacist determines, in the exercise of their professional
judgment, that permitting the second pharmacy technician to be
on duty would interfere with the effective performance of the
pharmacist’s responsibilities under this chapter. A pharmacist
assigned to supervise a second pharmacy technician shall notify
the pharmacist-in-charge in writing of their determination,
specifying the circumstances of concern with respect to the
pharmacy or the pharmacy technician that have led to the
determination, within a reasonable period, but not to exceed 24
hours, after the posting of the relevant schedule. No entity
employing a pharmacist may discharge, discipline, or otherwise
discriminate against any pharmacist in the terms and conditions
of employment for exercising or attempting to exercise in good
faith the right established pursuant to this paragraph.

(h) Notwithstanding subdivisions (a) to (c), inclusive, the board
shall by regulation establish conditions to permit the temporary
absence of a pharmacist for breaks and lunch periods pursuant to
Section 512 of the Labor Code and the orders of the Industrial
Welfare Commission without closing the pharmacy. During these
temporary absences, a pharmacy technician may, at the
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discretion of the pharmacist, remain in the pharmacy but may
only perform nondiscretionary tasks. The pharmacist shall be
responsible for a pharmacy technician and shall review any task
performed by a pharmacy technician during the pharmacist’s
temporary absence. Nothing in this subdivision shall be
construed to authorize a pharmacist to supervise pharmacy
technicians in greater ratios than those described in subdivision
(8)-

(i) The pharmacist on duty shall be directly responsible for the
conduct of a pharmacy technician supervised by that pharmacist.

(j) In a health care facility licensed under subdivision (a) of
Section 1250 of the Health and Safety Code, a pharmacy
technician’s duties may include any of the following:

(1) Packaging emergency supplies for use in the health care
facility and the hospital’s emergency medical system or as
authorized under Section 4119.

(2) Sealing emergency containers for use in the health care
facility.

(3) Performing monthly checks of the drug supplies stored
throughout the health care facility. Irregularities shall be
reported within 24 hours to the pharmacist-in-charge and the
director or chief executive officer of the health care facility in
accordance with the health care facility’s policies and
procedures.

4115.5. Pharmacy Technician Trainee; Placement; Supervision;
Requirements

(a) Notwithstanding any other law, a pharmacy technician
trainee may be placed in a pharmacy to complete an externship
for the purpose of obtaining practical training required to
become licensed as a pharmacy technician.

(b) (1) A pharmacy technician trainee participating in an
externship as described in subdivision (a) may perform the duties
described in subdivision (a) of Section 4115 only under the direct
supervision and control of a pharmacist.
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(2) A pharmacist supervising a pharmacy technician trainee
participating in an externship as described in subdivision (a) shall
be directly responsible for the conduct of the trainee.

(3) A pharmacist supervising a pharmacy technician trainee
participating in an externship as described in subdivision (a) shall
verify any prescription prepared by the trainee under supervision
of the pharmacist by initialing the prescription label before the
medication is disbursed to a patient or by engaging in other
verification procedures that are specifically approved by board
regulations.

(4) A pharmacist may only supervise one pharmacy technician
trainee at any given time.

(5) A pharmacist supervising a pharmacy technician trainee
participating in an externship as described in subdivision (a) shall
certify attendance for the pharmacy technician trainee and
certify that the pharmacy technician trainee has met the
educational objectives established by a California public
postsecondary education institution or the private postsecondary
vocational institution in which the trainee is enrolled, as
established by the institution.

(c) (1) Except as described in paragraph (2), an externship in
which a pharmacy technician trainee is participating as described
in subdivision (a) shall be for a period of no fewer than 120 hours
and no more than 140 hours.

(2) When an externship in which a pharmacy technician trainee
is participating as described in subdivision (a) involves rotation
between a community and hospital pharmacy for the purpose of
training the student in distinct practice settings, the externship
may be for a period of up to 340 hours.

(d) An externship in which a pharmacy technician trainee may
participate as described in subdivision (a) shall be for a period of
no more than six consecutive months in a community pharmacy
and for a total of no more than 12 months if the externship
involves rotation between a community and hospital pharmacy.
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The externship shall be completed while the trainee is enrolled in
a course of instruction at the institution.

(e) A pharmacy technician trainee participating in an externship
as described in subdivision (a) shall wear identification that
indicates the pharmacy technician trainee’s status as a trainee.

4116. Security of Dangerous Drugs and Devices in Pharmacy:
Pharmacist Responsibility for Individuals on Premises;
Regulations

(a) No person other than a pharmacist, an intern pharmacist, an
authorized officer of the law, or a person authorized to prescribe
shall be permitted in that area, place, or premises described in
the license issued by the board wherein controlled substances or
dangerous drugs or dangerous devices are stored, possessed,
prepared, manufactured, derived, compounded, dispensed, or
repackaged. However, a pharmacist shall be responsible for any
individual who enters the pharmacy for the purposes of receiving
consultation from the pharmacist or performing clerical,
inventory control, housekeeping, delivery, maintenance, or
similar functions relating to the pharmacy if the pharmacist
remains present in the pharmacy during all times as the
authorized individual is present.

(b) (1) The board may, by regulation, establish reasonable
security measures consistent with this section in order to prevent
unauthorized persons from gaining access to the area, place, or
premises or to the controlled substances or dangerous drugs or
dangerous devices therein.

(2) The board shall, by regulation, establish conditions for the
temporary absence of a pharmacist for breaks and lunch periods
pursuant to Section 512 of the Labor Code and the orders of the
Industrial Welfare Commission without closing the pharmacy and
removing authorized personnel from the pharmacy. These
conditions shall ensure the security of the pharmacy and its
operations during the temporary absence of the pharmacist and
shall allow, at the discretion of the pharmacist, nonpharmacist
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personnel to remain and perform any lawful activities during the
pharmacist's temporary absence.

4117. Admission to Area Where Narcotics are Stored, etc. —
Who May Enter

No person other than a pharmacist, an intern pharmacist, a
pharmacy technician, an authorized officer of the law, a person
authorized to prescribe, a registered nurse, a licensed vocational
nurse, a person who enters the pharmacy for purposes of
receiving consultation from a pharmacist, or a person authorized
by the pharmacist in charge to perform clerical, inventory
control, housekeeping, delivery, maintenance, or similar
functions relating to the pharmacy shall be permitted in that
area, place, or premises described in the license issued by the
board to a licensed hospital wherein controlled substances,
dangerous drugs, or dangerous devices are stored, possessed,
prepared, manufactured, derived, compounded, dispensed, or
repackaged.

4118. Waiving of Minimum Requirements by Board

(a) When, in the opinion of the board, a high standard of patient
safety, consistent with good patient care, can be provided by the
licensure of a pharmacy that does not meet all of the
requirements for licensure as a pharmacy, the board may waive
any licensing requirements.

(b) When, in the opinion of the board, a high standard of patient
safety, consistent with good patient care, can be provided by the
licensure of a hospital pharmacy, as defined by subdivision (a) of
Section 4029, that does not meet all of the requirements for
licensure as a hospital pharmacy, the board may waive any
licensing requirements. However, when a waiver of any
requirements is granted by the board, the pharmaceutical
services to be rendered by this pharmacy shall be limited to
patients registered for treatment in the hospital, whether or not
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they are actually staying in the hospital, or to emergency cases
under treatment in the hospital.

4118.5. Hospital Pharmacies: Medication Profiles or Lists for
High-Risk Patients

(a) A pharmacist at a hospital pharmacy shall obtain an accurate
medication profile or list for each high-risk patient upon
admission of the high-risk patient under the following conditions:

(1) The hospital has more than 100 beds.

(2) The accurate medication profile or list may be acquired by
the pharmacist during the hospital pharmacy’s hours of
operation.

(b) Notwithstanding any other law, a pharmacy technician or an
intern pharmacist may perform the task of obtaining an accurate
medication profile or list for a high-risk patient if both of the
following conditions are satisfied:

(1) The hospital pharmacy has a quality assurance program to
monitor competency.

(2) The hospital has established policies and procedures for
training and proctoring pharmacy technicians or intern
pharmacists by the hospital pharmacy department and the
pharmacy technician or intern pharmacist has completed that
training and proctoring.

(c) The hospital shall establish criteria regarding who is a high-
risk patient for purposes of this section, and shall determine the
timeframe for completion of the medication profile or list, based
on the patient populations served by the hospital.

(d) The board may adopt rules and regulations to carry out the
purposes and objectives of this section.

(e) This section shall not apply to the State Department of State
Hospitals.

(f) Nothing in this section shall be construed to prohibit a
healing arts licensee licensed pursuant to this division from
obtaining an accurate medication profile or list.
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4119. Furnish Prescription Drug to Licensed Health Care Facility
— Secured Emergency Supplies

(a) Notwithstanding any other law, a pharmacy may furnish a
dangerous drug or dangerous device to a licensed health care
facility for storage in a secured emergency pharmaceutical
supplies container maintained within the facility in accordance
with facility regulations of the State Department of Public Health
set forth in Title 22 of the California Code of Regulations and the
requirements set forth in Section 1261.5 of the Health and Safety
Code. These emergency supplies shall be approved by the
facility’s patient care policy committee or pharmaceutical service
committee and shall be readily available to each nursing station.
Section 1261.5 of the Health and Safety Code limits the number
of oral dosage form or suppository form drugs in these
emergency supplies to 48.

(b) Notwithstanding any other law, a pharmacy may furnish a
dangerous drug or a dangerous device to an approved service
provider within an emergency medical services system for
storage in a secured emergency pharmaceutical supplies
container, in accordance with the policies and procedures of the
local emergency medical services agency, if all of the following
are met:

(1) The dangerous drug or dangerous device is furnished
exclusively for use in conjunction with services provided in an
ambulance, or other approved emergency medical services
service provider, that provides prehospital emergency medical
services.

(2) The requested dangerous drug or dangerous device is within
the licensed or certified emergency medical technician’s scope of
practice as established by the Emergency Medical Services
Authority and set forth in Title 22 of the California Code of
Regulations.
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(3) The approved service provider within an emergency medical
services system provides a written request that specifies the
name and quantity of dangerous drugs or dangerous devices.

(4) The approved emergency medical services provider
administers dangerous drugs and dangerous devices in
accordance with the policies and procedures of the local
emergency medical services agency.

(5) The approved emergency medical services provider
documents, stores, and restocks dangerous drugs and dangerous
devices in accordance with the policies and procedures of the
local emergency medical services agency.

Records of each request by, and dangerous drugs or dangerous
devices furnished to, an approved service provider within an
emergency medical services system, shall be maintained by both
the approved service provider and the dispensing pharmacy for a
period of at least three years.

The furnishing of controlled substances to an approved
emergency medical services provider shall be in accordance with
the California Uniform Controlled Substances Act (Division 10
(commencing with Section 11000) of the Health and Safety
Code).

4119.01. Emergency Medical Services Automated Drug Delivery
Systems — Licensing; Fee; Restocking and Removing Drugs;
Inventory and Reconciliation; Record keeping; Licensed
Designated Paramedic

(a) Notwithstanding any other law, a pharmacy, or a licensed
wholesaler that is also an emergency medical services provider
agency, may restock dangerous drugs or dangerous devices into
an emergency medical services automated drug delivery system
(EMSADDS) that is licensed by the board under this section.
Dangerous drugs and dangerous devices stored or maintained in
an EMSADDS shall be used for the sole purpose of restocking a
secured emergency pharmaceutical supplies container as
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authorized in subdivision (b) of Section 4119. The EMSADDS may
be used only if all of the following conditions are met:

(1) The emergency medical services provider agency obtains a
license from the board to operate the EMSADDS. As a
requirement for licensure, the EMSADDS shall be located on the
premises of a fire department headquarters, a fire station, or at
an emergency medical services provider agency’s location. A
separate license shall be required for each location.

(A) As part of its license application, the emergency medical
services provider agency shall provide: the address where the
EMSADDS will be located; the name of the medical director
responsible for overseeing the emergency medical services
provider agency; the name of any designated pharmacist or
licensed designated paramedic who is responsible for performing
the duties as required under this section; the policies and
procedures detailing the provisions under which the EMSADDS
will operate; and the name and license number of the pharmacy
or emergency medical services provider agency wholesaler that
will furnish the dangerous drugs and dangerous devices through
the EMSADDS.

(B) The application and initial license fee to operate EMSADDS
shall be one hundred dollars (5100) per machine. The license
shall be renewed annually. The license fee may not be
transferred to a different location if the EMSADDS is moved. The
penalty fee for failure to renew an EMSADDS license shall be
thirty-five dollars ($35).

(C) The application and renewal fee for a licensed wholesaler
that is also an emergency medical services provider agency shall
be seven hundred eighty dollars ($780).

(2) Each EMSADDS shall collect, control, and maintain all
transaction information necessary to accurately track the
movement of drugs into and out of the system for purposes of
security, accuracy, and accountability.

(3) The medical director and designated pharmacist, or the
medical director and the licensed designated paramedic, shall
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develop, adopt, and maintain policies and procedures detailing
the provisions under which the EMSADDS will operate. At a
minimum, the policies and procedures shall address (A) inventory
controls, (B) training, (C) storage and security of the dangerous
drugs and dangerous devices, and (D) safeguards to limit access
to the EMSADDS to authorized staff only.

(4) The licensed EMSADDS operator shall limit access to the
EMSADDS only to employees of the operator who are licensed by
the state and as authorized in this section.

(A) An EMSADDS may only be restocked by the medical director,
a pharmacist, or a licensed designated paramedic, each of whom
may possess and transport dangerous drugs or dangerous
devices for that purpose. The transport of dangerous drugs or
dangerous devices for restocking into an EMSADDS shall be done
in a secured manner to prevent theft or unauthorized access, and
shall be done under conditions appropriate to meet storage and
handling requirements of the dangerous drugs or dangerous
devices. While the dangerous drugs or dangerous devices may be
transported, representatives shall not store a dangerous drug or
dangerous device at an unlicensed location.

(B) Only a medical director, a pharmacist, or a paramedic may
remove dangerous drugs or dangerous devices from an
EMSADDS to fill a secured emergency pharmaceutical supplies
container. This access shall be observed by a second person who
is also a paramedic, a pharmacist, or a medical director. Both the
individual who removes dangerous drugs or dangerous devices
from the EMSADDS and the observer shall record their
participation in the removal of the dangerous drugs or dangerous
devices via their signatures or use of biometric identifiers. The
restocking of the secured emergency pharmaceutical supplies
container from the EMSADDS shall occur at the licensed location
of the EMSADDS.

(C) A medical director, a pharmacist, or a licensed designated
paramedic may remove outdated dangerous drugs or dangerous
devices from an EMSADDS. Any outdated dangerous drugs or
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dangerous devices shall be provided to a licensed reverse
distributor for destruction.

(5) Every EMSADDS operator shall perform monthly inventory
and inventory reconciliation functions. The medical director,
designated pharmacist, or licensed designated paramedic shall
perform a reconciliation and prepare a written report based on
written policies and procedures developed to maintain the
security and quality of the dangerous drugs and dangerous
devices. The written inventory reconciliation report shall include
all of the following:

(A) A physical count of all quantities of dangerous drugs and
dangerous devices stored in the EMSADDS.

(B) A review of all dangerous drugs and dangerous devices
added into and removed from each EMSADDS since the last
monthly inventory.

(C) A comparison of subparagraphs (A) and (B), and
identification of any variances.

(D) A review of all individuals who accessed the EMSADDS since
the last inventory and identification of unauthorized individuals
accessing the EMSADDS or suspicious activity.

(E) Identification of possible causes of shortages and overages.

(6) The medical director and designated pharmacist, or medical
director and licensed designated paramedic, shall be jointly
responsible for monthly review of the inventory reconciliation
report, the training, storage, and security of dangerous drugs and
dangerous devices, and the restocking of the EMSADDS. Any
inventory losses from an EMSADDS shall be reported to the
board within seven days from identification of the loss.

(7) In order for an individual to perform the functions of a
licensed designated paramedic described in this section, that
individual shall be licensed by the board pursuant to Section
4202.5. A paramedic who only restocks a secured emergency
pharmaceutical supplies container from an EMSADDS need not
be licensed with the board.
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(8) A record of each access to the EMSADDS, as well as all
records used to compile an inventory reconciliation report, shall
be maintained at the operator’s location for at least three years
in a readily retrievable form. The records shall include the
identity of every individual who accessed the system or
witnessed such access; the date of each access; and the drug,
dosage, form, strength, and quantity of dangerous drugs or
dangerous devices added or removed.

(b) A violation of any of the provisions of this section shall
constitute unprofessional conduct and provides the board the
authority to take action against the EMSADDS operator’s license.

(c) This section shall be repealed on January 1, 2025.

4119.01. Emergency Medical Services Automated Drug Delivery
Systems — Licensing; Fee; Restocking and Removing Drugs;
Inventory and Reconciliation; Record keeping; Licensed
Designated Paramedic

(a) Notwithstanding any other law, a pharmacy, or a licensed
wholesaler that is also an emergency medical services provider
agency, may restock dangerous drugs or dangerous devices into
an emergency medical services automated drug delivery system
(EMSADDS) that is licensed by the board under this section.
Dangerous drugs and dangerous devices stored or maintained in
an EMSADDS shall be used for the sole purpose of restocking a
secured emergency pharmaceutical supplies container as
authorized in subdivision (b) of Section 4119. The EMSADDS may
be used only if all of the following conditions are met:

(1) The emergency medical services provider agency obtains a
license from the board to operate the EMSADDS. As a
requirement for licensure, the EMSADDS shall be located on the
premises of a fire department headquarters, a fire station, or at
an emergency medical services provider agency’s location. A
separate license shall be required for each location. As part of its
license application, the emergency medical services provider
agency shall provide: the address where the EMSADDS will be
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located; the name of the medical director responsible for
overseeing the emergency medical services provider agency; the
name of any designated pharmacist or licensed designated
paramedic who is responsible for performing the duties as
required under this section; the policies and procedures detailing
the provisions under which the EMSADDS will operate; and the
name and license number of the pharmacy or emergency medical
services provider agency wholesaler that will furnish the
dangerous drugs and dangerous devices through the EMSADDS.

(2) Each EMSADDS shall collect, control, and maintain all
transaction information necessary to accurately track the
movement of drugs into and out of the system for purposes of
security, accuracy, and accountability.

(3) The medical director and designated pharmacist, or the
medical director and the licensed designated paramedic, shall
develop, adopt, and maintain policies and procedures detailing
the provisions under which the EMSADDS will operate. At a
minimum, the policies and procedures shall address (A) inventory
controls, (B) training, (C) storage and security of the dangerous
drugs and dangerous devices, and (D) safeguards to limit access
to the EMSADDS to authorized staff only.

(4) The licensed EMSADDS operator shall limit access to the
EMSADDS only to employees of the operator who are licensed by
the state and as authorized in this section.

(A) An EMSADDS may only be restocked by the medical director,
a pharmacist, or a licensed designated paramedic, each of whom
may possess and transport dangerous drugs or dangerous
devices for that purpose. The transport of dangerous drugs or
dangerous devices for restocking into an EMSADDS shall be done
in a secured manner to prevent theft or unauthorized access, and
shall be done under conditions appropriate to meet storage and
handling requirements of the dangerous drugs or dangerous
devices. While the dangerous drugs or dangerous devices may be
transported, representatives shall not store a dangerous drug or
dangerous device at an unlicensed location.
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(B) Only a medical director, a pharmacist, or a paramedic may
remove dangerous drugs or dangerous devices from an
EMSADDS to fill a secured emergency pharmaceutical supplies
container. This access shall be observed by a second person who
is also a paramedic, a pharmacist, or a medical director. Both the
individual who removes dangerous drugs or dangerous devices
from the EMSADDS and the observer shall record their
participation in the removal of the dangerous drugs or dangerous
devices via their signatures or use of biometric identifiers. The
restocking of the secured emergency pharmaceutical supplies
container from the EMSADDS shall occur at the licensed location
of the EMSADDS.

(C) A medical director, a pharmacist, or a licensed designated
paramedic may remove outdated dangerous drugs or dangerous
devices from an EMSADDS. Any outdated dangerous drugs or
dangerous devices shall be provided to a licensed reverse
distributor for destruction.

(5) Every EMSADDS operator shall perform monthly inventory
and inventory reconciliation functions. The medical director,
designated pharmacist, or licensed designated paramedic shall
perform a reconciliation and prepare a written report based on
written policies and procedures developed to maintain the
security and quality of the dangerous drugs and dangerous
devices. The written inventory reconciliation report shall include
all of the following:

(A) A physical count of all quantities of dangerous drugs and
dangerous devices stored in the EMSADDS.

(B) A review of all dangerous drugs and dangerous devices
added into and removed from each EMSADDS since the last
monthly inventory.

(C) A comparison of subparagraphs (A) and (B), and
identification of any variances.

(D) A review of all individuals who accessed the EMSADDS since
the last inventory and identification of unauthorized individuals
accessing the EMSADDS or suspicious activity.
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(E) Identification of possible causes of shortages and overages.

(6) The medical director and designated pharmacist, or medical
director and licensed designated paramedic, shall be jointly
responsible for monthly review of the inventory reconciliation
report, the training, storage, and security of dangerous drugs and
dangerous devices, and the restocking of the EMSADDS. Any
inventory losses from an EMSADDS shall be reported to the
board within seven days from identification of the loss.

(7) In order for an individual to perform the functions of a
licensed designated paramedic described in this section, that
individual shall be licensed by the board pursuant to Section
4202.5. A paramedic who only restocks a secured emergency
pharmaceutical supplies container from an EMSADDS need not
be licensed with the board.

(8) A record of each access to the EMSADDS, as well as all
records used to compile an inventory reconciliation report, shall
be maintained at the operator’s location for at least three years
in a readily retrievable form. The records shall include the
identity of every individual who accessed the system or
witnessed such access; the date of each access; and the drug,
dosage, form, strength, and quantity of dangerous drugs or
dangerous devices added or removed.

(b) A violation of any of the provisions of this section shall
constitute unprofessional conduct and provides the board the
authority to take action against the EMSADDS operator’s license.

(c) This section shall become operative on January 1, 2025.

4119.2. Furnish Epinephrine Auto-Injectors to School;
Requirements

(a) Notwithstanding any other law, a pharmacy may furnish
epinephrine auto-injectors to a school district, county office of
education, or charter school pursuant to Section 49414 of the
Education Code if all of the following are met:
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(1) The epinephrine auto-injectors are furnished exclusively for
use at a school district site, county office of education, or charter
school.

(2) A physician and surgeon provides a written order that
specifies the quantity of epinephrine auto-injectors to be
furnished.

(b) Records regarding the acquisition and disposition of
epinephrine auto-injectors 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 epinephrine auto-injectors and ensuring
the destruction of expired epinephrine auto-injectors.

4119.3. Furnish Epinephrine Auto-Injectors to First Responder
or Lay Rescuer; Requirements

(a) Notwithstanding any other law, a pharmacy may dispense
epinephrine auto-injectors to a prehospital emergency medical
care person or lay rescuer 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) A physician and surgeon provides a written order that
specifies the quantity of epinephrine auto-injectors to be
dispensed to a person described in subdivision (b) of Section
1797.197a of the Health and Safety Code. The physician and
surgeon may issue the prescription only upon presentation of a
current certificate demonstrating that the person is trained and
qualified under Section 1797.197a of the Health and Safety Code
to administer an epinephrine auto-injector to another person in
an emergency situation. The prescription shall specify that the
dispensed epinephrine auto-injector is for “First Aid Purposes
Only” and that the named recipient is a “Section 1797.197a
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Responder.” A new prescription shall be written for any
additional epinephrine auto-injectors required.

(2) (A) The pharmacy shall label each epinephrine auto-injector
dispensed with all of the following:

(i) The name of the person to whom the prescription was issued.

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

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

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

(b) The person described in subdivision (b) of Section 1797.197a
of the Health and Safety Code receiving epinephrine auto-
injectors pursuant to this section shall make and maintain a
record for five years reflecting dates of receipt, use, and
destruction of each auto-injector dispensed, the name of any
person to whom epinephrine was administered using an auto-
injector, and the circumstances and manner of destruction of any
auto-injectors.

(c) The epinephrine auto-injectors 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.

4119.4. Epinephrine Auto-injector; Labeling; Records
Requirements

(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
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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.

4119.5. Transfer or Repackaging Dangerous Drugs by Pharmacy
(a) A pharmacy can transfer a reasonable supply of dangerous
drugs to another pharmacy.
(b) A pharmacy may repackage and furnish to a prescriber a
reasonable quantity of dangerous drugs and dangerous devices
for prescriber office use.
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4119.6. Health Care Facility; Stocking of Emergency
Pharmaceutical Supplies Container and Emergency Medical
System Supplies

An intern pharmacist under the direct supervision and control,
as defined in Section 4023.5, of a pharmacist may stock,
replenish, and inspect the emergency pharmaceutical supplies
container and the emergency medical system supplies of a health
care facility licensed under subdivision (a) of Section 1250 of the
Health and Safety Code.

4119.7. Health Care Facility; Inspection of Drugs; Furnishing Per
Standing Orders, etc.

(a) Notwithstanding any other law, a hospital pharmacy serving
a health care facility licensed under subdivision (a) of Section
1250 of the Health and Safety Code may furnish a dangerous
drug or dangerous device pursuant to preprinted or electronic
standing orders, order sets, and protocols established under the
policies and procedures of the health care facility, as approved
according to the policies of the health care facility’s governing
body, if the order is dated, timed, and authenticated in the
medical record of the patient to whom the dangerous drug or
dangerous device will be provided.

(b) A health care facility shall store and maintain drugs in
accordance with national standards regarding the storage area
and refrigerator or freezer temperature, and otherwise pursuant
to the manufacturer’s guidelines. The health care facility’s
policies and procedures shall specify these storage parameters.

(c) An intern pharmacist under the direct supervision and
control, as defined in Section 4023.5, of a pharmacist, may
inspect the drugs maintained in the health care facility at least
once per month. The health care facility shall establish specific
written policies and procedures for inspections pursuant to this
subdivision.
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(d) For purposes of this section, “health care facility” means a
health facility licensed under subdivision (a) of Section 1250 of
the Health and Safety Code.

4119.8. Naloxone Hydrochloride Furnished to School District,
County Office of Education or Charter School; Records
Requirements

(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.

4119.9. Naloxone Hydrochloride Furnished to a Law
Enforcement Agency

Notwithstanding any other law, a pharmacy, wholesaler, or
manufacturer may furnish naloxone hydrochloride or other
opioid antagonists to a law enforcement agency if both of the
following are met:
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(a) The naloxone hydrochloride or other opioid antagonist is
furnished exclusively for use by employees of the law
enforcement agency who have completed training, provided by
the law enforcement agency, in administering naloxone
hydrochloride or other opioid antagonists.

(b) Records regarding the acquisition and disposition of
naloxone hydrochloride or other opioid antagonists furnished
pursuant to this section shall be maintained by the law
enforcement agency for a period of three years from the date the
records were created. The law enforcement agency shall be
responsible for monitoring the supply of naloxone hydrochloride
or other opioid antagonists and ensuring the destruction of
expired naloxone hydrochloride or other opioid antagonists.

4119.10. Conditions Permitting Pharmacies to Perform CLIA-
Waived Tests

A pharmacy located in the state may use pharmacists to perform
FDA-approved or -authorized tests that are classified as waived
pursuant to the federal Clinical Laboratory Improvement
Amendments of 1988 (42 U.S.C. Sec. 263a) and the regulations
adopted thereunder by the federal Health Care Financing
Administration, under all of the following conditions:

(a) The pharmacy is appropriately licensed as a laboratory under
Section 1265.

(b) The pharmacy maintains policies and procedures that do all of
the following:

(1) Establish the initial training requirements, including
specimen collection techniques relevant to a test being
performed at the pharmacy, and ongoing training.

(2) Establish safety precautions necessary to protect pharmacy
staff and consumers and to reduce the risk of transmission,
consistent with Cal-OSHA and CDC requirements, including, but
not limited to, provisions for the use of personal protective
equipment, cleaning and sanitizing procedures, appropriate
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biohazard waste requirements, and space requirements for
pharmacy staff and consumers.

(3) Ensure the availability of dedicated physically distanced
space or other segregated space that provides for privacy during
the testing process and private consultation with the pharmacist,
and limits potential contamination of other consumers in the
pharmacy.

(4) Establish requirements for providing test results to the
patient in a nonverbal manner, complying with mandatory
reporting requirements to local and state reporting systems, and
notifying the patient’s health care providers if consent is
provided, and referral to licensed sources of care for
confirmation, diagnosis, and treatment as appropriate for follow-
up to positive test results. A health care provider shall not be
held personally liable for test results, or for any actions or
inactions related to test results they did not receive, have
knowledge of, or otherwise have access to.

(5) Establish requirements for the pharmacist-in-charge serving
as the pharmacy laboratory director to report any reportable
disease or condition identified in Section 120130 of the Health
and Safety Code or the regulations adopted under that section.

(6) Ensure documentation of testing equipment maintenance
and calibration.

(7) Ensure appropriate storage and handling of specimens,
testing reagents, and other supplies or equipment that require
specialized storage or handling. Specimen collection shall not
include vaginal swab, venipuncture, or the collection of seminal
fluid.

(c) The test is authorized to be administered by a pharmacist
pursuant to paragraph (1) of subdivision (b) of Section 4052.4.
(d) The pharmacist-in-charge does both of the following:

(1) Annually reviews the policies and procedures maintained
pursuant to subdivision (b), assesses the pharmacy’s compliance
with its policies, and documents corrective actions to be taken
when noncompliance is found.
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(2) Maintains documentation of the annual review and
assessment in a readily retrievable format for a period of three
years from the date of completion.

(e) The pharmacy maintains documentation related to
performing tests that demonstrates compliance with this section,
which shall include the name of the pharmacist performing the
test, the results of the test, and communication of results to a
patient’s primary medical provider, and is maintained in a readily
retrievable format for a period of three years from the date of
creation.

4119.11. Automated Patient Dispensing Systems

(a) A pharmacy located in the state may provide pharmacy
services to the patients of a “covered entity,” as defined in
Section 256b of Title 42 of the United States Code, through the
use of an automated patient dispensing system located on the
premises of the covered entity or on the premises of medical
professional practices under contract to provide medical services
to covered entity patients, which need not be the same location
as the pharmacy, if all of the following conditions are met:

(1) The pharmacy obtains a license from the board to operate
the automated patient dispensing system at the covered entity or
affiliated site. As part of the application, the pharmacy shall
provide the address at which the automated patient dispensing
system shall be placed and identify the covered entity. A
separate license shall be required for each location and shall be
renewed annually concurrent with the pharmacy license. The
application and renewal fee shall be three hundred dollars ($300)
and may be increased to five hundred dollars ($500). The board is
authorized to lower the renewal fee to not less than two hundred
dollars (5200) if a lower fee level will provide sufficient resources
to support the regulatory activities.

(2) The pharmacy providing the pharmacy services to the
patients of the covered entity, including, unless otherwise
prohibited by any other law, patients enrolled in the Medi-Cal

167



program, shall be under contract with that covered entity as
described in Section 4126 to provide those pharmacy services
through the use of the automated patient dispensing system.

(3) Drugs stored in an automated patient dispensing system
shall be part of the inventory of the pharmacy providing
pharmacy services to the patients of the covered entity and drugs
dispensed from the automated patient dispensing system shall
be considered to have been dispensed by that pharmacy.

(4) The pharmacy shall maintain records of the acquisition and
disposition of dangerous drugs stored in the automated patient
dispensing system separate from other pharmacy records.

(5) The pharmacy shall be solely responsible for the security,
operation, and maintenance of the automated patient dispensing
system.

(6) The pharmacy shall provide training regarding the operation
and use of the automated patient dispensing system to both
pharmacy and covered entity personnel using the system.

(7) The operation of the automated patient dispensing system
shall be under the supervision of a licensed pharmacist acting on
behalf of the pharmacy providing services to the patients of the
covered entity. The pharmacist need not be physically present at
the site of the automated patient dispensing system and may
supervise the system electronically.

(8) Notwithstanding Section 4107, the board may issue a license
for the operation of an automated patient dispensing system at
an address for which it has issued another site license.

(9) The board, within 30 days after receipt of an application for
an automated patient dispensing system license, shall conduct a
prelicensure inspection at the proposed location of the
automated patient dispensing system. Relocation of the
automated patient dispensing system shall require a new
application for licensure. Replacement of an automated patient
dispensing system shall require notice to the board within 30
days.
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(10) The automated patient dispensing system license shall be
canceled by operation of law if the underlying pharmacy license
is not current, valid, and active. Upon reissuance or
reinstatement of the underlying pharmacy license, a new
application for an automated patient dispensing system license
may be submitted to the board.

(11) A pharmacy that holds an automated patient dispensing
system license shall advise the board in writing within 30 days if
use of the automated patient dispensing system is discontinued.
(b) For purposes of this section, the following definitions shall
apply:

(1) An “automated drug delivery system” (ADDS) means a
mechanical system that performs operations or activities, other
than compounding or administration, relative to the storage,
dispensing, or distribution of drugs. An ADDS shall collect,
control, and maintain all transaction information to accurately
track the movement of drugs into and out of the system for
security, accuracy, and accountability.

(2) An “automated patient dispensing system” (APDS) is an
ADDS for storage and dispensing of prescribed drugs directly to
patients pursuant to prior authorization by a pharmacist.

(3) An “automated unit dose system” (AUDS) is an ADDS for
storage and retrieval of unit doses of drugs for administration to
patients by persons authorized to perform these functions.

(c) (1) An automated patient dispensing system shall collect,
control, and maintain all transaction information to accurately
track the movement of drugs into and out of the system for
security, accuracy, and accountability.

(2) Transaction information shall be made readily available in a
downloadable format for review and inspection by individuals
authorized by law. These records shall be maintained by the
pharmacy for a minimum of three years.

(d) Drugs from the automated patient dispensing system may be
dispensed directly to the patient, if all of the following
requirements are met:
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(1) The pharmacy shall develop, implement, and annually review
written policies and procedures with respect to all of the
following:

(A) Maintaining the security of the automated patient
dispensing system and the dangerous drugs and devices within
that automated patient dispensing system.

(B) Determining and applying inclusion criteria regarding which
drugs and devices are appropriate for placement in the
automated patient dispensing system and for which patients.

(C) Ensuring that patients are aware that consultation with a
pharmacist is available for any prescription medication, including
those delivered via the automated patient dispensing system.

(D) Describing assignment of responsibilities to, and training of,
pharmacy personnel, and other personnel using the automated
patient dispensing system at the location where the automated
patient dispensing system is placed, regarding maintenance and
filing procedures for the automated patient dispensing system.

(E) Orienting participating patients on the use of the automated
patient dispensing system, notifying patients when expected
prescription medications are not available in the automated
patient dispensing system, and ensuring that patient use of the
automated patient dispensing system does not interfere with
delivery of drugs and devices.

(F) Ensuring delivery of drugs and devices to patients expecting
to receive them from the automated patient dispensing system if
the automated patient dispensing system is disabled or
malfunctions.

(2) The automated patient dispensing system shall only be used
for patients who have signed a written consent demonstrating
their informed consent to receive prescribed drugs and devices
from an automated patient dispensing system and whose use of
the automated patient dispensing system meet the criteria
pursuant to paragraph (1).
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(3) The automated patient dispensing system shall have a means
to identify each patient and only release the identified patient’s
drugs and devices to the patient or the patient’s agent.

(4) A pharmacist shall perform all clinical services conducted as
part of the dispensing process, including, but not limited to, drug
utilization review and consultation.

(5) Drugs shall be dispensed from the automated patient
dispensing system only upon authorization from a pharmacist
after the pharmacist has reviewed the prescription and the
patient’s profile for potential contraindications and adverse drug
reactions.

(6) All prescribed drugs and devices dispensed from the
automated patient dispensing system for the first time shall be
accompanied by a consultation conducted by a pharmacist
licensed by the board via a telecommunications link that has two-
way audio and video.

(7) The automated patient dispensing system shall include a
notice, prominently posted on the automated patient dispensing
system, that provides the name, address, and telephone number
of the pharmacy that holds the automated patient dispensing
system license for that automated patient dispensing system.

(8) The labels on all drugs dispensed by the automated patient
dispensing system shall comply with Section 4076 of this code
and with Section 1707.5 of Title 16 of the California Code of
Regulations.

(9) Any complaint, error, or omission involving the automated
patient dispensing system shall be reviewed as part of the
pharmacy’s quality assurance program pursuant to Section 4125.

(10) The board shall not issue a pharmacy more than 15 licenses
for automated patient dispensing system units under this section.
Consistent with Section 4001.1, the board may adopt regulations
to reduce the number of automated patient dispensing system
licenses that may be issued to a pharmacy.

(11) The pharmacy holding the license for the automated
patient dispensing system shall maintain the policies and
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procedures developed pursuant to paragraph (1) for three years
after the last date of use of that automated patient dispensing
system.

(e) Access to the automated patient dispensing system shall be
controlled and tracked using an identification or password
system or biosensor. A system that is accessed via a password
system shall include a camera that records a picture of the
individual accessing the machine. Picture records shall be
maintained for a minimum of 180 days.

(f) The automated patient dispensing system shall make a
complete and accurate record of all transactions that will include
all users accessing the system and all drugs added to, or removed
from, the system.

(g) The stocking of an automated patient dispensing system shall
be performed by a pharmacist. If the automated patient
dispensing system utilizes removable pockets, cards, drawers,
similar technology, or unit of use or single dose containers as
defined by the United States Pharmacopeia, the stocking system
may be done outside of the facility and be delivered to the
facility, if all of the following conditions are met:

(1) The task of placing drugs into the removable pockets, cards,
drawers, similar technology, or unit of use or single dose
containers is performed by a pharmacist, or by an intern
pharmacist or a pharmacy technician working under the direct
supervision of a pharmacist.

(2) The removable pockets, cards, drawers, similar technology,
or unit of use or single dose containers are transported between
the pharmacy and the facility in a secure tamper-evident
container.

(3) The pharmacy, in conjunction with the covered entity, has
developed policies and procedures to ensure that the removable
pockets, cards, drawers, similar technology, or unit of use or
single dose containers are properly placed into the automated
patient dispensing system.
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(h) Review of the drugs contained within, and the operation and
maintenance of, the automated patient dispensing system shall
be done in accordance with law and shall be the responsibility of
the pharmacy. A pharmacist shall conduct the review on a
monthly basis, which shall include a physical inspection of the
drugs in the automated patient dispensing system, an inspection
of the automated patient dispensing system machine for
cleanliness, and a review of all transaction records in order to
verify the security and accountability of the system.

(i) A pharmacy holding an automated patient dispensing system
license shall complete a self-assessment, performed pursuant to
Section 1715 of Title 16 of the California Code of Regulations,
evaluating the pharmacy’s compliance with pharmacy law
relating to the use of the automated patient dispensing system.
All information regarding operation, maintenance, compliance,
error, omissions, or complaints pertaining to the automated
patient dispensing system shall be included in the self-
assessment.

(j) The pharmacy shall comply with all recordkeeping and quality
assurance requirements pursuant to this chapter, and shall
maintain those records within the pharmacy holding the
automated patient dispensing system license and separately
from other pharmacy records.

(k) This section shall be repealed on January 1, 2025.

4119.11. Automated Patient Dispensing Systems

(a) A pharmacy located in the state may provide pharmacy
services to the patients of a “covered entity,” as defined in
Section 256b of Title 42 of the United States Code, through the
use of an automated patient dispensing system located on the
premises of the covered entity or on the premises of medical
professional practices under contract to provide medical services
to covered entity patients, which need not be the same location
as the pharmacy, if all of the following conditions are met:
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(1) The pharmacy obtains a license from the board to operate the
automated patient dispensing system at the covered entity or
affiliated site. As part of the application, the pharmacy shall
provide the address at which the automated patient dispensing
system shall be placed and identify the covered entity. A
separate license shall be required for each location and shall be
renewed annually concurrent with the pharmacy license.

(2) The pharmacy providing the pharmacy services to the patients
of the covered entity, including, unless otherwise prohibited by
any other law, patients enrolled in the Medi-Cal program, shall
be under contract with that covered entity as described in
Section 4126 to provide those pharmacy services through the use
of the automated patient dispensing system.

(3) Drugs stored in an automated patient dispensing system shall
be part of the inventory of the pharmacy providing pharmacy
services to the patients of the covered entity and drugs
dispensed from the automated patient dispensing system shall
be considered to have been dispensed by that pharmacy.

(4) The pharmacy shall maintain records of the acquisition and
disposition of dangerous drugs stored in the automated patient
dispensing system separate from other pharmacy records.

(5) The pharmacy shall be solely responsible for the security,
operation, and maintenance of the automated patient dispensing
system.

(6) The pharmacy shall provide training regarding the operation
and use of the automated patient dispensing system to both
pharmacy and covered entity personnel using the system.

(7) The operation of the automated patient dispensing system
shall be under the supervision of a licensed pharmacist acting on
behalf of the pharmacy providing services to the patients of the
covered entity. The pharmacist need not be physically present at
the site of the automated patient dispensing system and may
supervise the system electronically.
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(8) Notwithstanding Section 4107, the board may issue a license
for the operation of an automated patient dispensing system at
an address for which it has issued another site license.

(9) The board, within 30 days after receipt of an application for
an automated patient dispensing system license, shall conduct a
prelicensure inspection at the proposed location of the
automated patient dispensing system. Relocation of the
automated patient dispensing system shall require a new
application for licensure. Replacement of an automated patient
dispensing system shall require notice to the board within 30
days.

(10) The automated patient dispensing system license shall be
canceled by operation of law if the underlying pharmacy license
is not current, valid, and active. Upon reissuance or
reinstatement of the underlying pharmacy license, a new
application for an automated patient dispensing system license
may be submitted to the board.

(11) A pharmacy that holds an automated patient dispensing
system license shall advise the board in writing within 30 days if
use of the automated patient dispensing system is discontinued.
(b) For purposes of this section, the following definitions shall
apply:

(1) An “automated drug delivery system” (ADDS) means a
mechanical system that performs operations or activities, other
than compounding or administration, relative to the storage,
dispensing, or distribution of drugs. An ADDS shall collect,
control, and maintain all transaction information to accurately
track the movement of drugs into and out of the system for
security, accuracy, and accountability.

(2) An “automated patient dispensing system” (APDS) is an ADDS
for storage and dispensing of prescribed drugs directly to
patients pursuant to prior authorization by a pharmacist.

(3) An “automated unit dose system” (AUDS) is an ADDS for
storage and retrieval of unit doses of drugs for administration to
patients by persons authorized to perform these functions.
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(c) (1) An automated patient dispensing system shall collect,
control, and maintain all transaction information to accurately
track the movement of drugs into and out of the system for
security, accuracy, and accountability.

(2) Transaction information shall be made readily available in a
downloadable format for review and inspection by individuals
authorized by law. These records shall be maintained by the
pharmacy for a minimum of three years.

(d) Drugs from the automated patient dispensing system may be
dispensed directly to the patient, if all of the following
requirements are met:

(1) The pharmacy shall develop, implement, and annually review
written policies and procedures with respect to all of the
following:

(A) Maintaining the security of the automated patient dispensing
system and the dangerous drugs and devices within that
automated patient dispensing system.

(B) Determining and applying inclusion criteria regarding which
drugs and devices are appropriate for placement in the
automated patient dispensing system and for which patients.

(C) Ensuring that patients are aware that consultation with a
pharmacist is available for any prescription medication, including
those delivered via the automated patient dispensing system.
(D) Describing assignment of responsibilities to, and training of,
pharmacy personnel, and other personnel using the automated
patient dispensing system at the location where the automated
patient dispensing system is placed, regarding maintenance and
filing procedures for the automated patient dispensing system.
(E) Orienting participating patients on the use of the automated
patient dispensing system, notifying patients when expected
prescription medications are not available in the automated
patient dispensing system, and ensuring that patient use of the
automated patient dispensing system does not interfere with
delivery of drugs and devices.
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(F) Ensuring delivery of drugs and devices to patients expecting to
receive them from the automated patient dispensing system if
the automated patient dispensing system is disabled or
malfunctions.

(2) The automated patient dispensing system shall only be used
for patients who have signed a written consent demonstrating
their informed consent to receive prescribed drugs and devices
from an automated patient dispensing system and whose use of
the automated patient dispensing system meet the criteria
pursuant to paragraph (1).

(3) The automated patient dispensing system shall have a means
to identify each patient and only release the identified patient’s
drugs and devices to the patient or the patient’s agent.

(4) A pharmacist shall perform all clinical services conducted as
part of the dispensing process, including, but not limited to, drug
utilization review and consultation.

(5) Drugs shall be dispensed from the automated patient
dispensing system only upon authorization from a pharmacist
after the pharmacist has reviewed the prescription and the
patient’s profile for potential contraindications and adverse drug
reactions.

(6) All prescribed drugs and devices dispensed from the
automated patient dispensing system for the first time shall be
accompanied by a consultation conducted by a pharmacist
licensed by the board via a telecommunications link that has two-
way audio and video.

(7) The automated patient dispensing system shall include a
notice, prominently posted on the automated patient dispensing
system, that provides the name, address, and telephone number
of the pharmacy that holds the automated patient dispensing
system license for that automated patient dispensing system.

(8) The labels on all drugs dispensed by the automated patient
dispensing system shall comply with Section 4076 of this code
and with Section 1707.5 of Title 16 of the California Code of
Regulations.

177



(9) Any complaint, error, or omission involving the automated
patient dispensing system shall be reviewed as part of the
pharmacy’s quality assurance program pursuant to Section 4125.
(10) The board shall not issue a pharmacy more than 15 licenses
for automated patient dispensing system units under this section.
Consistent with Section 4001.1, the board may adopt regulations
to reduce the number of automated patient dispensing system
licenses that may be issued to a pharmacy.

(11) The pharmacy holding the license for the automated patient
dispensing system shall maintain the policies and procedures
developed pursuant to paragraph (1) for three years after the last
date of use of that automated patient dispensing system.

(e) Access to the automated patient dispensing system shall be
controlled and tracked using an identification or password
system or biosensor. A system that is accessed via a password
system shall include a camera that records a picture of the
individual accessing the machine. Picture records shall be
maintained for a minimum of 180 days.

(f) The automated patient dispensing system shall make a
complete and accurate record of all transactions that will include
all users accessing the system and all drugs added to, or removed
from, the system.

(g) The stocking of an automated patient dispensing system shall
be performed by a pharmacist. If the automated patient
dispensing system utilizes removable pockets, cards, drawers,
similar technology, or unit of use or single dose containers as
defined by the United States Pharmacopeia, the stocking system
may be done outside of the facility and be delivered to the
facility, if all of the following conditions are met:

(1) The task of placing drugs into the removable pockets, cards,
drawers, similar technology, or unit of use or single dose
containers is performed by a pharmacist, or by an intern
pharmacist or a pharmacy technician working under the direct
supervision of a pharmacist.

178



(2) The removable pockets, cards, drawers, similar technology, or
unit of use or single dose containers are transported between the
pharmacy and the facility in a secure tamper-evident container.
(3) The pharmacy, in conjunction with the covered entity, has
developed policies and procedures to ensure that the removable
pockets, cards, drawers, similar technology, or un