DEPARTMENT OF CONSUMER AFFAIRS
TITLE 16. PROFESSIONAL AND VOCATIONAL REGULATIONS

PROPOSED REGULATORY LANGUAGE
Quality Assurance Programs
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Amend section 1711 of Division 17 of Title 16 of the California Code of
Regulations to read as follows:

§ 1711. Quality Assurance Programs.

(a) Each pharmacy shall establlsh or part|0|pate in an establlshed quallty assurance
program th

apprepnateurespenseuasqearbeiamsﬁe#to |mprove the quallty of pharmacy service

and prevent errors. The program shall, at a minimum, include the following:

(1) All medication errors discovered shall be subject to a quality assurance review.

(2) Assessment and documentation of each medication error to determine the
potential causes, contributing factors and appropriate responses to minimize and
mitigate future errors.

(3) Aggregate and analyze medication errors identified pursuant to paragraph (1) to
prepare reports that assess medication error trends, causes and contributing
factors, and establish pharmacy systems or workflow processes that minimize or
mitigate future errors.

Nothing in this section shall supersede, or be construed as a substitution for, the
requirement that community pharmacies report medication errors to an entity approved
by the Board pursuant to Business and Professions Code section 4113.1.

S Lo has the same meaning as set forth in Busmess and Professmns Code

section 4113.1.

(c) Policies and procedures: the pharmacy shall establish policies and procedures that
define the quality assurance program requirements. At a minimum, the policies and
procedures must establish the following:

Board of Pharmacy Proposed Text Page 10f4
16 CCR § 1717 Quiality Assurance Programs. 04/16/26



investigation of each medication error shall commence as soon as is reasonably
possible after discovery, but in no case later than 2 business days from the date the
medication error is discovered.

The provisions for notification of impacted parties (including the patient, the patient's
agent, and the prescriber) of the medication error and at minimum, how to avoid
injury or mitigate the error.

(3) Fhe Documentation of communication requirement to impacted parties as
required in paragraph (2)-ef-this-subdivision-shall-only-apply-to-medication-errorsif

individual-asrequired-inparagraph-(2)-of this-subdivision--The information required
to be documented in an individual medication error report and aggregate medication
error report, including factual findings and actions taken in response.

(5) The frequency with which aggregate medication error reports are created.

(6) The frequency with which the pharmacist-in-charge (PIC) is required to review
individual and aggregated medication error reports. At a minimum, the PIC shall
review and sign each aggregated medication error report annually.

(7) The process the pharmacy will use to communicate all aspects of its quality
assurance program to pharmacy personnel, including communication of process
improvements, and how to minimize or mitigate medication errors.
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(1) Individual and aggregate medication error reports shall be retained and
immediately retrievable for at least three years from the date created.

(2) Any medication error report related to the use of a licensed automated drug
delivery system must also be submitted to the Board within 30 days of creation of

the report.

(3) Medication errors related to the use of an unlicensed automated drug delivery
system must also be submitted as an aggregate medication error report upon
annual renewal of the facility license.

{g)Fthe pharmacy's compliance with this section will be considered by the Bboard as a
mitigating factor in the investigation and evaluation of a medication error.

(bf) Contracting: Nothing in this section shall be construed to prevent a pharmacy from
contracting or otherwise arranging for the provision of personnel or other resources, by
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a third party or administrative offices, with such skill or expertise as the pharmacy
believes to be necessary to satisfy the requirements of this section.

Credits
NOTE: Authority cited: Section 4005, Business and Professions Code:-and-Section2-of
Chapter 67/, -Statutesof 2000. Reference: Sections 4125 and 4427.7, Business and

Professions Code.
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