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 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.

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
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.
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(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 (g), 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

(a) A pharmacist shall not dispense any prescription except in 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.

(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.
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(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.

(if) An exemption from the requirements of this paragraph shall be granted to a new drug for the
first 120 days that the drug is 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 any 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 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 VVocational Nursing
Practice Act (Chapter 6.5 (commencing with Section 2840)), who is acting within his or her
scope of practice.

4076.5. Standardized, Patient-Centered Prescription Labels; Requirements

(@) 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.
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