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Report of the Communication and Public Education Committee Meeting held May 25,
2016. A copy of the minutes from the meeting is provided in Attachment 9.

a. Update and Discussion on the Development of a Revised Patient Consultation Survey

Questionnaire

At the October 2015 Board Meeting, President Gutierrez asked the committee to develop a
broader survey for licensees about patient consultation. At the May 2016 Communication
and Public Education Committee Meeting, Division of Program & Policy Review Chief Tracy
Montez, Ph.D., of the Department of Consumer Affairs addressed the committee and her
office’s ability to develop the patient consultation survey for the board’s licensees. During
the meeting, the committee provided basic parameters to Dr. Montez regarding the survey
including: intent, privacy for participants, and addressing various practice settings that
must be addressed.

The committee directed board staff to work with Dr. Montez’s team and develop the
agreement for the completion of the survey. The committee directed Dr. Castellblanch and
board staff to work with Dr. Montez’s team on the development, administration and
completion of the survey. The committee agreed to a target date of September 2016 for
the committee to review the survey at the next Communication and Public Education
Committee meeting.

Update
Board staff recently met with Dr. Montez’'s team to develop the agreement for the

completion of the study. Dr. Montez’s team will develop the agreement deliverables and a
timeline for board staff review.

b. Discussion on Current Patient Consultation Practices and Actions the Board Can Take to
Educate Consumers and Licensees on Appropriate Patient Consultations

The committee discussed the importance of educating consumers and licensees on
appropriate patient consultations. The committee agreed in waiting for the results of the
upcoming patient consultation survey and board strategic planning sessions before moving
forward.
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Ms. Herold suggested the possibility of developing a video demonstrating what a good
consultation looks like and perhaps what a bad consultation looks like as a tool for
consumers and pharmacists. Chairperson Veale suggested a university competition to
develop such a video.

Dr. Castellblanch inquired about the availability of the Notice to Consumers (NTC) in other
languages. Board staff indicated the NTC is available for download from the board’s
website in full color in six languages on legal-size paper, in addition to English. Dr.
Castellblanch asked that, at minimum, a Spanish version be available in a full poster size.
Chairperson Veale directed board staff to have larger NTC posters printed and available in
Spanish. Ms. Veale asked board staff to bring to the next board meeting the large NTC
posters in English and Spanish as well as the legal size posters translated in the other
languages available on the board’s website.

Update
Board staff has worked with the Department of General Services’ Office of State Publishing

for the production of a large poster sized NTC in Spanish. As of July 12, 2016, the board’s
website has been updated to allow ordering of a poster-size NTC in English and Spanish.

Update and Discussion on Prescription Label Translations of Directions for Use

1. Update on the Communication Plan
Attachment 1

Assembly Bill (AB) 1073 (Ting) was signed by the Governor on October 11, 2015, and
the provisions went into effect on January 1, 2016. The law requires a pharmacist to
use professional judgment to provide a patient with appropriately worded directions
for use on a prescription label consistent with the prescriber’s instructions.

The bill also requires a prescriber to provide existing translated directions for use on
a label when appropriate, if requested. Dispensers are not required to provide
translated directions for use beyond what the board has made available. However,
the bill does authorize a dispenser to provide his or her own translated directions for
use to comply with the requirement. Veterinarians are exempt from the
requirement to provide translated directions for use.

At the January 2016 Communication and Public Education Committee Meeting, the
committee directed board staff to develop a communication plan and provide an
update to the committee. The committee directed board staff to release a public
service announcement about the change in law immediately.

Board staff released the public service announcement on February 10, 2016. The
release was translated into Chinese, Korean, Vietnamese, Russian and Spanish.
Overall, the release was sent to over 800 media outlets, as follows:

* 499 media outlets received the English and translated press releases;
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® 272 media outlets received the Spanish translated press release;

* 33 media outlets received the Chinese translated press release;

¢ 17 media outlets received the Vietnamese translated press release;
¢ 12 media outlets received the Korean translated press release; and
* 3 media outlets received the Russian translated press release.

As part of the Communication Plan — Phase |, the information from the public service
announcement was added to the board’s website on the homepage. Additionally,
board staff contacted the Department of Consumer Affairs’ (DCA) Public Affairs
Office for assistance in disseminating the message through DCA’s website, Facebook
and Twitter accounts. The board’s Spring 2016 edition of The Script also included an
article on this topic.

A copy of the board’s web page, translated press releases, DCA’s webpage search
function showing “label translations,” DCA’s Facebook post and Tweet, and the
board’s newsletter article is included in Attachment 1.

As part of the Communication Plan — Phase I, board staff recommended and the
committee directed board staff to disseminate information regarding the availability
of written translations as part of a specific Did You Know? Campaign, to be
implemented as follows:

e Flyer/Fact Sheet Development — Develop in concert with the DCA Office
of Publications, Design and Editing. Identify fact sheet and tag line
materials translated into the five languages and post these on the board’s
website.

e Follow Up Press Release — Reiterate the message through a follow-up
Press Release with Flyer/Fact Sheet directed to audiences of the five
languages identified in the law.

Update
Board staff is working with California Pan-Ethnic Health Network (CPEHN) as a

collaborative partner for Phase Il of the Communication Plan. Board and CPEHN
staff have had two telephone conferences to develop the flyer/fact sheet. Once the
flyer/fact sheet has been developed, the two organizations will work together to
increase distribution and consumer awareness.

Proposed Draft Regulation Language for Board Consideration
Attachment 2

At the January 2016 meeting, the committee discussed developing draft regulation
language requiring pharmacies to post information for consumers regarding the
availability of written translations. At the May 2016 meeting, the committee
reviewed language to require the Point to Your Language notice to include a
translated direction for the consumer to ask about translations available.
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Committee Recommendation (Motion): Direct board staff to provide draft
language for 16 CCR 1707.6(c) as discussed in the committee to reflect the addition
of prescription labels being available in Spanish, Chinese, Korean, Vietnamese and
Russian and provide prescription labels may be available for other languages
referenced in 16 CCR 1707.6(c) and recommend draft to the board for consideration.

Update
Based on the committee’s comments and directions, board staff revised the draft

language. The revised language is provided below and may be found in Attachment 2.

Draft Proposal to Amend Section 1707.6 of Article 2 of Division 17 of Title 16 of
the California Code of Regulations to read as follows:

§ 1707.6. Notice to Consumers.

(a) In every pharmacy there shall be prominently posted, in a place conspicuous
to and readable by a prescription drug consumer, a notice containing the text in
subdivision (b). Each pharmacy shall use the standardized poster-sized notice
provided or made available by the board, unless the pharmacy has received prior
approval of another format or display methodology from the board. The board
may delegate authority to a committee or to the Executive Officer to give the
approval. As an alternative to a printed notice, the pharmacy may also or instead
display the notice on a video screen located in a place conspicuous to and
readable by prescription drug consumers, so long as: (1) The video screen is at
least 24 inches, measured diagonally; (2) The pharmacy utilizes the video image
notice provided by the board; (3) The text of the notice remains on the screen
for a minimum of 60 seconds; and (4) No more than five minutes elapses
between displays of any notice on the screen, as measured between the time
that a one-screen notice or the final screen of a multi-screen notice ceases to
display and the time that the first or only page of that notice re-displays. The
pharmacy may seek approval of another format or display methodology from the
board. The board may delegate authority to a committee or to the Executive
Officer to give the approval.

(b) The notice shall contain the following text:
NOTICE TO CONSUMERS

California law requires a pharmacist to speak with you every time you get a new
prescription.

You have the right to ask for and receive from any pharmacy prescription drug
labels in 12-point font.

Interpreter services are available to you upon request at no cost.

Before taking your medicine, be sure you know: the name of the medicine and
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what it does; how and when to take it, for how long, and what to do if you miss a
dose; possible side effects and what you should do if they occur; whether the
new medicine will work safely with other medicines or supplements; and what
foods, drinks, or activities should be avoided while taking the medicine. Ask the
pharmacist if you have any questions.

This pharmacy must provide any medicine or device legally prescribed for you,
unless it is not covered by your insurance; you are unable to pay the cost of a
copayment; or the pharmacist determines doing so would be against the law or
potentially harmful to health. If a medicine or device is not immediately
available, the pharmacy will work with you to help you get your medicine or
device in a timely manner.

You may ask this pharmacy for information on drug pricing and of generic drugs.

(c) Every pharmacy, in a place conspicuous to and readable by a prescription
drug consumer, at or adjacent to each counter in the pharmacy where
dangerous drugs are dispensed or furnished, shall post or provide a notice
containing the following text:

“Point to your language. Interpreter services will be provided to you upon
request at no cost. Ask the pharmacist what translations may be available for
prescription labels.” This text shall be repeated in at least the following
languages: Arabic, Armenian, Cambodian, Canterese; Farsi, Hmong, kerean;

MandarinRussian-Spanish; and Tagalogand-Vietramese.

“Point to your language. Interpreter services will be provided to you upon
request at no cost. Ask the pharmacist what translations are available for
prescription labels.” This text shall be repeated in at least the following
languages: Chinese, Korean, Russian, Spanish, and Vietnamese.

Each pharmacy shall use the standardized notice provided or made available by
the board, unless the pharmacy has received prior approval of another format or
display methodology from the board. The board may delegate authority to a
committee or to the Executive Officer to give the approval.

The pharmacy may post this notice in paper form or on a video screen if the
posted notice or video screen is positioned so that a consumer can easily point
to and touch the statement identifying the language in which he or she requests
assistance. Otherwise, the notice shall be made available on a flyer or handout
clearly visible from and kept within easy reach of each counter in the pharmacy
where dangerous drugs are dispensed or furnished, available at all hours that the
pharmacy is open. The flyer or handout shall be at least 8 1/2 inches by 11
inches.
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Note: Authority cited: Sections 4005, 4076.6 and 4122, Business and Professions
Code. Reference: Sections 733, 4005, 4076.5, 4076.6 and 4122, Business and
Professions Code.

d. Update on Development of FAQs Received From ask.inspector@dca.ca.gov

Attachment 3

Licensees are now able to call and ask general questions of pharmacy inspectors. Inspectors
answer calls on Tuesdays and Thursdays from 8:00 am to 4:30 pm. In addition, licensees
may submit an email inquiry to an inspector at ask.inspector@dca.ca.gov. The board is
developing an FAQ to be posted on the board’s website concerning the most frequent
guestions and issues.

FAQs are not intended as, nor should they be construed to be legal advice. The information
is intended to provide guidance to the reader on relevant legal sections that should be
considered when using professional judgment to determine an appropriate course of
action. Should a licensee require legal advice or detailed research, the licensee is
encouraged to contact an attorney or other source.

Board staff has been drafting FAQs to add to the board’s website as a reference for
licensees. The challenge with many of the drafted FAQs is that it is difficult to create a full
response as a written response has implications in what is said and what is not said too. An
update on the draft FAQs was provided at the meeting and is included in Attachment 3.

e. Discussion and Consideration of Naloxone Related Matters

Attachment 4
1. Sample Naloxone Labels

Pursuant to title 16 CCR section 1743.6 (c)(5), the board is required to provide on
the board’s website sample naloxone labels. The committee reviewed the sample
naloxone labels at the meeting. The committee requested the labels provided on
the board’s website include labels for a specific patient’s name and also for an
unknown patient’s name as “recipient.”

Update
Board staff updated the sample naloxone labels to reflect both a specific patient’s

name and an unknown patient’s name as recipient. A copy of the updated naloxone
labels is included in Attachment 4.

2. Communication to the California Healing Art Boards Regarding Naloxone

The committee discussed reaching to out to California healing arts boards regarding
naloxone access, regulation and protocol. This would proactively inform physicians,
nurses, physician assistants, and others about naloxone access, the existing protocol
and the pharmacist’s role in dispensing naloxone.
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Executive Officer Virginia Herold reported to the committee she has shared this
information with the Medical Board of California, and has talked to the Dental Board
and their association. Ms. Herold also spoke on May 20, 2016, about the naloxone
protocol at an opioid abuse event sponsored by the Sacramento County Medical
Association.

Additionally, the Summer 2016 edition of The Script is scheduled to include an article
that can be shared with other healing arts boards for their respective newsletters.

The committee discussed the roadblocks to the furnishing and dispensing of
naloxone including insurance billing with anonymous patient names, time required
for protocol completion and anonymous patient medication records.

The committee also discussed the status of the updated naloxone fact sheet which is
under development. Board staff reported the San Francisco Department of Public
Health was working in concert with the California Department of Public Health to
update the information. The San Francisco Department of Public Health anticipates
the updated naloxone fact sheet be available by the end of July 2016.

Need for Naloxone FAQs

Chairperson Veale requested the board address insurance and billing questions in
the FAQs and requested a draft FAQs for the board to consider at the July 2016
board meeting.

Update

Board staff drafted Naloxone FAQs for board consideration with an insurance and
billing question. The draft Naloxone FAQs is included in Attachment 4.

f. Update and Discussion on SB 493 Implementation

1.

Attachment 5
Immunization Protocol: Sample Administration Records for Immunizations

In July 2015, the board initiated a formal rulemaking to add Title16 CCR section
1746.4 to specify the requirements for a pharmacist to administer vaccinations. In
June 2016 near the end of the rulemaking process, the board modified the protocol
to ensure all pharmacist-provided immunizations were subject to a single set of
requirements. The 15-day comment period ended on June 25, 2016, and the board
adopted the final regulation text at the July 1, 2016, Board Meeting. A copy of the
adopted regulation language is provided in Attachment 5.

Pursuant to the board-adopted final text, the board is required to maintain on the
board’s website an example of an appropriate vaccine administration record once
the regulation is approved by the Office of Administrative Law.
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The committee reviewed multiple samples of immunization records including: The
California Immunization Record (yellow card) - California Department of Public
Health; The California School Immunization Record - California Department of Public
Health; and Immunization and Development Milestones for Your Child from Birth
Through 6 Years Old - Centers for Disease Control and Prevention. Copies of the
considered records are included in Attachment 5.

Staff reviewed the sample immunization record formats and recommended using
the California Department of Public Health’s yellow card. The yellow card is a widely
recognized immunization record used in California and has space to write in
immunizations given beyond school age (e.g., HPV, shingles, etc.). Staff felt the
other two formats presented limitations.

Committee Recommendation (Motion): Recommend that the board post on the
board’s website The California Immunization Record (yellow card) developed by the
California Department of Public Health as the board recommended vaccine record
upon approval of pending adoption of regulation 16 CCR 1746.4.

Self-Administered Hormonal Contraception Matters: Documents Available to
Memorialize Prescriptions Furnished by a Pharmacist as a Drug Order

Pursuant to 16 CCR 1746.1 (b)(11), the protocol for pharmacists furnishing
self-administered hormonal contraception requires that each hormonal
contraception furnished by a pharmacist in accordance with the protocol shall be
documented in a patient medication record as required by 16 CCR 1717 and 1707.1.
These records are required to be maintained for a period of at least three years from
the date of dispense.

The committee reviewed a sample document that records hormonal contraception
furnished by a pharmacist along with a copy of a self-screening questionnaire. A
copy of the document may be found in Attachment 5.

Chairperson Veale recommended that the words “refer patient to” be removed from
the second page of the document. Ms. Veale asked the board’s counsel review the
document and report back to the committee.

Nicotine Replacement Therapy Matters: Discussion of The DCA Page: News from
the Department of Consumer Affairs Blog Article — Pharmacists Can Help You Quit
Smoking

The DCA Page is the department’s blog page. On March 29, 2016, The DCA Page
featured an article about the nicotine replacement therapy regulation. A copy of the
blog is included in Attachment 5.
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g. Discussion on the Development of FAQs for SB 493-Related Items

At the April 2016 Board Meeting, the board requested that the Communication and Public
Education Committee coordinate the development of FAQs for SB 493-related items.

The committee determined to hold the discussion at the September 2016 Communication
and Public Education Committee meeting.

h. Update and Discussion on CURES 2.0 and Communication to Licensees

Attachment 6

The committee reviewed and discussed the board’s outreach to licensees regarding the
requirement for pharmacists to be registered for CURES 2.0 by July 1, 2016.
e In February 2016, the board mailed a reminder postcard to pharmacists to register
for CURES 2.0 by July 1, 2016.
e In April 2016, the board issued a subscriber alert announcing a DOJ tip sheet as well
as a reminder that all pharmacists with active California licenses need to be
registered to access CURES 2.0 by July 1, 2016.

Additionally, the Department of Justice (DOJ) has published on their website publications
and training videos to assist in the registration process:
http://oag.ca.gov/cures/publications .

Update
At the end of May 2016, the board mailed letters to licensed pharmacists who were not

registered in CURES according to DOJ records.
Included in Attachment 6 are the following documents: DO tip sheet, a copy of the DOJ
CURES 2.0 Publication and Training Video landing page, the board’s subscriber alert, and the

board’s letter to pharmacists.

i. Update and Discussion on Resources Available on the Board’s Website

At prior meetings, the committee reviewed multiple items for posting on the board’s
website as a resource for consumers and licensees during the meeting. The committee
directed the board to post on the board’s website Drug Diversion Toolkit: Patient
Counseling — A Pharmacist’s Responsibility to Ensure Compliance by Centers for Medicare
and Medicaid Services (CMS) and the Centers for Disease Control (CDC) Guideline for
Prescribing Opioids for Chronic Pain. The committee directed staff to continue to reach out
to Consumer Reports for approval to post their article on the board’s website. The
committee directed board staff to develop a draft policy for posting resources on the
board’s website and bring back to the committee.

Update
The board’s website has been updated to include links for the Drug Diversion Toolkit:
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Patient Counseling — A Pharmacist’s Responsibility to Ensure Compliance by CMS and the
CDC Guideline for Prescribing Opioids for Chronic Pain at:
http://www.pharmacy.ca.gov/publications/pubs for licensees.shtml

Board staff drafted guidelines for posting information to the board’s website for
consideration at the September 2016 Communication and Public Education Committee
Meeting.

Discussion and Consideration of the United States Access Board’s Recommendations
Related to Prescription Labels for Visually-lmpaired and Elderly Patients

Attachment 7

As part of the U.S. Food and Drug Administration Safety and Innovation Act signed by
President Obama on July 9, 2012, an “Access Board” was authorized to convene a stake-
holder working group to develop best practices for making information on prescription drug
container labels accessible to people who are blind, visually impaired or who are elderly.
Guidelines were developed and are posted on the website where prescription label samples
are provided.

A copy of the draft summary and the United States Access Board’s Working Group
Recommendations entitled Best Practices for Making Prescription Drug Container Label
Information Accessible to Persons Who are Blind or Visually-Impaired or Who are Elderly is
provided in Attachment 7.

Proposal to Develop a Consolidated List of Drug Take Back Locations for the Board’s
Website

Dr. Castellblanch reported he found the consolidated website assembled by the DEA for a
list of drug take back locations for consumers. The committee directed board staff to work
with Dr. Castellblanch on posting the link to the board’s website.

The board’s website has been updated to include this link entitled “DEA Drug Takeback
Program” and can be found at the board’s website:
http://www.pharmacy.ca.gov/consumers/information.shtml

Discussion on a Possible Regulatory Change to Require the Collection of Pharmacists’
Email Addresses

Attachment 8

At the April 2016 Board Meeting, the board asked the Communication and Public Education
Committee to discuss a possible requirement to collect pharmacists email addresses. The
committee discussed the options of (1) requiring a pharmacist to maintain an email address
with the board and (2) requiring pharmacists to sign up for email notification with the
board’s subscriber list.
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Committee Recommendation (Motion): Recommend that the board pursue a requirement
as a condition of license renewal, a pharmacist with an email address shall sign up for the
board’s email alert system, and self-certify on the renewal form that he or she has met this
requirement.

Update
Based on the committee’s comments and directions, board staff revised the draft language

which has been provided below and in Attachment 8.

Draft Proposal to Amend Section 1732.5 of Article 4 of Division 17 of Title 16 of
the California Code of Regulations to read as follows:

§ 1732.5. Renewal Requirements for Pharmacist.

(a) Except as provided in Section 4234 of the Business and Professions Code and
Section 1732.6 of this Division, each applicant for renewal of a pharmacist
license shall submit proof satisfactory to the board, that the applicant has
completed 30 hours of continuing education in the prior 24 months.

(b) All pharmacists shall retain their certificates of completion for four years
following completion of a continuing education course.

(c) All pharmacists with an email address shall subscribe to the board’s email
notification system and shall self-certify enrollment to the board in writing at
the time of license renewal.

Note: Authority cited: Section 4005, Business and Professions Code. Reference:
Sections 4231 and 4232, Business and Professions Code.

m. Update on The Script Newsletter

Board staff continues to work on articles for the Summer 2016 issue of The Script.

n. Update on Media Activity

The board’s Executive Officer (unless otherwise noted) participated in the following media
interviews and requests for information.
e Ventura County Star, April 13, 2016: Tom Kisken, Hormonal contraception
regulation
e The Verge, April 13, 2016: Lindsey Smith, Prescription writing and filling by doctors
and pharmacists using smart phone applications
e HECHO EN CALIFORNIA on KIQl 1010 am/San Francisco & KATD 990
am/Sacramento, April 15, 2016: Isabel Gutierrez, interview for radio program:
Hormonal contraception regulation
e One Medical Group, May 6, 2016: Maria Hunt, Hormonal contraception regulation
e San Jose Mercury News, May 11, 2016: Tracy Seipel, End of Life Option
e KQED, May 13, 2016: Kelly Dunleavy O’Mara, Self-Administered Hormonal
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Contraception

e San Francisco Examiner, June 16, 2016: Robyn Purchia, pending drug take-back
regulations.

e Redding Searchlight Record, June 28, 2016: Amber Sandhu, pharmacist training for
dispensing self-administered hormonal contraception.

Update on Public Outreach Activities Conducted by the Board

A list of major public outreach activities provided by the board’s staff is listed below:

April 29-30: Executive Officer Virginia Herold spoke at the CPhA Annual Meeting.

May 15: Executive Officer Herold provided a CE presentation to 500 individuals on
regulation of wholesalers and third-party logistics providers by the states under federal
provisions of the federal Drug Quality Security Act at the National Association of Boards
of Pharmacy annual meeting in San Diego.

May 20: Executive Officer Herold provided a presentation on CURES at an annual
prescription drug abuse symposium at California State University Sacramento sponsored
by the Sacramento Medical Association.

June 21: Executive Officer Herold provided training to new or newly reappointed board
members on board member/executive officer working relationships as part of DCA’s
required board member orientation training.

June 28: Executive Officer Herold and Supervising Inspector Michael Ignacio provided a
presentation on sterile compounding for the California Hospital Association.

June 29: Executive Officer Herold provided information on the Board of Pharmacy’s role
in regulating the profession to UOP second year pharmacy school students.

Review and Discussion of News or Journal Articles

The committee reviewed the news or journal articles on medication-related topics. The
articles are available in the committee packet for the May 2016 Communication and Public
Education Committee Meeting.

Future Meeting Dates

e September 8, 2016
e December 1, 2016
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DEPARTMENT OF CONSUMER AFFAIRS

BOARD OF PHARMACY

Patients Can Now Request Translations on the Directions for Use on Certain

Prescription Labels

On February 10, 2016, the board released the press release announcing the new 2016 requirement for prescription labels. The press
release was translated into Chinese, Korean, Russian, Spanish and Vietnamese. Copies of the translated press releases are available
below. The press release was sent to over 800 media outlets including:

# 499 media outlets received the English and translated press releases (below)

# 272 media outlets received the Spanish translated press release

> 33 media outlets received the Chinese translated press release

17 media outlets received the Vietnamese translated press release

“# 12 media outlets received the Korean translated press release

3 media outlets received the Russian translated press release

NEWS RELEASE

February 10, 2016
CONTACT: Debbie Damoth
(916) 574-7935
Debbie.Damoth@dca.ca.gov

Translations on Prescription Drug Labels
Patients Can Now Request Translations on the Directions for Use on Certain Prescriptions Labels

Being able to read a prescription label is an essential element of being able to understand how to take medication appropriately.

In January 2016 new California requirements for prescription labels took effect that establish a mechanism by which patients with limited
English skills may often obtain translated directions on their prescription container labels or as a supplement to the label.

This law was sponsored by the California Board of Pharmacy and authored by Assembly Member Ting as AB 1073.

The law recognizes that many dispensers already provide translations on prescription containers and the enacted legislation allows this
practice to continue. This law creates another opportunity for consumers to receive translations. Consumers interested in receiving such
translations should request this service from their pharmacy.

In some cases, a translation may not be available for the pharmacy to provide. In such cases, the board strongly encourages consumers
to use the free interpreter services available at the pharmacy to ensure they understand how to safely take medications.

Additional information about this new law as well as other changes to pharmacy law can be found on the board’s website via the following
link - - http://www.pharmacy.ca.gov/laws _regs/new_laws.pdf

The California Board of Pharmacy protects and promotes the health and safety of California by pursuing the highest quality of pharmacist
care and the appropriate use of pharmaceuticals through education, communication, licensing, legislation, regulation and enforcement.

Hi#

This web site contains PDF documents that require the most current version of Adobe Reader to view. To download click on the icon
below.

Get Adobe !
Reader |

Conditions of Use | Privacy Policy
Copyright © 2007 State of California
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COMUNICADO DE PRENSA CONTACTO: Debbie Damoth
10 de febrero de 2016 (916) 574-7935
Debbie.Damoth@dca.ca.gov

Traduccién de las etiquetas de medicamentos con receta
Los pacientes ahora pueden solicitar la traduccion de las instrucciones de uso de ciertos
medicamentos con receta

Ser capaz de leer la etiqueta del medicamento es fundamental para poder entender como tomarlo de
manera apropiada.

En enero de 2016 entraron en vigencia en California nuevos requisitos para las etiquetas de
medicamentos con receta, los cuales establecen un mecanismo por el cual los pacientes con
conocimientos limitados de inglés podran por lo general obtener las indicaciones traducidas en las
etiquetas de los envases de sus medicamentos recetados o como un suplemento a la etiqueta.

Esta ley fue patrocinada por la Junta de Farmacias de California y redactada por el miembro de la
asamblea Ting como el proyecto de ley AB 1073.

La ley reconoce que muchos expendedores de medicamentos ya ofrecen traducciones en los envases y la
legislacion promulgada permite que esta practica continte. Esta ley crea una nueva oportunidad para
gue los consumidores reciban traducciones. Los consumidores que estén interesados en recibir este tipo
de traducciones, deben solicitar este servicio a su farmacia.

En algunos casos, puede que la farmacia no cuente con una traduccién disponible para proporcionarle. En
tales casos, la junta recomienda encarecidamente a los consumidores que utilicen los servicios de
interpretacidn gratuitos disponibles en la farmacia con el fin de garantizar que entiendan como tomar los
medicamentos de forma segura.

Se puede encontrar mas informacion acerca de esta nueva ley, asi como de otros cambios en la ley de
farmacias, en la pagina web de la junta a través del siguiente enlace:
http://www.pharmacy.ca.gov/laws_regs/new_laws.pdf

La Junta de Farmacias de California protege y promueve la salud y seguridad de California, buscando la
mds alta calidad de atencion farmacéutica y el uso adecuado de los productos farmacéuticos a través de la
educacion, comunicacion, concesion de licencias, legislacion, requlacion y aplicacion de las normas.
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Hoi dong Dwoc Tiéu bang California CO QUAN KINH DOANH, CHAM SOC KHACH HANG va NHA &
1625 N. Market Blvd, N219, Sacramento, CA 95834 PHONG DICH VU KHACH HANG
Phone: (916) 574-7900 THONG BOC EDMUND G. BROWN JR.
Fax: (916) 574-8618
www.pharmacy.ca.gov

THONG CAO BAO CHi LIEN HE: Debbie Damoth
10 Thang Hai, 2016 (916) 574-7935
Debbie.Damoth@dca.ca.gov

Dich Thuat Nhan Thuoc Theo Toa
Bénh Nhan Gio bay Co The Yéu Cau Ban Dich Huong Dan St Dung Trén
Nhén Thuoc Theo Toa Nhat Binh

C6 kha nang doc nhén thudc theo toa 1a mot yéu td can thiét dé co thé biét cach st dung thube
thich hop.

Trong thang 1 nam 2016, cAc diéu luat méi c6 hiéu lyc tai California déi véi nhan thudc theo toa
giup thlet lap co ché ma theo d6 bénh nhan véi ky ndng tiéng Anh han ché thuong co thé duoc
cung cip cac hudng dan da dugc dich trén nhan thudc theo toa hodc nhu méot b sung trén nhan.

Luat nay duoc bao trg bai Hoi ddng Dugc California va do Thanh vién Hoi d¢ong Ting soan thao
Vi tén goi AB 1073.

Luat nay nhan thay nhiéu hdng bao ché da cung cap ban dich trén vo hop thudc theo toa va luat
ban hanh cho phép viéc thuc hanh nay duoc tiép tuc. Luat nay ciing tao co hoi khac dé ngudi tiéu
ding nhan duoc ban dich. Ngudi tiéu dung quan tdm dén viéc duoc cung cap ban dich nén yéu
cau dich vu nay tir hiéu thudc caa minh.

Trong mot s6 trudng hop, mot ban dich c6 thé khong c6 sén dé higu thude cung cap. Trong
nhiing truong hop nhu vay, hoi dong manh me khuyéen khich nguoi tiéu dung sir dung cac dich
vu théng dich mién phi c6 san tai hiéu thuéc dé dam bao hiéu rd cach dung thuoc an toan.

Thong tin thém vé diéu luat méi nay ciing nhu c4c thay d6i khac vé luat duoc co thé duge tim
thay trén trang web cua hoi dong thong qua lién két sau day - -
http://www.pharmacy.ca.gov/laws_regs/new_laws.pdf

Hgi dong Dugc California bao vé va thiic day sirc khoe va sy an toan cua California bang céch
theo duoi chat lwong cao ‘nhdt vé sy cham soc cua dugC s7 va viéc sur dung dwoc pham thich hop
théng qua giao duc, truyén thong, cap phép, phap lugt, quy dinh va theec thi.
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d)apmaueBTM YeCKoe yrnpaBrieHue

mrTarTra Kanm;bopH nsA ATEHTCTBO M0 BEMIEHVIO BUHECA, OECNY)MBAHMIO NOTPEBUTENEM M HEB/XVMOCTH
1625 N. Market Blvd, N219, Sacramento, CA 95834 YTPABAIEHVE 110 AENAM MOTPEBMTENEN
Ten.: (916) 574-7900 YAPABINAOWNA 3OMYHI . BPAYH M.

dakc: (916) 574-8618
www.pharmacy.ca.gov

MPECC-PENN3 KOHTAKTHOE TNUO: Neb6bu Namoc
ot 10 deBpansa 2016 roga (916) 574-7935
Debbie.Damoth@dca.ca.gov

MepeBoA MHCTPYKLMI NO NPUMEHEHWIO IEKAPCTBEHHbIX NPENapaToB, OTNYCKaeMbIX NO peLenTy
Tenepb NauMEeHTbI MOMYT 3aMNPOCUTb NEPEBOA, UHCTPYKLMIA MO NPUMEHEHWIO ONPeAe/IeHHbIX IEKaPCTBEHHbIX
CPeaCTB PeLLenTypHOro OTrycKa

YMeHMe NpaBuIbHO NPOYECTb MHCTPYKLIMIO K IEKAPCTBEHHOMY NpenapaTy — 3TO 3a/10T BEPHOTo
MOHUMaHWA CNocoba ero NPUMEHeHMS.

B aHBape 2016 roaa BCTynnAM B cuy HoBble TpeboBaHMA WwtaTa KanndopHMs B OTHOLLEHUN MHCTPYKLMIA
K IEKAPCTBEHHbIM NpenapaTam peLenTypHOro otnycka. CoriacHo yKa3aHHbIM TpeboBaHUAM, NALUEHTbI,
He BaAetoLme aHI/IMACKMM A3bIKOM, MOTYT NOTy4UTb NEPEBOA, UHCTPYKLMM K IEKaPCTBEHHOMY
CpeacTBy NPAMO Ha ero YNaKoBKe UM B KaYeCTBE MPWUIOXKEHUA K HEMY.

ABTOpom 3akoHa nog Homepom AB 1073 cran YneH Accambnen dun TUHr npy noaaepsKKe
dapmaueBTryeckoro ynpasaeHus wrata KanmdbopHus.

3aKoH nNpu3HaeT ToT GaKT, YTo MHOrne dapMaLeBTbl y¥Ke NPeanaratoT CBOMM KIMEHTaM OPUIMHa/IbHbIe
YMaKOBKW C NepeBOAOM UHCTPYKLMIA, @ BeAEHHbIM B AeMCTBME 3aKOH NO3BO/ISET U B Aa/IbHENLLEM
noAAepKMBaTh 3Ty NPaAKTUKY. ITOT 3aKOH AaeT NOTPebuTeNto eLle o4Hy BO3MOXKHOCTb NOYYUTb
nepeBoa. OH MOXKeT NoNPOCUTb NePeBO, NEKAPCTBEHHOIO CPEACTBA B CBOEM anTeke.

B HEKOTOPbIX C/lyYasx anTeKka He MOXKET NPEeAO0CTaBUTb K/IMEHTY rOTOBbIV NepeBo, B 4aHHOM cuTyaumm
YnpaBneHWe HacToATENIbHO PEKOMEHYET BOCMO0/1b30BaTbCA 6eCcnnaTHbIMM yC/TyraMm NepeBosa,
NpeaoCcTaBAAEMbIMU aNTEKOW, A/19 NPaBUALHOMO 1 6@30MacHOro NPMeMa IEKapPCTBEHHOTO Npenapara.

Bonee noapobHO 0 HOBOM 3aKOHE, a TaK¥Ke 3aKOHOAATE/IbHbIX M3MEHEHUAX B hapMaLLeBTUHECKOM
061aCcTH, MOYKHO MPOYUTATb Ha CaiiTe YnpaBsaeHua no agpecy:
http://www.pharmacy.ca.gov/laws_regs/new_laws.pdf

dapmauesmuyeckoe yrpasneHue wmama KanugpopHusa obecnieyusaem 300posbe U 6e30n1acHocms
wumenel KanughopHuu 6:102000pA UCMOMb308AHUIO 8bICOKUX CMAHOAPMOB Kavyecmea 6
ghapmauesmuyeckoli obriacmu. /118 0c8e00MAEHHOCMU HaCeneHUs 0 HaOAEHAUWEeM UCTO01b308GHUU
/IEKaPCMBEHHbIX MPerapamos Ucrosb3yomca 06pa308amesibHbIe NpPo2pamMmbl, UHGHOPMAUUOHHbIe
mamepuarnsl, AUYEH3UU, 3aK0HOO0amesnbHas 6a3a, pazauyHblie Memoobl pe2ynuposaHus U KOHMpPOoss
cobsto0eHus.
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Translation on Prescription Drug Labels

AB 1073 (Ting), Chapter 784, Statutes of 2015

Wiy 4

Being able to read a prescription label is an essential element
of being able to understand how to take medication appropriately.

In January 2016 new California requirements for prescription
labels took effect that establish a mechanism by which patients
with limited English skills may often obtain translated directions
on their prescription container labels or as a supplement to the
label.

This law was authored by Assembly Member Ting as AB
1073, and amends Business and Professions Code sections 4076
and 4199, and creates new section 4076.6. The text of the new
requirements can be viewed from this link:
http://www.pharmacy.ca.gov/publications/labels_info.shtml

The law recognizes that many dispensers already provide
translations on prescription containers. The enacted legislation
allows this practice to continue.

The requirements of the new law implement the following
key components:

1. A pharmacist must use professional judgment when
selecting the wording of directions that appear on a
prescription container label in any language.

The specific requirement is:
4076(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. (Business and

Professions Code section 4076(e))

A dispenser must provide translated directions for
use on a prescription container when requested by the
patient or a patient’s representative, provided:

a) The dispenser believes that a standardized
direction for use (as listed in the board’s patient-
centered regulation) is appropriate for the patient’s
prescribed medication (this list also appears on page
5 of this newsletter). If so the board has translated
the 15 standardized directions for use into five
languages -- Spanish, Vietnamese, Korean, Russian
and Chinese. These translation are available
from: http://www.pharmacy.ca.gov/publications/
translations.shtml

Translations into additional languages or
translations of additional directions are not required.

b) The dispenser may provide his/her/its own
translations in place of the translations available
from the board,

And

c) The dispenser is responsible for the accuracy of the
English directions provided to the patient.

The translated direction should, whenever possible,
appear in the patient-centered area of the prescription
container or label. When this occurs the English version
should appear, whenever possible, on the prescription
container or label in or outside the patient-centered area.
When the English translation cannot be printed on the
prescription container or label, the English translation
may be provided on a supplemental sheet.

A translated direction may be provided on a
supplemental sheet when it cannot be added to the
prescription container or label. In this case, the label
shall contain the English version of the direction. (Per
existing law, such direction should be in the patient
centered portion of the container or label.)

See Translation on Rx Label Page 5
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Translation on Rx Label
Continued from Page 4

Where can I find the translated directions for use?

Pharmacies may use translated directions for use that are available on the board’s website when appropriate. The translations
of certain standardized directions for use are found in Board regulation 1707.5(a)(1) and are available in multiple languages on
the Board’s website at http://www.pharmacy.ca.gov/publications/translations.shtml. The English version of the standardized
directions are:

(A) Take 1 [insert appropriate dosage form] at bedtime

(B) Take 2 [insert appropriate dosage form] at bedtime

(C) Take 3 [insert appropriate dosage form] at bedtime

(D) Take 1 [insert appropriate dosage form] in the morning

(E) Take 2 [insert appropriate dosage form] in the morning

(F) Take 3 [insert appropriate dosage form] in the morning

(G) Take 1 [insert appropriate dosage form] in the morning, and Take 1 [insert appropriate dosage form] at bedtime
(H) Take 2 [insert appropriate dosage form] in the morning, and Take 2 [insert appropriate dosage form] at bedtime
(I) Take 3 [insert appropriate dosage form] in the morning, and Take 3 [insert appropriate dosage form] at bedtime

(J) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage form] at noon, and I [insert appropriate
dosage form] in the evening

(K) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage form] at noon, and 2 [insert
appropriate dosage form] in the evening

(L) Take 3 [insert appropriate dosage form] in the morning, 3 [insert appropriate dosage form] at noon, and 3 [insert
appropriate dosage form] in the evening

(M) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage form] at noon, 1 [insert appropriate
dosage form] in the evening, and 1 [insert appropriate dosage form] at bedtime

(N) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage form] at noon, 2 [insert appropriate
dosage form] in the evening, and 2 [insert appropriate dosage form] at bedtime

(O) Take 3 [insert appropriate dosage form] in the morning, 3 [insert appropriate dosage form] at noon, 3 [insert appropriate
dosage form] in the evening, and 3 [insert appropriate dosage form] at bedtime
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Draft Proposal to Amend Section 1707.6 of Article 2 of Division 17 of Title 16 of the California Code
of Regulations to read as follows:

§ 1707.6. Notice to Consumers.

(a) In every pharmacy there shall be prominently posted, in a place conspicuous to and readable by a
prescription drug consumer, a notice containing the text in subdivision (b). Each pharmacy shall use
the standardized poster-sized notice provided or made available by the board, unless the pharmacy
has received prior approval of another format or display methodology from the board. The board
may delegate authority to a committee or to the Executive Officer to give the approval. As an
alternative to a printed notice, the pharmacy may also or instead display the notice on a video screen
located in a place conspicuous to and readable by prescription drug consumers, so long as: (1) The
video screen is at least 24 inches, measured diagonally; (2) The pharmacy utilizes the video image
notice provided by the board; (3) The text of the notice remains on the screen for a minimum of 60
seconds; and (4) No more than five minutes elapses between displays of any notice on the screen, as
measured between the time that a one-screen notice or the final screen of a multi-screen notice
ceases to display and the time that the first or only page of that notice re-displays. The pharmacy may
seek approval of another format or display methodology from the board. The board may delegate
authority to a committee or to the Executive Officer to give the approval.

(b) The notice shall contain the following text:

NOTICE TO CONSUMERS

California law requires a pharmacist to speak with you every time you get a new prescription.

You have the right to ask for and receive from any pharmacy prescription drug labels in 12-point font.
Interpreter services are available to you upon request at no cost.

Before taking your medicine, be sure you know: the name of the medicine and what it does; how and
when to take it, for how long, and what to do if you miss a dose; possible side effects and what you
should do if they occur; whether the new medicine will work safely with other medicines or
supplements; and what foods, drinks, or activities should be avoided while taking the medicine. Ask
the pharmacist if you have any questions.

This pharmacy must provide any medicine or device legally prescribed for you, unless it is not covered
by your insurance; you are unable to pay the cost of a copayment; or the pharmacist determines
doing so would be against the law or potentially harmful to health. If a medicine or device is not
immediately available, the pharmacy will work with you to help you get your medicine or device in a

timely manner.

You may ask this pharmacy for information on drug pricing and of generic drugs.

Draft regulation proposal (7/15/16 draft revision) Page 1
For Discussion at the Board Meeting on July 27-28, 2016



(c) Every pharmacy, in a place conspicuous to and readable by a prescription drug consumer, at or
adjacent to each counter in the pharmacy where dangerous drugs are dispensed or furnished, shall
post or provide a notice containing the following text:

“Point to your language. Interpreter services will be provided to you upon request at no cost. Ask the
pharmacist what translations may be available for prescription labels.” This text shall be repeated in
at least the following languages: Arabic, Armenian, Cambodian, Cantenese; Farsi, Hmong, kerean;

MandarinRussian-Spanish; and Tagalogand-Vietramese.

“Point to your language. Interpreter services will be provided to you upon request at no cost. Ask the
pharmacist what translations are available for prescription labels.” This text shall be repeated in at
least the following languages: Chinese, Korean, Russian, Spanish, and Vietnamese.

Each pharmacy shall use the standardized notice provided or made available by the board, unless the
pharmacy has received prior approval of another format or display methodology from the board. The
board may delegate authority to a committee or to the Executive Officer to give the approval.

The pharmacy may post this notice in paper form or on a video screen if the posted notice or video
screen is positioned so that a consumer can easily point to and touch the statement identifying the
language in which he or she requests assistance. Otherwise, the notice shall be made available on a
flyer or handout clearly visible from and kept within easy reach of each counter in the pharmacy
where dangerous drugs are dispensed or furnished, available at all hours that the pharmacy is open.
The flyer or handout shall be at least 8 1/2 inches by 11 inches.

Note: Authority cited: Sections 4005, 4076.6 and 4122, Business and Professions Code. Reference:
Sections 733, 4005, 4076.5, 4076.6 and 4122, Business and Professions Code.

Draft regulation proposal (7/15/16 draft revision) Page 2
For Discussion at the Board Meeting on July 27-28, 2016
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Frequently Asked Questions

As part of its licensee education efforts, the board restored a service whereby a board inspector and
board staff are available to respond to verbal and written inquiries from the board and board licensees.
To ensure that all licensees receive the benefits of service, the board has developed these FAQs.

It is important to note that the questions and answers below are not intended, nor should they be
construed as legal advice. The answers provided are intended to provide guidance to the reader on
relevant legal sections that should be considered when using professional judgement in determining the
appropriate course of action. Should you require legal advice or detailed research, you will need to
contact an attorney or another source.

Question: Does a pharmacist have to perform a final verification by physically inspecting the patient’s
medication if was filled by a pharmacy technician or anintern?

Answer: There are a few sections of law that address this question and the answer varies based on
various factors: Relevant legal references include:

1. Section 1726 of Title 16 of the California Code of Regulations states a pharmacist supervising
an intern be responsible for all professional activities performed by the intern under his or
her supervision, including the correct dispensing of a prescription.

2. Section 1793.7 of Title 16 of the California Code of Regulations states any function
performed by.a pharmacy technician in connection with dispensing of a prescription,
including repackaging from bulk, must be verified and documented in writing by a
pharmacist.

Question: What is the pharmacist to internratio?

Answer: Business and Professions Code Section 4114(b) provides that a pharmacist may not supervise
more than two interns at one time.

Question: What is the pharmacist to pharmacy technician ratio in a community pharmacy?

Answer: Business and Professions Code Section 4115(f)(1) specifies that a pharmacy with only one
pharmacist shall have no more than one pharmacy technician performing pharmacy technician
functions. The ratio of pharmacy technicians increases for each additional pharmacist to a ratio not to
exceed 2 technicians:1 pharmacist for pharmacy technicians performing duties specified as pharmacy
technician duties.

Question: How do | identify the dates of the renewal period within which | must earn 30 units of
continuing education (CE) to renew my pharmacist license?

Answer: The expiration date of a pharmacist’s license occurs every two years generally in the birth
month of the pharmacist. To calculate the renewal period: the renewal period ends on the expiration



date of the license (which would fall on the last day of the birth month). The next renewal period begins
the next day, or the first of the next month.

Example: A pharmacist’s license expires October 31, 2017. The current renewal period runs
November 1, 2015 through October 31, 2017, within which the pharmacist must have earned 30
units of CE to renewal the license in an active status. The next renewal period will be November
1, 2017 through October 31, 2019. Please note that California law requires pharmacists to keep
CE certificates for four years.

Question: Is it possible to purchase pen needles over-the-counter in California?

Answer: Business and Professions Code Section 4145.5(a) provides the authority for a pharmacist or
physician to furnish hypodermic needles and syringes for human use, without a prescription or permit,
with the following restrictions:

e The person is known to the furnisher and the furnisher has previously been provided
with a prescription or other proof of legitimate medication need requiring a hypodermic
needle or syringe to administer a medicine or treatment.

Question: Who is responsible for notifying the consumer of a recalled prescription drug?

Answer: The recall process from an FDA-approved drug is voluntary by the manufacturer, unless the
FDA issues a mandatory recall to the manufacturer. The most serious recalls, there the drug product is
being recalled from the pharmacy or patient, often are released through the media. The FDA does not
mandate that the pharmacy contact the patient. However, California Code of Regulations Section,
1735.5(c)(2) specifies that if a drug has been compounded by an out-of-state pharmacy doing business
in California, the pharmacy must have policies and procedures in place for handling recalled
compounded drugs.

Question: Can a Schedule Il controlled substance be refilled?

Answer: Health & Safety Code Section 11200 (c) prohibits the refilling of a Schedule Il controlled
substance.

Question: How long isa controlled substance prescription good for?

Answer: Health & Safety Code Section 11200 (a) specifies that no person shall dispense or refill a
controlled substance more than six months (180 days) after the date written.

Question: How many times can a Schedule Ill or IV controlled substance be filled?

Answer: Health & Safety Code Section 11200 (b) specifies that no prescription for a Schedule Ill or
Schedule IV controlled substance may be refilled more than five times. Further, this section also creates
a limit of 120-day total supply of refills for a Schedule Il or Schedule IV controlled substance
prescription.



Question: Where is the law that establishes the requirement for a pharmacist to exercise corresponding
responsibility?

Answer: Health & Safety Code Section 11153 (a) provides that the responsibility for the proper
prescribing and dispensing of controlled substances is upon both the prescribing practitioner AND a
corresponding responsibility rests with the pharmacist who fills the prescription.

NOTE: Additional information about corresponding responsibility can be found using the
following link - - http://www.pharmacy.ca.gov/publications/corresponding_responsibility.pdf

Question: Am | required to apply for registration to the CURES system?

Answer: Health & Safety Code Section 11165.1 (a)(1)(A)(ii) requires a pharmacist, on or before July 1,
2016, or upon licensure, to submit an application to the Department of Justice to obtain approval to
access the CURES system.

Question: How often does a pharmacy need to report controlled substances dispensing information to
CURES?

Answer: Health & Safety Code Section 11165 (d) specifies that a dispensing pharmacy must report
information to the Department of Justice as soon as reasonably possible, but not longer than seven days
after the controlled substance is dispensed.
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Sample Naloxone Labels
http://www.pharmacy.ca.gov/licensees/naloxone info.shtml
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RECIPIENT Expiras 04/04/2018
Naloxone, Injection 0.4mg/imL, Gk 0B1GT 1235567
Single Dose Vial O s oyband
Manufacturer: Hospira e CEAD STBGRS

Call 911. Inject imL into upperarm

or thigh muscle for opioid overdose. 3 neamas
May repeat after 3 minutes if patient @ 5
not breathing.
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3mL syringe with 25G x 1" needle For om108 1224861
Manufacturer: BD G Rk DRIE 4/01/2003

Call 911. Use to withdraw naloxone o= res srsssnss
from vial and inject 1mL into upper .
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arm or thigh muscle for opioid Caus Gt 45ei
overdose. Use a new syringe for
each dose.
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Yieors  RECIPIENT
V> ey Evaio 0.4mg/0.4mL, 2 al.to-lnla:mﬂJ
anufacturer: Kaleo

;%ﬁna Provider: Roger Brown RPH Quantity: 2 auto-injectors
Auto- Injector
Expires: 04/01/2018
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Marcan Nasal Spray =
Amg/ 0.1 sprayer e —
Manufacturer: Adapt Pharma g

Call 911. Administer a single spray ~ ©oicm
intranasally into one nostril for oplod

overdose. Mayrepeatin 3 minutes if

patient is not breathing, Victor's
Provides: Roger Brown RPH Quantity: 2 Nesal Sprays T
Prefilled Nasal Spray Sacrarmana, CA 95EM
Expires: 04/01/2016 (555) 555.9810
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FAQ for Naloxone Protocol

: What is an opioid?
An opioid means naturally derived opiates as well as synthetic and semi-synthetic opioids.

>0

Q: Who is the recipient?
A: Arecipient is the person to whom the naloxone is furnished.

Q: Who is the patient?
A: If the recipient is the person to whom the naloxone would be administered, the naloxone recipient is
the patient for purposes of this protocol and notification may be required under the protocol.

Q: What training or continuing education (CE) is required prior to furnishing naloxone?
A: Pharmacists using the protocol have two options to meet the required training/CE prior to
administering naloxone:
1. The pharmacist must have successfully completed a minimum of one hour of an approved
CE program specific to all routes of naloxone administration as identified in 16 CCR 1746.3
(c)(4); or,
2. The pharmacist must have successfully completed an equivalent curriculum-based training
program completed in a board recognized school of pharmacy.

Q: Is the pharmacist required to screen the recipient prior to furnishing naloxone in accordance with
the protocol?
A: Yes. The pharmacist must screen the recipient using the following questions:
1. Whether the potential recipient currently uses or has a history of using illicit or prescription
opioids. (If the recipient answers yes, the pharmacist may skip screening question 2.);
2. Whether the potential recipient is in contact with anyone who uses or has a history of using
illicit or prescription opioids. (If the recipient answers yes, the pharmacists may continue);
3. Whether the person to whom the naloxone would be administered has a known
hypersensitivity to naloxone. (If the recipient answers yes, the pharmacist may not provide
naloxone. If the recipient responds no, the pharmacist may continue.)

Q: Are screening questions available in different translations? Where can | get the translated
versions?

A: Yes, the screening questions are available translated into Spanish, Traditional Chinese, Korean,
Russian, Tagalog, and Vietnamese. The translated screening questions may be downloaded from the
board’s website: http://www.pharmacy.ca.gov/licensing/naloxone info.shtml

Q: Is the pharmacist required to provide the recipient with information and training? If so, what type
of information and training is required?

A: Yes, the pharmacist is required to provide the recipient with training. Training must include the
following topics: opioid overdose prevention, recognition, response and administration of the antidote
naloxone.


http://www.pharmacy.ca.gov/licensing/naloxone_info.shtml

Q: What is required to be provided to the recipient when naloxone is furnished?
A: When a pharmacist provides naloxone to a recipient, the following must be provided to the recipient:

1. The pharmacist shall provide the recipient with appropriate counseling and information on
the furnished naloxone including dosing, effectiveness, adverse effects, storage conditions,
shelf-life, and safety. The recipient is not permitted to waive the required consultation.

2. The pharmacist shall provide the recipient with any informational resources on hand and/or
referrals to appropriate resources if the recipient indicates interest in addiction treatment,
recovery services, or medication disposal resources at the time of furnishing naloxone.

3. The pharmacist shall answer any questions the recipient may have about naloxone.

Q: When the pharmacist provides patient consultation to the recipient of the naloxone, is the
recipient allowed to waive the patient consultation?
A: No. The recipient is not allowed to waive the patient consultation for naloxone.

Q: When a pharmacist is advising the recipient on the route of administration for naloxone, what
information should be considered by the pharmacist?
A: The pharmacist should consider the following information when advising a recipient on the route of
administration for naloxone:

1. Formulation available;

2. How likely the particular route of administration can be administered,;

3. The setting;

4. Local context.

Q: What forms of naloxone may the pharmacist provide to the recipient?
A: The pharmacist may supply naloxone in the following forms:

1. Intramuscular injection;

2. Intranasal spray;

3. Auto-injector; or

4. Any FDA-approved product form.

Q: Are there special requirements for naloxone prescription labels?
A. The pharmacist shall label the naloxone in accordance with law and regulations. Labels should
include the expiration date for the naloxone furnished.

Q: Does the board have sample naloxone labels available?
A. Yes. The board’s sample naloxone labels can be found at:
http://www.pharmacy.ca.gov/licensing/naloxone labels.shtml

Q: Is the pharmacist required to provide the naloxone fact sheet upon furnishing naloxone?
A: Yes, the pharmacist shall provide the recipient a copy of the current naloxone fact sheet approved by
the board. It can be found at: http://www.pharmacy.ca.gov/licensing/naloxone info.shtml

Q: Is the board approved naloxone fact sheet available in different translations?

A: Yes, the board approved naloxone fact sheet is available translated into Spanish, Traditional Chinese,
Korean, Russian, Tagalog, and Vietnamese. They can be found at:
http://www.pharmacy.ca.gov/licensing/naloxone_info.shtml
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Q: Is the pharmacist required to give notification if the patient gives verbal or written consent they
were furnished naloxone?

A: If the recipient is also the patient, the pharmacist is required to notify a patient’s primary care
provider (PCP) of any drug(s) and/or device(s) furnished or enter appropriate information in a patient
record system share with the PCP as allowed by the patient and PCP.

Q: Is the pharmacist required to give notification if the patient does not have a PCP or chooses not to
give notification consent?

A: If the recipient is also the patient, the pharmacist is required to provide a written record of the
drug(s) and/or device(s) furnished and advise the patient to consult a health care provider of the
patient’s choice.

Q: How long is documentation of furnishing naloxone required?

A: Documentation of each naloxone product furnished by a pharmacist pursuant to this protocol is
required to be documented in the naloxone recipient’s medication record and stored for at least three
years from date of dispensing.

Q: Is patient privacy required for naloxone furnished to recipients/patients?
A: Yes, patient privacy is required for naloxone furnished to recipients/patients in accordance with the
pharmacy or health care facility’s policies and procedures.

Q: Can insurance be billed for naloxone furnished to a recipient on behalf of a patient?
A: Check with the appropriate insurance for their billing procedures on naloxone.
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BOARD OF PHARMACY
Order of Adoption

Add and Adopt §1746.4, which is new regulation text as follows:
§1746.4 Pharmacists Initiating and Administering Vaccines.

(a) A pharmacist initiating and/or administering vaccines pursuant to sections 4052 or
4052.8 of the Business and Professions Code shall follow the requirements specified
in subdivisions (b) through (f) of this section.

(b) Training: A pharmacist who initiates and/or administers any vaccine shall keep
documentation of:

(1) Completion of an approved immunization training program, and
(2) Basic life support certification.

This documentation shall be kept on site and available for inspection.

(c) Continuing Education: Pharmacists must complete one hour of ongoing continuing
education focused on immunizations and vaccines from an approved provider once
every two years.

(d) Notifications: The pharmacist shall notify the patient’'s primary care provider of any
vaccines administered to the patient, or enter the appropriate information in a patient
record system shared with the primary care provider, as permitted by the primary
care provider. Primary care provider notification must take place within 14 days of
the administration of any vaccine. If the patient does not have a primary care
provider, or is unable to provide contact information for his or her primary care
provider, the pharmacist shall advise the patient to consult an appropriate health
care provider of the patient’s choice. If known, notification to the prenatal care
provider of immunizations provided to pregnant women must take place within 14
days of the administration of any vaccine.

(e) Immunization Registry: A pharmacist shall fully report the information described in
Section 120440(c) of the Health and Safety Code into one or more state and/or local
immunization information systems within 14 days of the administration of any
vaccine. The pharmacist shall inform the patient or the patient's guardian of
immunization record sharing preferences, detailed in Section 120440(e) of the
Health and Safety Code.

(f) Documentation: For each vaccine administered by a pharmacist, a patient vaccine
administration record shall be maintained in an automated data processing or
manual record mode such that the required information under title 42, section
300aa-25 of the United States Code is readily retrievable during the pharmacy or
facility’s normal operating hours. A pharmacist shall provide the patient with a

Board of Pharmacy Order of Adoption Page 1 of 2
16 CCR § 1746.4 July 1, 2016



vaccine administration record, which fully documents the vaccines administered by
the pharmacist. An example of an appropriate vaccine administration record is
available on the Board of Pharmacy's website.

Note: Authority cited: Section 4005, Business and Professions Code. Reference:
Sections 4052 and 4052.8, Business and Professions Code, Section 120440, Health
and Safety Code, and Sections 300aa — 25, Title 42, United States Code.

Oww_c&w

Virgihia Herold
Exec e Officer
California State Board of Pharmacy
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Sample California Immunization Record

Name
nombre

Name Sex Birthdat
DATE DATE NEXT — ithdole
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skin tost positive.} M 2
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and child care. Keep this Record as proof of immunization. S 3
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VARICELLA
Iehiel N
IMMUNIZATION RECORD D0 e dinese
Comprobante de Inmunizacién
1
HEPATITIS A
2

Birthdate
fecha de nacimiento

Allergies
alergios

Vaccine Reactions
reacciones o cualquier vacuno

RETAIN THIS DOCUMENT — CONSERVE ESTE DOCUMENTO

DT = diphtheria, tetanus  [differio, tétano]
DTaP = diphtherig, tetanus, pertussis {whooping cough) [differic, tétano y fos ferina]
FLU = influenza
Hep A = Hepatitis A, Hep B = Hepatitis B
hilus infl
t

HIB = Hib meningifis ( type B} [meningitis Hib]

IPV = inactivoted polio [p do], OPV = oral polic [vacuna oral contra la polio]
MMR = measles, mumps, rubello [sarampidn, poperas y rubéolo (sorompién alemén)]

PCV = pi | conj vaccine I do]

PPV = pneumococcal polysoccharide voccine  fvacune polisacérido contra el nevmococo]

Td = totanus, diphthoria  ftétanc, difterio]

VAR = varicello (chickenpex) [varicelo]

P4 295 {8/02} MM-TS.

Note: Not shown at actual size. The California Immunization Record {yellow card)

can be folded to fit into the plastic holder.
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Self-Administered
Hormonal
Contraception

Documents Available
to Memorialize
Prescriptions Furnished
by a Pharmacist as a
Drug Order



Hormonal Contraceptive Self-Screening Questionnaire
Name: Date of Birth
Address: Phone:
Allergies to Medications? o Yes o No If yes, list them here:
Are you interested in a starting/changing to a new contraceptive oYes oONo o Maybe
Do you have a preferred method of birth control that you would like to use? o Continue my current method

O A pill taken daily OA patch changed weekly 0A vaginal ring changed monthly o A shot every 3 months
0 Other Long term method like an IUD or implant o Not sure
Do you want your health care provider to receive a notice regarding this visit? oYes oNo If yes who:

1 Do you think you might be pregnant now? Yeso Noo
2 What was the first day of your last menstrual period? | ]
3 Have you ever taken birth control pills, or used a birth control patch, ring, or Yeso Noo
shot/injection?
Did you ever experience a bad reaction to using hormonal birth control? Yeso Noo
- If yes, what kind of reaction occurred?
Are you currently using any method of birth control including pills, or a birth control Yeso Noo
patch, ring or shot/injection?
- If yes, which one do you use?
4 Have you ever been told by a medical professional not to take hormones? Yeso Noo
5 Do you smoke cigarettes? Yeso Noo
Medical History:
6 Have you given birth within the past 6 weeks? Yeso NoO
7 Are you currently breastfeeding an infant less than 1 month of age? Yeso NoO
8 Do you have diabetes? Yeso NooO
9 Do you get migraine headaches, or headaches so bad that you feel sick to your Yeso NoO
stomach, you lose the ability to see, it makes it hard to be in light, or it involves
numbness?
10 Do you have high blood pressure, hypertension, or high cholesterol? Yeso NooO
11 Have you ever had a heart attack or stroke, or been told you had any heart disease? Yeso Noo
12 Have you ever had a blood clot in your leg or lung? Yeso Noo
13 Have you ever been told by a medical professional that you are at a high risk of Yeso NoO
developing a blood clot in your leg or in your lung?
14 Have you had recent major surgery or are you planning to have surgery in the next 4 Yeso NoO
weeks?
15 Have you had bariatric surgery or stomach reduction surgery? Yeso Noo
16 Do you have or have you ever had breast cancer? Yeso Noo
17 Do you have or have you ever had hepatitis, liver disease, liver cancer, or gall bladder Yeso Noo
disease, or do you have jaundice (yellow skin or eyes)?
18 Do you have lupus, rheumatoid arthritis, or any blood disorders? Yeso NoO
19 Do you take medication for seizures, tuberculosis (TB), fungal infections, or human Yeso Noo
immunodeficiency virus (HIV)?
- If yes, list them here:
20 Do you have any other medical problems or take any medications, including herbs or Yeso NoO
supplements?
- If yes, list them here:

Signature: Date:




Pharmacy |:| Eligible for pharmacist services |:| BP Reading /

use only

|:| Refer Patient to:

Pharmacist Name Pharmacist Signature

Notes:

Pharmacy 123
456 Main Street
My Town, California
(XXX) 333-4444

Name: Date:

ADDRESS:

Contraceptive selected:

Sig:

Refills:

Furnishing pharmacist printed name Signature of furnishing pharmacist

NPI humber:
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Pharmacists Can Help You

Quit Smoking

Posted on March 29, 2016 by DCAStaffWriter

It just got a lot easier to kick the nicotine habit now that products to help you quit
smoking are available from your local pharmacy without a prescription.

“Quitting smoking is difficult to do, but important to patient health. Pharmacists can now
offer greater assistance to individuals who have decided to quit smoking,” said Virginia
Herold, California State Board of Pharmacy executive officer.

Board of Pharmacy regulations went into effect in late January that allow pharmacists to
furnish smoking cessation products without a prescription. Before they can provide the
products, pharmacists are required to complete two hours of approved continuing
education on nicotine replacement therapy and must then receive ongoing training.

Before dispensing, your pharmacist must ask questions to determine if nicotine
replacement products are safe for you. Your pharmacist will ask about your current
tobacco use and attempts to quit; if you've suffered a recent heart attack; if you have a
history of heart problems; if you have frequent chest pain or unstable angina; or if you
have nasal allergies or have been diagnosed with temporal mandibular joint (TMJ).
Women will be asked if they are pregnant or plan to become pregnant.

© Follow

https://thedcapage.wordpress.com/2016/03/29/pharmacists-can-help-you-quit-smoking/ 5/11/2016
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A pharmacist will use his or her professional judgment and the responses to your °
questions to determine whether to furnish the products or refer you to a health care
professional.

According to the Centers for Disease Control (CDC), in 2014 nearly 17 out of every 100
Americans — or 40 million people — smoked cigarettes. The CDC says cigarette smoking
kills 480,000 in the U.S. every year and is the leading cause of preventable disease and
death. Along with those deaths, more than 16 million Americans live with smoking-
related diseases. Quitting smoking is an important step to improving your health and life
expectancy.
Pharmacists received authority to provide nicotine replacement products with the
passage of SB 493 (Hernandez). The Board of Pharmacy and Medical Board of
California then developed protocols for pharmacists to follow. Ask your pharmacist if he
or she can work with you to help you kick the smoking habit and start on a path to better
health.
Click here to view the regulation:
http://www.pharmacy.ca.gov/laws_regs/1746_2_ooa.pdf.
SHARE THIS:
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@5 Reddit || b Email || = Print

* Like
Be the first to like this.
RELATED
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This entry was posted in Board of Pharmacy and tagged Board of Pharmacy, nicotine
replacement products, pharmacist, pharmacy, Smoking cessation by
DCAStaffWriter. Bookmark the permalink

[https:/ithedcapage.wordpress.com/2016/03/29/pharmacists-can-help-you-quit-
smoking/] .
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REGISTRATION TIPS TO SUCCESSFULLY REGISTER

MEDICAL DOCTORS

License Type
Your license type is the letter in front of your license number on your license wallet card.

For example, if your wallet card reads G12345,
select“Medical Doctor (MD) - Type G”as your license type.

OSTEOPATHIC DOCTORS

License Type
Your license type is “Osteopathic Doctor (DO) - Type A.”

License Number

The prefix “20A” reflects your license type. It is not part of your license number
and should not be included in the license number field.

For example, if your wallet card reads 20A1234,
enter“1234” as your license number.

PODIATRIC DOCTORS

License Board
Select the "Board of Podiatric Medicine” as your licensing board,
NOT “Medical Board of California.”

NURSE MIDWIVES / NURSE PRACTITIONERS

License Number
Make sure to register using your Nurse Midwife Furnishing license number or your Nurse
Practitioner Furnishing license number and NOT your Registered Nurse license number.

The Nurse Midwife Furnishing license or Nurse Practitioner Furnishing license is your
qualifying license for access to the CURES database.

PHYSICIAN ASSISTANTS

License Board

Select the “Physician Assistant Committee” as your licensing board,
NOT “Medical Board of California.”



ALL APPLICANTS

Social Security Number (SSN) and
Individual Tax Identification Number (ITIN)
Choose between these options based upon what is on file with your licensing board.

To be approved, the information you enter into the CURES online registration
form must EXACTLY match records on file with your licensing board.

A business ITIN number should never be used,
because it will not match records on file for you.

Prescriber Name Validation

For prescribers to be approved, their last name, as entered into the CURES online registration form,
must match their name on file with the Drug Enforcement Agency.

Security Questions and Answers
Please make a note of your security question answers for later retrieval.
The answer CANNOT be part of the question (a word, part of a word, or a single letter.)

For example, if the security question contains the word PET, an answer of PET will not be accepted.
If the security question contains the word WHERE, an answer of ER will not be accepted.
Do not use abbreviations or single letter answers.

Reapplying after Denial
Once denied, applicants must reapply.
The CURES program cannot edit information submitted by applicants.

Upon receipt of a denial, review your User Registration Confirmation page printout
for accuracy and compliance with these tips before reapplying.

If the information you entered is correct, contact your licensing board
to verify that the date of birth and SSN or ITIN it has on file for you is accurate.

Approval/Denial Timeframe
Applicants should receive an approval or denial within 48 hours.

If you have not received an email by then, check your spam/junk
email folder before contacting the CURES program.

FIRST-TIME LOGIN TIPS

Entering Primary Address

To enter the address, CLICK THE PENCIL ICON.
After inserting address, CLICK THE CHECKMARK to confirm address entry.

Entering Phone Type - (Required Field)

Make sure to select phone type (home, office, or cell.)
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State of California = Department of Justice

OFFICE ofthe ATTORNEY GENERAL
Kamara D, Harris

PUBLICATIONS AND TRAINING VIDEOS

CURES 2.0 (Controlled Substance Utilization Review and Evaluation System) is a database of Schedule Il, Il and IV controlled
substance prescriptions dispensed in California serving the public health, regulatory oversight agencies, and law enforcement.
CURES 2.0 is committed to the reduction of prescription drug abuse and diversion without affecting legitimate medical practice or
patient care.

Publications
Annual Report to the California Legislature
CURES 2.0 Annual Grant Report for 2015, pdf
CURES 2.0 Annual Private Donations Report for 2015, pdf

CURES 2.0 User Training Documents

CURES 2.0 Prescriber and Dispenser User Guide, pdf
CURES Registration Instructions for Prescribers and Dispensers, pdf

CURES 2.0 Registration Tips and Tricks, pdf

CURES 2.0 Training Videos

Prescriber and Dispenser Users: All Users:
Registration Part 1 Log-In and Navigation
Registration Part 2 Change Password
Patient Activity Report (PAR) Search Forgot Password
Update User Profile Forgot User ID

Manage Delegates
Patient Treatment Exclusivity Compact

Peer-to-Peer Communication

http://oag.ca.gov/cures/publications 5/11/2016
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From: General Board of Pharmacy Subscriber List <PHARM-GENERAL@DCALISTS.CA.GOV> on behalf of Board of Pharmacy <pharmacy.subscriberlist@DCA.CA.GOV> Sent: Wed 4/6/2016 10:51 AM
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Ce

Subject: California State Board of Pharmacy Subseriber Alert
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The Department of Justice recently released a CURES 2.0 registration tip sheet to help individuals register or access the system. Pharmacists would
be included under “All Applicants™ on page 2.

As a reminder, all pharmacists with active California licenses need to be registered to access CURES by July 1, 2016.

The tip sheet can be accessed at: http://www.pharmacy.ca.gov/licensing/cures_tips.pdf

Information about CURES registration can also be obtained from: http://www.pharmacy.ca.gov/licensing/cures.shtml

To unsubseribe from this email list please click on the link below and follow
the instructions on the web page.

https://www.dca.ca.gov/webapps/pharmacy/subscribe.php




California State Board of Pharmacy BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY
1625 N. Market Blvd, N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone: (916) 574-7900 GOVERNOR EDMUND G. BROWN JR.
Fax: (916) 574-8618

www.pharmacy.ca.gov

May 2016 Important Notice

XXXXXXXX
XXXXXXXX

Dear California Pharmacist:

The board is sending this letter to you to ensure you have taken action required by California
law. Please read the information below; based on information we reviewed May 10, 2016, we
do not believe you are currently compliant.

The requirement:
By July 1, 2016, all pharmacists licensed by the California State Board of Pharmacy with
active licenses must have applied to become registered to access California’s prescription
drug monitoring program, the Controlled Substance Utilization Review and Evaluation
system (CURES). CURES tracks Schedule Il, Il and IV controlled substances dispensed by
California pharmacies. (See California Health and Safety Code sections 11165, 11165.1)

According to records from the California Department of Justice, as of May 2016 you are
not registered to access CURES.

To apply for registration to access CURES, go to:
https://cures.doj.ca.gov/registration/confirmEmailPnDRegistration.xhtml

If you have questions or would like to view training videos, go to:
http://oag.ca.gov/cures/publications

If you believe you are registered and took action before May 2016 to become registered, please
contact Lisa Henry at the Board of Pharmacy at 916- 574-7977. Alternatively, you may wish to
simply re-register using the link provided above.

Finally, please be aware that to keep abreast of new laws, regulations and board information,
you may join the board’s email alert system through this link:
https://www.dca.ca.gov/webapps/pharmacy/subscribe.php

Thank you for your attention to this matter.
Sincerely,

U

VIRGINIA HEROLD
Executive Officer
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Summary of Best Practices for Making Prescription Drug Labels Accessible
To Patients Who are Blind, Visually Impaired or Elderly

The following best practices are recommended to make it easier for people who are
blind, visually impaired or elderly to access label information on prescription drug containers.

The recommended best practices were developed by a working group of consumer and
drug industry advocates convened by the United States Access Board under the Food and Drug
Administration Safety and Innovation Act (Public Law 112-144, 126 Stat. 993).

The working group said that people who cannot read printed prescription labels
because of visual impairment “all too often take the wrong medication, the wrong amount, at
the wrong time and under the wrong instructions.” The group also noted that most people who
become blind or visually impaired “do so after age 60” — a time when many take multiple
medications and have physical and cognitive conditions that increase the need for “safe,
consistent, reliable and independent access” to drug label information.

e Encourage patients to communicate their needs to pharmacists.

e Follow universal patient-centered prescription drug container label standards.

e Make container labels available in audible, braille and large-print formats. Explain the
choices and provide the format selected by the patient.

e Ensure that duplicate accessible labels preserve the integrity of the print prescription
label.

e Subject accessible prescription labels to the same quality control processes used for
print labels to ensure accuracy and patient safety.

e Maintain patient privacy (HIPPA rules) when preparing accessible drug labels.

e Keep a sufficient inventory of supplies to provide accessible labels.

e Provide drugs with an accessible label within the same time frame as would be provided
to patients without visual impairments.

e Don’t impose an extra fee to cover the cost of providing an accessible drug label.

e Ensure durability of accessible label formats until the prescription expiration date.

e Select a container that best supports the type of accessible label provided.

e Ensure all required information contained on the print prescription drug label is
provided in the same sequence on the accessible label.

e Include in accessible labels the information on warning labels added to the container at
the pharmacist’s discretion.



A variety of methods and technologies exist to enable blind, visually impaired and
elderly people to access information on prescription labels, including:

e Hard copy labels printed in large type or braille.

e Digital voice or text-to-speech recorders — “Talking bottles” that use a small electronic
device attached to a drug container to read the label information aloud.

e Radio Frequency ldentification Device (RFID) tags — Attaching RFID tags to drug
containers that enable a dedicated device used by the patient to read the label aloud.

e Smart devices and computers equipped with electronic braille, large text and audio
technology to access electronic text.

A brochure listing the best practices was issued in June 2016 by the National Council on
Disability. The brochure is available at http://www.ncd.gov/sites/default/files/ADLP 508.pdf.

Additional information about the recommended best practices and a link to the working
group’s full report is available at https://www.access-board.gov/guidelines-and-
standards/health-care/about-prescription-drug-container-labels.



http://www.ncd.gov/sites/default/files/ADLP_508.pdf
http://www.ncd.gov/sites/default/files/ADLP_508.pdf
https://www.access-board.gov/guidelines-and-standards/health-care/about-prescription-drug-container-labels
https://www.access-board.gov/guidelines-and-standards/health-care/about-prescription-drug-container-labels/working-group-recommendations
https://www.access-board.gov/guidelines-and-standards/health-care/about-prescription-drug-container-labels
https://www.access-board.gov/guidelines-and-standards/health-care/about-prescription-drug-container-labels
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Print
Working Group Recommendations

Best Practices for Making Prescription Drug Container Label Information Accessible
to Persons Who are Blind or Visually-Impaired or Who are Elderly

Access Board Working Group on Accessible Prescription Drug Container Labels
July 10, 2013

Table of Contents

¢ Legislative Background

e Working Group Participant Organizations

¢ Why Are Best Practices Needed?

e What Is a Prescription Drug Container Label?

¢ Delivery Methods for Providing Accessible Prescription Drug Container Labels
e Best Practices to Use for All Formats

* Format-Specific Best Practices

e Resources

Legislative Background:

On July 9, 2012, President Obama signed into law the Food and Drug Administration Safety and Innovation
Act (Pub. L. 112-144, 126 Stat. 993). The law includes measures to promote drug safety and to improve FDA
procedures for reviewing new medicines and medical devices.

A provision of the Act, Section 904, authorizes the Access Board to convene a stakeholder working group to
develop best practices for making information on prescription drug container labels accessible to people who
are blind or visually-impaired or who are elderly. (See 29 U.S.C. 792.) Under the law, representation within
the working group must be divided equally between consumer and industry advocates. The Act exempts the
working group from the Federal Advisory Committee Act.

The law calls for the working group to develop, no later than 1 year after the date of the enactment of this
Act, best practices for pharmacies to ensure that blind and visually-impaired individuals have safe,
consistent, reliable, and independent access to the information on prescription drug container labels.

According to Section 904, the best practices are not mandatory. They are not to be construed as accessibility
guidelines or standards of the Access Board, nor do they confer any rights or impose any obligations on
working group participants or other persons. The law makes it clear that nothing in Section 904 is to be
construed to limit or condition any right, obligation, or remedy available under the Americans with Disabilities
Act of 1990 (42 U.S.C. 12101 et seq.) or any other federal or state law requiring effective communication,
barrier removal, or nondiscrimination on the basis of disability.

The law also provides that the working group may make this best practices report publicly available through
the internet websites of working group participant organizations, and through other means, in a manner that
provides access to interested individuals, including individuals with disabilities. The National Council on
Disability will conduct an informational and educational campaign in cooperation with the stakeholder working
group to inform the public, including people with disabilities and pharmacists, of the best practices. The
Government Accountability Office will undertake a review beginning 18 months after the date of this report to
assess the extent to which pharmacies are following the best practices and to what extent barriers to
information on prescription drug container labels remain.

https://www.access-board.gov/guidelines-and-standards/health-care/about-prescription-dru... 7/12/2016
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Working Group Participant Organizations

In October 2012, the Access Board formed an 18-member working group with representation from national
organizations advocating for individuals who are blind, visually-impaired, and older adults, as well as industry
groups representing retail, mail order, and independent community pharmacies.

The working group is comprised of representatives of the following organizations:

e AARP

e American Council of the Blind (ACB)

¢ American Foundation for the Blind (AFB)

e Blinded Veterans Association (BVA)

e Council of Citizens with Low Vision International (CCLVI)

e Express Scripts

e Metropolitan Washington Association of the Deaf Blind (MWADB)
¢ National Association of Chain Drug Stores

e National Community Pharmacists Association

e National Council on Aging (NCOA)

¢ National Council on Independent Living (NCIL)

e National Federation of the Blind (NFB)

¢ National Council on Patient Information and Education (NCPIE)
¢ Rite-Aid

e Target

e US Pharmacopeia (USP)

e Walgreens

e Wal-Mart

The working group met in person in Washington, DC, on January 10 and11, 2013, and subsequently via five
teleconferences. The working group explored various alternatives, including braille, large print labels, and
various auditory technologies such as "talking bottles" and radio frequency identification devices. The
working group also considered whether there are technical, financial, manpower, or other factors unique to
pharmacies with 20 or fewer retail locations which may pose significant challenges to the adoption of the best
practices.

Why Are Best Practices Needed?

Persons with visual impairments who cannot read print prescription drug container labels all too often report
inadvertently taking the wrong medication, the wrong amount, at the wrong time, and under the wrong
instructions, thereby endangering the health and safety of themselves and family members for whom they
are caregivers. Without having ready access to their prescription drug container label information, persons
with visual impairments are also at risk of taking expired medications, of not being able to obtain refills in a
timely manner, and of being unable to detect pharmacy errors. The majority of persons who become blind or
visually-impaired do so after age 60, a time when multiple medications are often prescribed and when
persons may experience physical and cognitive conditions which heighten the necessity for safe, consistent,
reliable, and independent access to prescription drug container label information.

In recent years, various organizations, including US Pharmacopeia (USP), the National Association of Boards
of Pharmacy, and the National Council on Patient Information and Education, have recommended the
adoption of patient-centered pharmacy practices to improve patient understanding and safe, effective use of

https://www.access-board.gov/guidelines-and-standards/health-care/about-prescription-dru... 7/12/2016



Working Group Recommendations - United States Access Board Page 3 of 6

prescription medication. Inherently inclusive, patient-centered pharmacy practices promote accessibility,
while a one-size-fits-all approach typically creates barriers.

In the context of this report, the term "best practice" refers to a set of working methods that the working
group believes is most effective in providing access to prescription drug container label information to
customers with blindness and visual impairments, including older adults.

The goal of the best practices for accessible prescription drug container labels is to offer guidance to
pharmacies on how to provide accessible prescription drug container labels to patients with visual
impairments to enable them to manage their medications independently and privately and have the
confidence that they are taking their medications safely, securely, and as prescribed.

What Is a Prescription Drug Container Label?

A prescription drug container label is a legal document that must be prepared by the pharmacist filling the
prescription. The pharmacist must ensure the accuracy of the prescription drug container label, and include
on the label all elements required by applicable state law.

In 2009, USP determined optimal prescription label content and format to promote safe medication use by
critically reviewing factors that promote or distract from patient understanding of prescription drug container
label instructions. USP created universal prescription drug container label standards for format, appearance,
content, and language (see: U.S. Pharmacopeial Convention ). The best practices in this report build upon
the USP universal patient-centered prescription drug container label standards.

Delivery Methods for Providing Accessible Prescription Drug Container Labels

A variety of delivery methods are available for producing accessible prescription drug container labels in
audible, braille, and large print formats. Delivery methods include:

e Hard copy braille and large print: A pharmacist filling prescriptions produces hard copy braille and large
print labels upon request, and affixes the accessible labels to the prescription drug containers.

o Dedicated electronic equipment: Some equipment is designed specifically to provide accessible
prescription drug container labels. Some dedicated electronic methods can be used with containers of
various sizes, shapes, and materials. Examples of dedicated electronic methods include:

¢ Digital Voice or Text-to-Speech Recorder: This is a small electronic device that a pharmacist affixes to
a prescription drug container. When activated by pushing a button on the device, the patient hears the
information printed on the prescription drug container label. One device is affixed to each prescription
drug container. Some devices also have a USB drive.

e Radio Frequency Identification Device (RFID): A pharmacist places an RFID tag on a prescription drug
container. A patient who is blind or visually-impaired is equipped with a small, dedicated device that,
when a container with an RFI Tag is placed over the device, audibly announces the text on the
prescription drug container label. This technology may also provide prescription drug container label
information in large print, and has a USB drive.

e Smart devices and computers: Many patients with visual impairments use their own computers and
smart devices equipped with electronic braille, large print, and audio technology to access electronic
text. Visually impaired computer users, particularly those who are deaf-blind, may request access to
prescription drug container labels using their computers and smart devices, either via internet
applications (apps) or in combination with dedicated equipment equipped with a USB drive. Methods
include pharmacists placing on the prescription drug container a QR code, RFI tag, or other small,
electronic unit encoded with the prescription drug container label in electronic text, which visually
impaired patients receive on smart devices or computers in electronic braille, large print, or audible

https://www.access-board.gov/guidelines-and-standards/health-care/about-prescription-dru... 7/12/2016
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format. Note that using this delivery method does not involve pharmacists embossing a braille label;
rather, pharmacists use an electronic delivery method that encodes the prescription drug container
label text, which can be displayed via a computer screen, speakers, or an electronic braille display.

Some electronic prescription drug container label delivery methods may also have the capacity to include
supplemental information about the prescription medications. In addition, some may have capability to
translate prescription drug container label information into several languages.

The key to providing accessible prescription drug container labels is patient-centered communication between
pharmacists and patients with blindness and visual impairment and patient representatives. Because the
extent of visual impairment varies from person to person, some patients may need prescription drug
container labels in an audible format, while others may need braille, and still others may need large print.
Additionally, it is important to keep in mind that visually impaired patients who are not computer savvy may
need hard copy braille or large print labels, or a dedicated electronic method that is easy to operate.

Best Practices to Use for All Formats

The following best practices promote access to prescription drug container label information in all formats,
including audible, braille, and large print labels.

e One of the best things pharmacists can do is to encourage patients and patient representatives to
communicate their needs to pharmacists:

e Advertise a local or, when possible, a toll-free telephone number to promote communication between
patients and pharmacists;

o If pharmacy websites and applications (apps) are made available to patients, ensure website and app
accessibility; and

e When a pharmacist observes a patient or patient representative having reading difficulty, offer
education and counseling in a setting that maintains patient privacy.

e Follow universal patient-centered prescription drug container label standards.

e Make available options for accessible prescription drug container labels in audible, braille, and large print
formats via methods using, for example, hard copy, dedicated devices, and computers or smart devices.

e Explain to the patient the available accessible prescription drug container label format options, and
provide the prescription drug container label in the format option selected by the patient.

e Ensure that duplicate accessible labels preserve the integrity of the print prescription drug container label.

e Subject accessible prescription drug container labels to the same quality control processes used for print
labels to ensure accuracy and patient safety.

¢ Maintain patient privacy in accordance with the Health Insurance Portability and Accountability Act
(HIPAA) rules when preparing accessible prescription drug container labels, e.g., record audible labels in a
location where patient information cannot be overheard by unauthorized persons.

e In advance, make arrangements to provide accessible prescription drug container labels. For example,
maintain a sufficient inventory of supplies necessary to support timely provision of prescription drug
container labels in accessible label formats.

e Provide prescription medication with an accessible prescription drug label within the time frame the same
prescription would be provided to patients without visual impairments.

e Do not impose a surcharge or extra fee to an individual to cover the cost of providing an accessible drug
container label and equipment dedicated for prescription drug container label access.

e Ensure the durability of accessible label format options until the expiration date specified on the
prescription drug container label.

e Select a container that best supports the type of accessible label provided.

e For all accessible label formats, including audible formats, ensure that all required information contained
on the print prescription drug container label is provided on the accessible label in the same sequence as
the print label.
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e Include in accessible prescription drug container labels the information on warning labels added to the
container at the pharmacist's discretion.

Format-Specific Best Practices
In addition to the best practices listed above, please note the following format-specific best practices.
Audible Prescription Drug Labels

For dedicated equipment, select devices that provide independent, easy to use, start/stop operation, with
volume control, and ear bud access for privacy.

If using a voice recorder:

e speak in a clear voice;
¢ record information in a setting that minimizes background noise and maintains patient privacy.

Offer to show the patient how to operate the audible prescription drug container label.
Braille Prescription Drug Container Labels

Electronic delivery method: Acquire an electronic delivery method using RFI tags, QR codes, or other
processes to provide electronic text of the prescription drug container label upon request. Consumers with
electronic braille equipment may then access electronic text in braille format.

Note that, as required, the working group considered significant challenges that pharmacies may face in
producing drug labels in accessible formats, such as hard copy braille. The working group recognizes that
mail order and online pharmacies, because of their centralized structure, large volume, and mail delivery
process, may be better equipped than local stores to provide hard copy braille prescription drug container
labels. Many mail order and online pharmacies have established a unit with the necessary computer software
and braille embossers to produce hard copy braille labels and a protocol to develop pharmacists' proficiency
in printing accurate braille labels.

e If a local pharmacy store has a high demand for hard copy braille prescription drug container labels,
acquire on-site braille embosser capacity and proficiency.

¢ If a local pharmacy store receives infrequent or occasional requests for hard copy braille prescription drug
container labels, partner with a pharmacy that has braille prescription drug container labeling capacity to
provide a hard copy braille prescription drug container label.

When embossing hard copy braille prescription drug container labels:

e Use contracted (Grade 2) braille.

e Emboss braille labels on transparent material in order to preserve the legibility of print container labels.
Affix braille label to the prescription drug container with strong adhesive.

¢ Do not fold braille labels.

Printing Large Print Labels (hard copy):

e Print label in 18-point bold font.

e Use non-glossy paper or other material that is durable and a size that is easy to manipulate.

e Use print with highest possible contrast between text and background color (ideally black text on a white
or pale yellow background). If printing on both sides, use material that does not allow print bleed-through
from one side to the other.

e Use sentence case, with the initial capital letter followed by lower-case characters.

e Use non-condensed, san-serif font, such as Arial.

e Provide 1.5 line spacing.
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e Use horizontal text only.
e Securely affix the large print label to the prescription drug container.
e When covering a large print label with protective tape, use non-glossy, transparent tape.

Resources

USP Patient-Centered Prescription Label Standards

UMS White Paper, The National Council for Prescription Drug Programs Work Group (WG), 2013

Working Group Participant Organizations

e AARP

e American Council of the Blind (ACB)

e American Foundation for the Blind (AFB)

e Blinded Veterans Association (BVA)

¢ Council of Citizens with Low Vision International (CCLVI)

e Express Scripts

e Metropolitan Washington Association of the Deaf Blind (MWADB)
¢ National Association of Chain Drug Stores

¢ National Community Pharmacists Association

¢ National Council on Aging (NCOA)

e National Council on Independent Living (NCIL)

¢ National Council on Patient Information and Education (NCPIE)
e National Federation of the Blind (NFB)

e Rite-Aid

e Target

e US Pharmacopeia (USP)

e Walgreens

e Wal-Mart
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Draft Proposal to Amend 16 CCR § 1732.5
§ 1732.5. Renewal Requirements for Pharmacist.
(a) Except as provided in Section 4234 of the Business and Professions Code and Section 1732.6 of this
Division, each applicant for renewal of a pharmacist license shall submit proof satisfactory to the board,

that the applicant has completed 30 hours of continuing education in the prior 24 months.

(b) All pharmacists shall retain their certificates of completion for four years following completion of a
continuing education course.

(c) All pharmacists with an email address shall subscribe to the board’s email notification system and shall

self-certify enrollment to the board in writing at the time of license renewal.

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4231 and 4232,
Business and Professions Code.

Draft regulation proposal (7/15/16 draft) Page 1
For Discussion at the Board Meeting on July 27-28, 2016
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California State Board of Pharmacy BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS

Phone (916) 574-7900
Fax (916) 574-8618
www.pharmacy.ca.gov

GOVERNOR EDMUND G. BROWN JR.

COMMUNICATION AND PUBLIC EDUCATION COMMITTEE

Date:

Location:

Committee Members
Present:

Committee Members
Not Present:

Staff Present:

MEETING MINUTES
May 25, 2016

Department of Consumer Affairs
1st Floor Hearing Room

1625 N. Market Blvd.
Sacramento, CA 95834

Debbie Veale, RPH, Chair
Ramoén Castellblanch, PhD, Vice Chair, Public Member
Ricardo Sanchez, Public Member

Ryan Brooks, Public Member
Lavanza (Cheryl) Butler, RPH

Virginia Herold, Executive Officer
Laura Freedman, DCA Staff Counsel
Debbie Damoth, Staff Services Manager

1. Call to Order and Establishment of Quorum

The meeting was called to order at 9:43 a.m. Roll call was taken and a quorum was

established.

2. Public Comment for Items Not on the Agenda, Matters for Future Meetings

Chairperson Veale reminded the committee and public that the committee may not discuss
or take action on any matter raised during the public comment section where the matter is
not included on this agenda, except to decide whether or not to place the matter on the
agenda of a future meeting. (Government Code Sections 11125 & 11125.7(a))

Note: After agenda item #3, Chairperson Veale asked for public comment for future
meetings. There were no public comments.

3. Update and Discussion on the Development of a Revised Patient Consultation Survey

Questionnaire

Chairperson Veale noted that at the July 2015 Board Meeting, the board reviewed the
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results of a short questionnaire made available to licensees regarding patient consultation.
She noted that at the October 2015 Board Meeting, President Gutierrez asked the
committee to develop a broader survey.

In advance of this committee meeting, board staff contacted the following entities to
determine if they were interested in working with the board to develop a broader survey
for pharmacists. The UC Davis Graduate School of Management, Kaiser Family Foundation,
and Sierra Health Foundation each declined to work with the board on such a survey. No
responses were received from Philanthropy Dignity Health; California State University,
Sacramento; and UC Santa Barbara.

Subsequently, board staff contacted the Office of Professional Examination Services (OPES),
housed within Department of Consumer Affairs’ (DCA) Division of Programs and Policy
Review. OPES primarily provides professional psychometric expertise in examination
development and validation services to DCA’s regulatory entities through Intra-Agency
Contract agreements.

Chairperson Veale indicated the committee’s concern with the previous study completed in
2015 and discussed at the July 2015 board meeting was that it was not scientific or
defensible should the study be used to develop policy or law. Ms. Veale continued OPES
has experience developing and distributing surveys, including analyzing survey data. These
projects include working with subject matter experts to develop the survey content;
creating sampling plans; drafting survey communications such as introductory letters and
follow up reminders; using Survey Monkey to distribute surveys; monitoring distribution;
analyzing data and responses; and, writing reports documenting the survey process and
results.

Chairperson Veale stated for the patient consultation survey project, OPES will meet with
Board staff no later than June 30 to identify scope of work, expectations, project tasks,
potential costs, and to create a timeframe for conducting this project.

Chairperson Veale introduced Division of Program & Policy Review Chief Tracy Montez,
Ph.D., of Department of Consumer Affairs, who attended to address any questions the
committee had.

Dr. Castellblanch stated the committee’s interest is designing a survey to determine how a
pharmacist is able to provide patient consultation and identify barriers to patient
consultation. Dr. Montez acknowledged her understanding of the committee’s intent, and
also referenced her understanding that the board is concerned with privacy of the
participants.

Ms. Veale informed Dr. Montez the survey needs to account for multiple practice site types
(hospital, retail, etc.) as well as solicit input from licensees on how to increase patient
consultation in the various settings. Dr. Montez confirmed the committee will be the
subject matter experts for the survey. Ms. Veale asked if a survey could be ready by
September 2016 when the committee meets next. Executive Officer Virginia Herold
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indicated and Dr. Montez concurred that September 2016 is a good target date. The
committee discussed options for keeping the survey anonymous versus offering an
incentive for completion, such as continuing education (CE) credits. The committee also
discussed the potential length of the survey.

Dr. Castellblanch expressed his interest in determining a fundamental problem: the
reason(s) patient consultations aren’t being done. He indicated it would be interesting to
know if new board policies (e.g. corresponding responsibility, furnishing naloxone, etc.)
might have any impact on patient consultations. Dr. Castellblanch indicated he was also
interested in understanding how the survey would be disseminated.

Chairperson Veale asked for public comment.

Steve Gray, PharmD, J.D., stated that Kaiser and the Pharmacy Foundation of California are
extremely interested in such a survey. He added that if patient consultation is the number
one focus after the board’s strategic planning session, Dr. Gray recommended keeping the
survey to only patient consultation. Dr. Gray made several suggestions: define the term
“consultation” to prevent confusion; that respondents be anonymous; that the survey
separate hospital consultation from retail setting consultation; that the board work with
unions that represent pharmacists to reach a greater number of pharmacists; and that the
survey ask open-ended, short questions. Dr. Gray added that continuing education should
not be awarded to respondents for participating in the survey.

Mr. Sanchez inquired if there were other states who have conducted patient consultation
surveys. Ms. Herold indicated she was not aware of any surveys conducted by other states
on this topic. Dr. Montez noted that OPES could include this type of research as part of the
scope of the project. Ms. Herold indicated California is the leader in patient consultation.

Dr. Gray indicated that in his experience, the best surveys were validated with anonymous
focus sessions.

Discussion on Current Patient Consultation Practices and Actions the Board Can Take to
Educate Consumers and Licensees on Appropriate Patient Consultations

Chairperson Veale stated that at previous committee meetings, the importance of
educating consumers and licensees on appropriate patient consultations has been
discussed. Ms. Veale stated there may be benefit in waiting for the results of the upcoming
patient consultation survey and board strategic planning sessions before moving forward.

Dr. Castellblanch inquired if board inspectors are looking at patient consultation as part of
their inspections. Ms. Herold explained inspectors do look at patient consultation when the
inspector observes these actions in a pharmacy — but many times there are no patients in
the pharmacy when the inspectors are on site.

Dr. Castellblanch inquired about education provided about patient consultation. Ms. Herold
stated that when the board receives a complaint regarding the lack of patient consultation,
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and through the resolution of that complaint, the licensee receives education on
appropriate consultation. Chairperson Veale referenced the board’s newsletter The Script
as a source of information as well.

Mr. Sanchez said that as a consumer, he has not had a problem receiving patient
consultation at pharmacies he has visited.

Chairperson Veale asked for public comment.

Dr. Gray from Kaiser recommended segmenting public education and practitioner
education. Dr. Gray stated with regard to the information provided to the patient during
consultation, there should be a balance of information on the ‘purpose’ of the drug and any
‘warnings’ for the drug. Dr. Gray said that Kaiser uses retirees as secret shoppers to ensure
consultation is occurring.

Ms. Herold suggested developing a video demonstrating what a good consultation looks like
—and a bad consultation — as a tool for consumers and pharmacists. Chairperson Veale
suggested a university competition to develop such a video.

Mr. Sanchez inquired as to how many consumer complaints a year the board received.

Ms. Herold explained the board receives annually approximately 2,400 complaints and 400
reports known as Section 800 reports where there was a settlement of over $3,000.
Chairperson Veale explained the number of complaints is not a good indicator because if a
complaint has been received by the board, the pharmacist did not resolve the issue for the
consumer.

Dr. Castellblanch inquired about the availability of the Notice to Consumers (NTC) in other
languages. Board staff indicated the NTC is available for download from the board’s
website in six languages in legal size paper, in addition to English. Dr. Castellblanch asked
that, at minimum, a Spanish version be available in the full poster size.

5. Update on the Redesign of the Board’s Website

Chairperson Veale reported that in mid-May board staff began to migrate the existing site
to the new format, and that the board anticipates it will be complete and operational in
early June 2016. At the July 2016 board meeting, Webmaster Victor Perez will provide a
presentation and overview on the updated website.

Chairperson Veale thanked Dr. Castellblanch for his assistance on this project and
Dr. Castellblanch reciprocated. Dr. Castellblanch commended Webmaster Victor Perez on
his work in completing this task.

6. Update and Discussion on Prescription Label Translations of Directions for Use
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a. Update on the Communication Plan

Chairperson Veale reported to the committee Assembly Bill (AB) 1073 was approved by the
Governor on October 11, 2015, and that the provisions went into effect on January 1, 2016.
The bill requires a pharmacist to use professional judgment to provide a patient with
directions for use of a prescription, consistent with the prescriber’s instructions.

Ms. Veale noted the bill also requires a prescriber to provide translated directions for use, if
requested, and authorizes the dispenser to use the translations made available on the
board’s website to comply with the requirement. Dispensers are not required to provide
translated directions for use beyond what the board has made available. However, the bill
does authorize a dispenser to provide his or her own translated directions for use to comply
with the requirement. Veterinarians are exempt from the requirement to provide
translated directions for use.

Ms. Veale explained at the January 2016 Communication and Public Education Committee
Meeting, the committee directed board staff to develop a communication plan and provide
an update to the committee. The committee directed board staff to release a public service
announcement about the change in law immediately.

Board staff released the public service announcement on February 10, 2016. The release
was translated into Chinese, Korean, Vietnamese, Russian and Spanish. Overall, the release
was sent to over 800 media outlets, as follows:

* 499 media outlets received the English and translated press releases;

® 272 media outlets received the Spanish translated press release;

* 33 media outlets received the Chinese translated press release;

¢ 17 media outlets received the Vietnamese translated press release;

¢ 12 media outlets received the Korean translated press release; and

* 3 media outlets received the Russian translated press release.

Chairperson Veale reported as part of the Communication Plan — Phase |, the information
from the public service announcement was added to the board’s website on the homepage.
Additionally, board staff contacted the Department of Consumer Affairs’ (DCA) Public Affairs
Office for assistance in disseminating the message through DCA’s website, Facebook and
Twitter accounts. The board’s Spring 2016 edition of the The Script also included an article
on this topic.

Chairperson Veale noted that a copy of the board’s web page, translated press releases,
DCA’s webpage search function showing “label translations,” DCA’s Facebook post and
Tweet, and the board’s newsletter article are provided in the meeting materials.

Ms. Veale reported as part of the Communication Plan — Phase Il, board staff recommends
the dissemination of information regarding the availability of written translations as part of
a specific Did You Know? Campaign, to be implemented as follows:
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e Flyer/Fact Sheet Development — Develop in concert with the DCA Office of
Publications, Design and Editing. Identify fact sheet and tag line materials
translated into the five languages and post these on the board’s website.

e Follow Up Press Release — Reiterate the message through a follow-up Press
Release with Flyer/Fact Sheet directed to audiences of the five languages
identified in the law.

Dr. Castellblanch expressed his appreciation for releasing press releases in multiple
languages. He further inquired if there has been any consideration of checking with the
Endowment to see if they are interested in working with the board and developing PSAs
and/or videos. Ms. Herold indicated this had not considered.

Kimberly Chen of California Pan-Ethnic Health Network (CPEHN) indicated CPEHN is very
interested in partnering with the board’s communication staff, as well as Assembly Member
Ting’s office, to execute Phase Il. Board staff Debbie Damoth will work with Ms. Chen and
CPEHN on this effort.

Committee member Ricardo Sanchez stepped out of the meeting and returned at 10:51 am.
b. Proposed Draft Regulation Language for Consideration

Chairperson Veale reported the committee also discussed at the January 2016 committee
meeting developing draft language for regulations requiring pharmacies to post information
for consumers regarding the availability of written translations. Board staff drafted
language for committee consideration to require the Point to Your Language notice include
a translated direction for the consumer to ask about translations available. A copy of the
proposed draft regulations for committee consideration was provided at the meeting
materials. The committee discussed various options of updating the Point to Your Language
notice as required by 16 CCR 1707.6(c).

Motion: Direct board staff to provide draft language for 16 CCR 1707.6(c) as discussed in
the committee to reflect the addition of prescription labels being available in Spanish,
Chinese, Korean, Vietnamese and Russian and provide prescription labels may be available
for other languages referenced in 16 CCR 1707.6(c)

M/S: Sanchez/Castellblanch
Chairperson Veale called for comment from the board and public.

Kimberly Chen from CPEHN noted that since Cantonese and Mandarin are dialects of
Chinese both will have the same written language.

Support: 3 Oppose: 0
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7. Update on Development of FAQs Received From ask.inspector@dca.ca.gov

Chairperson Veale reported that licensees are able to call and ask general questions of
pharmacy inspectors. Inspectors answer calls on Tuesdays and Thursdays from 8:00 am to
4:30 pm. In addition, licensees may submit an email request to a pharmacist inspector at
ask.inspector@dca.ca.gov. Emails are responded to during business days. To ensure that
all licensees receive the benefits of service, the board is developing an FAQ to be posted on
the board’s web site concerning the most frequent questions and issues.

Ms. Veale explained while the questions and answers are not intended as, nor should they
be construed to be legal advice, the information is intended to provide guidance to the
reader on relevant legal sections that should be considered when using professional
judgment to determine an appropriate course of action. Should a licensee require legal
advice or detailed research, the licensee is encouraged to contact an attorney or other
source.

Board staff is in the process of collecting FAQs to add to the board’s website as a reference
for licensees. The board will continue to develop and increase the number of FAQs, as
needed. An update on the draft FAQs was provided at the meeting.

Ms. Herold explained that many of the questions were difficult to create a response, as a
written response has implications in what is said and what is not said too. Dr. Castellblanch
mentioned he was impressed with the collection of FAQs.

There was no public comment.

8. Discussion and Consideration of Naloxone Related Matters

a. Sample Naloxone Labels

Chairperson Veale informed the committee pursuant to title 16 CCR section 1743.6 (c)(5),
the board is required to provide on the board’s website sample naloxone labels. Ms. Veale
referred to the sample labels provided in the meeting materials. Ms. Herold indicated the
labels were in pairs as they are part of a kit.

b. Communication to the California Healing Art Boards Regarding Naloxone

Ms. Veale stated that at previous committee meetings, committee members have
expressed an interest in reaching to out to California healing arts boards regarding naloxone
access, regulation and protocol. Doing this would proactively inform physicians, nurses,
physician assistants, and others about naloxone access, the existing protocol and the
pharmacist’s role in dispensing naloxone.

Ms. Herold stated she shared this information with the Medical Board of California, and has
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talked to the Dental Board and their association. Ms. Herold also spoke on May 20, 2016,
about the naloxone protocol at an opioid abuse event sponsored by the Sacramento County
Medical Association.

Ms. Herold indicated the board’s public information officer position is still vacant. Once the
position is filled, writing articles for The Script for items such as naloxone will be part of the
individual’s duties. She added that board articles can be shared with other healing arts
boards for their respective newsletters. Ms. Herold indicated the board needs to take the
lead on this because the board knows that naloxone is not being distributed.

Dr. Castellblanch inquired as to why the fact sheet only addressed the injection type of
naloxone. Ms. Herold explained that the San Francisco Department of Public Health is
currently updating the fact sheet to include other forms of naloxone administration. Dr.
Castellblanch inquired about the cost of the various forms of naloxone. Ms. Herold
explained the nasal spray was about $40 but the auto-injector is about $800 for two
administrations. Ms. Veale stated she was under the impression the nasal spray was about
S$50-$75. Dr. Castellblanch stated the prices are barriers to access.

Mr. Sanchez left the meeting at 11:17 am.

Ms. Veale stated it is important that the prescribers write the prescription so insurance can
be billed. Ms. Veale indicated that if the patient is able to identify themselves and they
have insurance, it is very likely that the price will be covered. She noted the issue of cost
occurs when a prescription is for a “recipient” (not a patient) — so insurance can’t be billed
and the person is paying out of pocket.

Steve Gray of Kaiser stated they tried to determine through the associations which payors
will pay when the prescriber on record is a pharmacist. He found that most claims are paid
because an NPl number is referenced and it is not a controlled substance. They were also
able to determine that Medi-Cal will cover naloxone; however, the nasal spray or nasal
injection is not indicated for people who have destroyed their nasal passages from cocaine
use.

Dr. Gray added that pharmacies are not providing naloxone because the protocol takes
20-60 minutes to initiate and complete the protocol with a patient.

Dr. Gray stated most insurance won’t cover the cost unless the actual patient name is
referenced. He said there is a misunderstanding that the label must have the name of the
patient when, in fact, it does not need to have the name and can be anonymous — such as
“recipient.” Ms. Herold indicated the sample naloxone labels will be changed to reflect
“recipient.” Dr. Gray added there is confusion on what name goes on the label, what name
goes on the insurance claim, etc.

Dr. Gray requested clarification if pharmacists are able to furnish the new product form
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before the protocol is updated, specifically, the fact sheet. Ms. Herold indicated the
protocol requires training by the pharmacist in all forms of naloxone and pharmacists may
furnish all forms without waiting for the updated fact sheet.

The committee and Kaiser representatives discussed at length the challenges with a
prescription for an unknown person.

Ms. Herold indicated the inability for insurance to be billed for naloxone for “recipient use”
is a barrier to pharmacists providing naloxone. Ms. Herold asked if CPhA has been
contacted. Dr. Gray indicated that would be a conversation worth having to resolve the
issue. Ms. Lori Hensik with Kaiser indicated that the family member/friend will usually be
the one administering the naloxone and should be the one receiving the consultation, and
the insurance coverage issue poses a challenge.

Ms. Hensik also inquired about the storage of records for “anonymous” prescriptions, as
well as the documentation of prescription in a medication record for “recipient.”

Ms. Herold indicated she will consult with the board’s counsel to determine if a prescription
designated for “anonymous” is sufficient for a medication record.

Dr. Gray inquired when the board inquires with board counsel about insurance billing, he
requested that the board’s counsel also cross check federal labeling requirements for non-
controlled substances. Dr. Gray believed there is an FDA rule and labeling requirement for
non-controlled substance. Ms. Veale asked DCA Laura Freedman to research this for the
committee.

Mr. Sanchez returned to the meeting at 11:40 am.
c. Need for Naloxone FAQs

Chairperson Veale discussed the need and content for a naloxone FAQ and stated the board
has some initial content to consider for FAQs. Ms. Veale expressed reservation in having
the board write questions related to insurance coverage. She suggested indicating the
pharmacist should check with insurance prior to billing. Dr. Castellblanch requested the
board address the insurance and billing questions in the FAQs. Ms. Veale would like to have
draft FAQs for the board to consider at the July 2016 board meeting.

Dr. Gray confirmed that FAQs in general are difficult because there may be a problem by
what is not said. For example, Dr. Gray referenced questions #1 and #2 on the draft FAQs
distributed at the committee meeting as a handout. He said that if the computer system
documents the identity of the pharmacists, you don’t need to document this information in
writing —and this isn’t addressed in the FAQs. He also noted that in the FAQs under section
1793.7 technician trainees are not referenced.
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d. Naloxone Fact Sheet for Patients

Chairperson Veale reported pursuant to 16 CCR 1743.6 (c)(5), the board is required to
approve a fact sheet for distribution to the patient by the pharmacist. The board approved
the fact sheet entitled “Opioid Safety and How to Use Naloxone: A Guide for Patients and
Caregivers” developed by the San Francisco Department of Public Health. A copy of the
board-approved fact sheet was included in the meeting materials.

Ms. Veale noted that as Ms. Herold referenced earlier, the fact sheet is in the process of
being updated by the San Francisco Department of Public Health in collaboration with
California Department of Public Health. Board staff Debbie Damoth confirmed the
estimated completion of the revised fact sheet is approximately July or August 2016 and will
be brought to the committee when available. Ms. Veale requested if the revised fact sheet
is available, it be included in the July 2016 board packet.

Update and Discussion on SB 493 Implementation

a. Immunization Protocol

Chairperson Veale reported in July 2015, the board initiated a formal rulemaking to add
section 1746.4 to Title 16 CCR to specify the requirements for a pharmacist to administer
vaccinations. On January 19, 2016, following the completion of a 45-day comment period
and two 15-day comment periods, the board adopted the final regulation text. The final
rulemaking file was submitted to the Department of Consumer Affairs on January 29, 2016,
for final review. A copy of the board approved regulation (pending OAL approval) language
was provided in the meeting materials.

i. Sample Administration Records for Immunizations

Ms. Veale reported pursuant to the board adopted final text, the board is required
to maintain on the board’s website an example of an appropriate vaccine
administration record once the regulation is approved and effective.

Board staff identified three sample immunization formats, included in the meeting
materials including: The California Immunization Record (yellow card) - California
Department of Public Health; The California School Immunization Record - California
Department of Public Health; and Immunization and Development Milestones for
Your Child from Birth Through 6 Years Old - Centers for Disease Control and
Prevention.

With the assistance of a Supervising Inspector, staff reviewed the sample
immunization record formats and recommends using the California Department of
Public Health’s yellow card. The yellow card is a widely recognized immunization
record used in California and has space to write in immunizations given beyond
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school age (e.g., HPV, Shingles, etc.). Staff felt the other two formats presented
limitations.

Motion: Recommend to the board to post on the board’s website The California
Immunization Record (yellow card) developed by the California Department of
Public Health as the board recommended vaccine record upon approval of pending
adoption of regulation 16 CCR 1746.4.

M/S: Sanchez/Castellblanch

Chairperson Veale called for comment from the board and public. There was no
public comment.

Support: 3 Oppose: 0

The committee took a break at 11:55 am and resumed at 12:10 pm.

b. Self-Administered Hormonal Contraception Matters

Discussion and Consideration of Developing Referral Lists for Pharmacists to Give
Patients When Self-Administered Hormonal Contraception is Not Furnished

Chairperson Veale reported pursuant to 16 CCR 1746.1 (b)(9), the protocol for
pharmacists furnishing self-administered hormonal contraception provides that if
self-administered hormonal contraception services are not immediately available or
the pharmacist declines to furnish pursuant to a conscience clause, the pharmacist
shall refer the patient to another appropriate health care provider; and that the
pharmacist shall comply with all state mandatory reporting laws, including sexual
abuse.

Both Ms. Herold and Ms. Veale stated they did not believe a referral list would be
necessary. Ms. Lori Hensik of Kaiser agreed and stated sometimes providing a list
causes unintended difficulties if the list is outdated or is not maintained.

Documents Available to Memorialize Prescriptions Furnished by a Pharmacist as a
Drug Order

Chairperson Veale reported pursuant to 16 CCR 1746.1 (b)(11), the protocol for
pharmacists furnishing self-administered hormonal contraception provides each
self-administered hormonal contraception furnished by a pharmacist pursuant to
the protocol shall be documented in a patient medication record as required by

16 CCR 1717 and 1707.1. These records are required to be maintained for a period
of at least three years from the date of dispense.

A sample document available to memorialize and document prescriptions furnished
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by a pharmacist with a copy of a self-screening questionnaire was provided in the
meeting materials.

Ms. Veale reviewed the sample document and recommended that the words “refer
patient to” be removed, so as to be consistent with the committee’s discussion of
the prior agenda item.

Ms. Herold indicated this sample document/form was received at the CPhA’s
meeting. The intent of the form is to charge for screening and to allow for the
transfer to another pharmacy, if allowed by law. Ms. Herold indicated the board’s
counsel would have to review it. Ms. Veale concurred with Ms. Herold.

Dr. Steve Gray from Kaiser explained he was concerned this sample looked too
similar to a telephone prescription. He explained this is a furnishing document and
not a prescription. Dr. Gray provided history on the difference between furnishing,
selling, and prescribing.

The committee reiterated its request that board counsel review the document.
c. Nicotine Replacement Therapy Matters

i. Discussion of The DCA Page: News from the Department of Consumer Affairs Blog
Article — Pharmacists Can Help You Quit Smoking

The DCA Page is the department’s webpage for the latest news. On March 29, 2016,
The DCA Page featured an article about the nicotine replacement therapy
regulation, included in the meeting materials. There was no board or public
comment.

10. Discussion on the Development of FAQs for SB 493 Related Items

Chairperson Veale reported Senate Bill 493 (c. 469, Hernandez) was enacted in 2013 and
established a new license for an Advanced Practice Pharmacist (APP). The board is currently
promulgating regulations to specify certification program requirements, as well as
continuing education and other requirements. She noted the adopted regulations are
currently being reviewed by the department.

At the April 2016 board meeting, the board requested that the Communication and Public
Education Committee coordinate the development of a Frequently Asked Questions (FAQs)
for SB 493 related items.

Ms. Veale stated she liked the idea of having FAQs for SB 493 related items. She stated it
will be easily implemented as the board is currently working on FAQs for the board’s
website and articles in The Script. The committee can forward any FAQ questions to board
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11.

staff as they wish. Ms. Herold reported Board President Gutierrez requested a compilation
of FAQs and providers. Most questions received by the board now relate to insurance and
billing.

Ms. Veale asked that FAQs related to SB 493 be held for discussion at the September 2016
Communication and Public Education Committee meeting.

Update and Discussion on CURES 2.0 and Communication to Licensees

Chairperson Veale reported the Department of Justice (DOJ) recently released a CURES 2.0
registration tip sheet to help individuals register for or access the system. On April 6, 2016,
the board issued a subscriber alert announcing the tip sheet as well as a reminder that all
pharmacists with active California licenses need to be registered to access CURES 2.0 by
July 1, 2016. Additionally, the DOJ has published on their website publications and training
videos to assist in the registration process: http://oag.ca.gov/cures/publications. Ms. Veale
noted that a copy of the board’s subscriber alert, DOJ tip sheet, and a copy of the DOJ
CURES 2.0 Publication and Training Video landing page was provided in the meeting
materials.

Ms. Veale added that in February 2016, the board mailed out a reminder postcard to
pharmacists to register for CURES 2.0 by July 1, 2016. She said that board staff is preparing
a final letter to be mailed to registered pharmacists who are not registered with CURES 2.0.
Any questions regarding these changes should be directed to cures@doj.ca.gov.

Ms. Herold confirmed the final mailing to pharmacists not registered in CURES 2.0 will be a
letter (not a postcard), as requested by the board. Ms. Herold stated that out of 46,000
licensed pharmacists the board believes approximately 14,000 pharmacists have not
submitted applications to CURES.

Ms. Veale and Dr. Castellblanch inquired about the accessibility of DOJ staff. Ms. Herold
reported DOJ has a better phone system in place now and they are seeking staffing
augmentation. DOJ reported of the 6,200 paper applications were reviewed and DOJ
resolved as many applications as they could before the remaining paper applications were
abandoned. The number of applications DOJ resolved was not provided to us.

Dr. Castellblanch asked what will happen to the pharmacists not enrolled in CURES 2.0 after
July 1, 2016. Ms. Herold reported the board will have to decide. Ms. Herold reported that
there is a bill pending requiring prescribers to be registered and check on Schedule IIs and
llls before writing a prescription.

Ms. Lori Hensik from Kaiser asked if the public is able to see who is registered in CURES.
Ms. Herold stated she did not think that information is public.
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12.

13.

Update and Discussion on Resources Available on the Board’s Website

Chairperson Veale reviewed the three resources available on the board’s website:
University of California, San Diego (UCSD) on Prescription Drug Abuse; Consumer Reports
on Prescription Drug Abuse; and Drug Diversion Toolkit: Patient Counseling — A
Pharmacist’s Responsibility to Ensure Compliance by Centers for Medicare and Medicaid
Services (CMS).

Ms. Herold explained at this point the board needs to determine the policy and procedure
created by the committee for resources to be posted on the board’s website to confirm the
resource addresses a need and there is no actual or perceived conflict of interest.

The committee directed board staff to develop a draft policy for posting resources on the
board’s website and bring back to the committee. The committee directed staff to continue

to reach out to Consumer Reports for approval to post their article on the board’s website.

The committee directed the board to post on the board’s website CMS’ Drug Diversion
Toolkit and the Centers for Disease Control’s Opioid Guidelines.

There was no public comment.

Discussion and Consideration of the United States Access Board’s Recommendations
Related to Prescription Labels for Visually-Impaired and Elderly Patients

Chairperson Veale reported as part of the U.S. Food and Drug Administration Safety and
Innovation Act signed by President Obama on July 9, 2012, the Access Board was authorized
to convene a stake holder working group to develop best practices for making information
on prescription drug container labels accessible to people who are blind or visually impaired
or who are elderly. Ms. Veale noted that a copy of the United States Access Board’s
Working Group Recommendations entitled Best Practices for Making Prescription Drug
Container Label Information Accessible to Persons Who are Blind or Visually-Impaired or
Who are Elderly was provided in the meeting materials.

Ms. Herold inquired if the committee would like board staff to summarize and consolidate
the guidelines, and post them on the board’s website where prescription label samples are
provided. She added that the board has not received complaints about prescription labels
for visually impaired. Dr. Castellblanch requested the information be included in the
consumer links as well. Board staff will work on the summary and posting to the board’s
website.

There was no public comment.
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15.

16.

Discussion on Federal Legislation: US Senate 524 — Comprehensive Addiction and
Recovery Act of 2016

Ms. Veale explained the committee will have the opportunity to discuss pending federal
legislation US Senate 524 known as the Comprehensive Addiction and Recovery Act of 2016.
As of March 10, 2016, the bill passed the US Senate with an amendment by Yea-Nay

Vote: 94-1. A copy of US Senate 524 engrossed in Senate was provided in the meeting
materials.

Dr. Castellblanch indicated it was stopped in the US House of Representatives.
There was no public comment.

Proposal to Develop a Consolidated List of Drug Take Back Locations for the Board’s
Website

Dr. Castellblanch reported he found the consolidated website assembled by the DEA for a
list of drug take back locations for consumers. The committee directed board staff to work
with Dr. Castellblanch on posting the link to the board’s website.

Steve Gray from Kaiser indicated the board needs to ensure the list from the DEA is for
consumers and not for a specific drug take-back day or for pharmacies to dispose of drugs.
Dr. Gray noted that the DEA sites are for controlled substances and many county-run sites
do not include disposal of controlled substances.

Discussion on a Possible Regulatory Change to Require the Collection of Pharmacists’
Email Addresses

Chairperson Veale reported Business and Professions Code section 4003 (c) requires the
board’s executive officer maintain and update records containing the names, titles,
qualifications and places of business of all persons subject to the Chapter 9. Further,

16 CCR 1704 requires all persons holding a license with the board to file a proper and
current residence address with the board and to notify the board within 30 days of any and
all changes in residence.

Ms. Veale noted that at the April 2016 board meeting, the board asked the Communication
and Public Education Committee to discuss a possible requirement to collect pharmacists
email addresses. Board staff did preliminary research and determined the fields in both the
board’s applicant and licensing tracking systems currently can accommodate the addition of
this information. She noted that currently, the board has on record approximately 1,500
email addresses of the nearly 44,000 pharmacist licensees.

Ms. Veale referenced the information provided by staff in the meeting materials regarding
the impact on workload to collect and maintain this information.
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Ms. Veale also noted that currently, section 4013 of the Business and Professions Code
requires all board-licensed facilities to subscribe to the board’s email notification system.

The committee discussed the options of (1) requiring a pharmacist to maintain an email
address with the board and (2) requiring pharmacists to sign up for email notification with
the board’s subscriber list. DCA Counsel Laura Freedman added that the board cannot
mandate licensees communicate with the board electronically. She added that the board
can say if a licensee has an email address, the licensee is required to provide it to the board.

Ms. Veale asked how the board might enforce the providing of the email addresses, if
required. Ms. Herold added that inspectors can ask pharmacists during inspections to show
what email address they have signed up for the board’s email alert system.

Dr. Castellblanch stated he believes that email is a good way to communicate with licensees
on issues such as naloxone, etc.

Ms. Freedman explained the email address is part of the address and believed the board
can implement a requirement to provide this information via regulation.

Ms. Herold, Ms. Veale, and Dr. Castellblanch all agreed this matter needs to go to the board
for discussion and final decision. Ms. Freedman confirmed that such a requirement can be
implemented via regulation change, and be included with a pharmacist’s license renewal.

Motion: Recommend that as a condition of license renewal, a pharmacist with an email
address shall sign up for the board’s email alert system, and self-certify on the renewal form
that he or she has met this requirement.

M/S: Castellblanch/Sanchez
Chairperson Veale called for comment from the board and public.

Dr. Gray from Kaiser asked for clarification if the government is prohibited from mandating
communication via email. Ms. Freedman clarified the self-certification question on the
renewal would be worded as, “If the licensee has an email address, | certify my email
address has been signed up for the board’s email alert system.” Dr. Gray inquired if this
relieves the licensee of reporting a physical address. Ms. Freedman and Ms. Herold
confirmed the licensee is still required to maintain a physical email address with the board.
Ms. Veale confirmed one email address would be required.

Support: 3 Oppose: 0

Update on The Script Newsletter

Chairperson Veale reported the Spring 2016 edition of The Script newsletter was issued

Minutes for Communication and Public Education Committee May 25, 2016
Page 16 of 18



18.

19.

20.

21.

May 9, 2016. Board staff has begun writing articles for the Summer 2016 issue of The
Script. There was no board or public comment.

Update on Media Activity

Chairperson Veale reported on the media activity for the board and referenced media
activity provided in the Communication and Public Education Committee Chair Report.
There was no board or public comment.

Update on Public Outreach Activities Conducted by the Board

Chairperson Veale reported on the public outreach activities conducted by the board and
referenced materials provided in the Communication and Public Education Committee Chair
Report. There was no board or public comment.

Review and Discussion of News or Journal Articles

Chairperson Veale reported on the news and journal articles collected as referenced in the
meeting materials and provided by the Executive Officer to the committee members. Dr.
Castellblanch stated he appreciated the articles Ms. Herold sends to the committee. There
was no public comment.

Future Meeting Dates

Chairperson Veale reported the future meeting dates as September 8, 2016, and
December 1, 2016. Ricardo Sanchez confirmed he is unable to attend the September gt
meeting.

Dr. Castellblanch revisited agenda item #14 - Discussion on Federal Legislation: US Senate
524 — Comprehensive Addiction and Recovery Act of 2016 and confirmed the bill passed the
Senate on 3/10/16 and passed the House of Representatives on 5/13/16. Dr. Castellblanch
noted that the two branches are now resolving differences.

Ms. Veale revisited agenda item #6 - Update and Discussion on Prescription Label
Translations of Directions for Use, and requested that board staff have large NTC posters
printed and available in Spanish. Ms. Veale asked board staff to bring to the next board
meeting the large NTC posters in English and Spanish as well as the legal size posters
translated in the other languages available on the board’s website.

The meeting adjourned at 1:26 pm.
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