
CAPITOL OFFICE 

STATE CAPITOL 
SACRAMENTO, CA 95814 
(916) 651-4010 
(916) 327-2433 FAX 

DISTRICT OFFICES 

1057 MACARTHUR BLVD., STE. 206 
SAN LEANDRO, CA 94577 
(510) 577-2310 
(510) 577-2308 FAX 

(408) 286-0329 SAN JOSE 

39155 LIBERTY ST., STE. F-610 
FREMONT, CA 94538 
(510) 794-3900 
(510) 794-3940 FAX 

STANDING COMMITTEES: 

CHAIR, JUDICIARY 

APPROPRIATIONS 

,?,U,SI.,',!J=:SS, PROFESSIONS & 
,!EGONIOMIC DEVELOPMENT 

·~t:J;:~~N~Z~~I~~~ &
IeNMJ~ONMENTAL QUALITY 
LEG'I~'LATIVE ETHICS 

SELECT COMMITTEES: 

CHAIR, BIOTECHNOLOGY 

CHAIR, EARTHQUAKE &
DISASTER PREPAREDNESS

, ,. ,-, ,'- i U ',: ;', ,.', '.' ;' 
.,: i" l,., [:.. I , L '_{ ;.] l . v 

(fCalifnrnia 1fi£gi51afift~~D 0 F P H :'~ r.: 
 t'F,P I? hl"l 
 I I", i - " I 

1
'!lllJl £

E LLEN M. CORBET-t"
SENATOR 

TENTH SENATE DISTRICT 

March 10,2010 

Dr. Kennetll H. Schell, President 
California Board of Pharmacy 
1625 N. Market Boulevard, Suite N 219 
Sacramento, CA 95834 

Dear Dr. Schell: 

I wish to share my concerns with the prescription labeling proposal currently before the 
California Board of Pharmacy (Board;. " ,.' 

In 2007, the Governor signed my Senate Bill 472, authorizing the Board to establish 
standards for patient-centered prescription drug labeling in California. The purpose of 
patient-centered labeling is to protect California's seniors and vulnerable populations 
from taking incorrect dosages caused by an inability to read and understand 
prescription drug labels. During the Board's public hearing process, witness after 
witness testified about their inability to read a prescription label due to font size or 
language barriers. 

SB 472 directs the Board to consider all of the following factors when developing a new 
patient centered label: 

• Medical literacy research that points to increased understandability of labels' 
• Improved directions for use 
• I mproved font types and sizes 
• Placement of information that is patient-centered 
• The needs of patients with nmited English proficiency 
• The needs of senior citizens 
• Technology requirements necessary to implement the standards. 

SB 472 was introduceq to address the very serious problem of patient dosing errors, 
which studies have concluded can lead to death and injury. At the request of the Board, 
the bill was amended to require publi(~ hearings. At the hearings the Board heard public 
testimony from consumers, advocates and experts. 
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Taking into account the information tnat was gathered at the hearings, Board staff 
recommended, and the Board adopted, a proposal that included 12 point label font and 
increased assistance for patients who have language barriers. ,This proposal is 
supported by a recent report by the National Association of Boards of pharmacy 
acknowledging 12 point font as an industry standard. 

Therefore, it was troubling when the Board recently rejected the initial patient-centered 

proposal and accepted new proposed regulations supported by industry. The current 

proposal before the Board lack sufficient consumer protects by removes meaningful 

assistance for people with language barriers and adopts smaller font size, which stUdies 

show seniors have difficulty reading. By doing this the Board rejected the will of the 

people and the testimony of experts. Not only does this propo"sal lead California in the 

wrong direction, but it sets a standard that puts industry before consumers. 


The current proposal, which will be voted on in April, flies in face of our good faith 

agreement to use tlie facts gathered at public hearings to guide the Board's decision 'I)"~,., 
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and violates the spirit of SB 472. I urge the Board to join experts, patient advocates, 
cons~mers and the National Association of Boards of Pharr:n~cy by r.ej.ecting the current
labeling proposal before you. I encourage the Board to revIsit the onglnal proposal that 
contained real reform and true patient-centered labeling. 

Should you have any questions or if I may otherwise beof assistance, please do not 

hesitate to contact me. 


Sincerely, 

C5?tif· 
EMC:av 
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Department of Consumer Affairs
1625 N. Market Blvd., Suite S-308 

P (916) 574-8200 F (916) 574-8613 

March 8, 2010 

President Kenneth Schell 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N-219 
Sacramento, CA 95834 

RE: Proposed Title 16 CCR Section 1707.5 Patient-Centered Prescription Labels 

Dear President Schell: 

I am writing in response to the Board of Pharmacy's decision to adopt regulations pursuant 
to Division 17 of Title 16 of the California Code of Regulations, Section 1707.5, regarding 
requirements for patient-centered prescription container labels. The Department of 
Consumer Affairs is opposed to the 10-point sans serif type minimum font requirement on 
prescription container labels and encourages the Board to reconsider the original draft? I) 

') ~ /I ;Jr
fd'-fr 

(oJ

 
 

regulation language that specifies the minimum font size at 12-point sans serif type. 

The number one priority of the Department is to protect the health and safety of California
consumers .. We believe that a minimum standard of 1 O-point font is inadequate. Based on
the testimony received at the public hearing, the Department is especially concerned with 
the safety of seniors throughout the State. Many seniors have expressed their opposition to 
a minimum 1 O-point font standard because they cannot read print in 1O-point font. 

Approximately 750 Californians (including seniors and non-English speaking consumers) 
participated in a Board of Pharmacy study with open-ended questions regarding prescription 
labels. When asked what would make prescription labels easier to read, 60% of 
respondents said larger or bolder print. In addition, The National Association of Boards of 
Pharmacy's (NABP) Task Force on Uniform Prescription Labeling found that the model 
requirement would be.a minimum 12-point font for critical information. 

Senate Bill 472 (Corbett, Chapter 470, Statutes of 2007) called for the Board to establish 
standards for patient-centered prescription drug labeling in California in an effort to reduce 
medication errors. The Department is concerned that a 10-point font requirement does not 
meet the needs of patients and urges the Board to reverse its decision establishing 10-point 
font as the minimum standard for prescription labeling. Thank you for your consideration. 

Sincerely, 

~J.~ 
Brian Stiger 
Director, California Department of Consumer Affairs 



cc: 	 Virginia Herold, Executive Officer, California State Board of Pharmacy 
Carolyn Klein, Coordinator, Legislation and Regulations, Board of Pharmacy 
Members of the California State Board of Pharmacy 
Thomas L. Sheehy, Acting Secretary, State and Consumer Services Agency 
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March 9, 2010 

Kenneth H. Schell,PharmD, President 
California Board of Pharmacy 
Attn: Carolyn Klein 
1625 N Market Blvd, N219 
Sacramento, CA 95834 
Via Fax (916) 574-8618 

'-. 

Re: California Code of Regulations Section 1707.5 Relating to Patient­
Centered Prescription Container Labels 

Dear Dr. Schell and Members of the California Board of Pharmacy: 

I am writing to you on behalf of the members of Health Access California, a 
statewide coalition representing consumers, seniors, people with disabilities, 
religious, labor, and multi-lingual/multi-cultural groups. 

We are exceedingly disappointed with the most recent actions taken by the 
Board to approve regulatory language that includes watered-down language 
that does not provide the essential consumer protections stipulated in SB 472, 
The California Patient Medication Safety Act (Corbett, D-$an Leandro). 
Specifically, we request the Board to: 

• 	 reinstate the proposed regulatory language under consideration up until 
January 19, 2010 that contained specific patient-centered provisions 
regarding language accessibility and font size as required by the law and 
reinforced by public testimony and academic research, and 

• 	 reconvene a new public discussion of the regulatory language before the 
Board, prior to their vote, to provide a full opportunity for public 
comment in accordance with established notice and comment rules 
under the APA, and 

• 	 conduct a new Board discussion and subsequent vote regarding the 
/ 	

/ 
adoption of previously proposed January 19, 2010 regulatory language. 

S8 472, signed by Governor Schwarzenegger, requires the Board to promulgate 
regulations that require, on or before January 1, 201'1, a standardized, 
patient-centered, prescription drug label on all prescription medication 
dispensed to patients in California. This landmark legislation requires that 
the regulation outline requirements for drug labeling that take into account 
consumers' needs, particularly those of seniors and people with little medical 
literacy and/or limited English proficiency. 



We note that 5B 472 underwent four revisions in the Senate and two in the 
Assembly before being signed into law. These revisions were largely to 
accommodate objections raised by the industry. During the process that lasted 
more than a year, we believe the staff of the Board of Pharmacy did an 
excellent job researching the issues at hand, holding public hearings, 
conducting surveys, and incorporating research results into the original draft 
regulation. 

However, the Board's preliminary vote on January 20, 2010 adopted language 
that neither corresponded with the statute, nor was in keeping with the 
research, public hearing testimony, or survey results. Furthermore, we 
believe the process used by the Board did not comport with the requirements 
outlined in the Administrative Procedures Act (APA[as enforced by the Office 
of Administrative Law. 

Our specific ~bjections are as follows: 

1. The Board's action is not consistent with the underlying statute. 
The most recent version of the regulatory language does not, comply 
with the language of SB 472. While the Board's staff undertook to 
summarize available research and solicit opinions from consumers, 
this information was not ultimately incorporated into the regulatory 
language that the Board adopted. 

The industry asserted that the cost of the law was too expensive and 
too cumbersome to implement. They never were called upon to 
make a case for how the patient-centered labels could be achieved 
from an industry perspective. 

Consumers and researchers argued in favor of language translations 
and larger font size for certain key elements on the label. However, 
this testimony from consumers and academics was not included in the 
regulatory language. 

The close vote by the Board relied exclusively on the industry's 
testimony and·was influenced most significantly by the statements of 
the representatives from the industry who are members of the Board, 
including the industry representative appointed to the Board by the 
Governor on the day before the meeting. 

In addition, Health Access over the last two decades has appeared at 
public hearings before various state agencies to argue in favor of 
specific consumer provisions in regulatory language. However, we 
have never participated in a public hearing where the legislator who 
was the author of the bill both provided written testimony and sent a 



member of her staff to provide public testimony on her behalf to the 
Board to urge them to adopt language consistent with the statute. 
In this case, Senator Corbett did both, presumably because she was 
not confident that that the Board would adopt language that was 
congruent with her bill. However, her recommendations regarding 
specific provisions contained in her bill were not included in the 
regulatory language adopted by the Board. 

§11349 (d) establishes that "'consistency' means being in harmony 
with, and not in conflict with or contradictory to, existing 
statutes, court decisions, or other provisions of law." It is further 
explained that "this situation does not present a Consistency 
problem so long as the tasks specified in the regulation are 
reasonably designed to aid a statutory objective, do not conflict 
with or contradict (or alter, amend, enlarge, or restrict) any 
statutory provision." 

We believe this regulatory language does not meet that consistency 
standard. The statute requires the implementing regulation to take 
into account the needs of seniors, people with low health literacy, 
and low English proficiency. However, the arguments put forward by 
the industry that this law was too inconvenient and too expensive 
prevailed before the Board. For all intents and purposes, consumer 
provisions stipulated in the statute,although part of the original 
regulation, were not incorporated into the final regulatory language 
in any meaningful way. 

2. 	The Board did not provide an opportunity for meaningful public 
comment with sufficient advance notice at the public hearings. 

The APA requires The Board to "make each substantial, sufficiently 
related change to its initial proposal available for public comment 
for at least 15 days before adopting such a change." The Board did 
not do so. The changes to the proposed regulatory language were 
posted to the official agency website in the evening of January 19, 
2010 before the hearing was set to begin on January 20, 2010. This 
was approximately 14 hours before the commencement of the 
hearing and in no way could be construed to meet the 15 day 
advance notice that is required to be available for public comment. 
We also believe that the advance notice requirement should fall into 
the "45-day rule" because of the substantial changes to the language 
to accommodate industry objections to the relatively pro-consumer 
original language. However, regardless of the rule that is invoked, 
less than a day's advance notice cannot be considered to even 
remotely meet either of the requirements. 



The unfolding of subsequent events raises further concerns. The 
Board apparently realized the fact that there was insufficient 
advance notice of the changes to the language before the January 
20, 2010 hearing. As a result, the Board scheduled another meeting 
on February 17, 2010. There was only a brief discussion of the 
regulatory language at that meeting before another vote was taken. 
This vote affirmed their previous vote by adopting the pro-industry 
language. However, there was no opportunity for public comment 
before the second Board's vote. As a result, once again, the Board 
was not able to hear any input from many members of the public 
assembled at the hearing before they made their decision about the 
regulatory language. Although the Board did permit public comment 
after their vote, they did not permit any comments from those at the 
hearing before they took their vote. 

In essence, the Board made at least three procedural errors: 

• 	 They did not give sufficient notice of revised regulatory 
language to the public to meet either the 15-day or 45-day 
requirement, and 

• 	 They scheduled a subsequent vote, but permitted no public 
comment whatsoever prior to their vote, and 

• 	 Board staff acknowledged that several public comment letters 
had inadvertently not been furnished to Board members prior 
to their previous vote. Although the staff had since provided 
those materials to the Board, what had been omitted, the 
identity of who was making the comments, and the nature of 
those comments was not communicated to the public. 

Consequently, we believe the adoption of the regulatory language as drafted is 
flawed and the Board's vote is invalid. We believe the regulatory process at 
the Board of Pharmacy should be re-started with a full and complete review of 
the intent of the statute, the relevant research, with full consideration of the 
public testimony offered. We believe this will result in regulatory language 
being adopted that will more closely adhere to the statutory intent and contain 
strong consumer protections. 

We believe the original draft language represented a closer approximation of 
the requirement of this statute. We remain particularly supportive of the 
following provisions which we believe should be included in the Board's 
regulatory language to implement 5B 472 (as reflected in the research, survey 
and public hearing testimony): 

• 	 Labels should b~ printed in 12-point font or larger. 



• 	 The Board should provide pharmacies with standard label language in at 
least the 14 threshold languages delineated for language assistance in 
California based on population size. ". 
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• 	 All patients with limited English proficiency should have the right to 
have their prescription drug instructions orally interpreted by a health
professional working within his or her field of clinical expertise. 

• 	 Pharmacies should post signs explaining the availability of interpretation 

services of the pharmacists' instructions in languages other than English. 

We strongly -believe that few people take advantage of their rights under 

the law if they are unaware that such rights exist. 


The prevalence of medical prescription errors and the lack of public 
comprehension of prescription labels provide a compelling and urgent rationale 
for this regulation. We urge strong action to implement what California's 
policymakers have determined is needed "to increase consumer protection and 
improve the health, safety, and well-being of consumers." 

We believe that standardized, readable, language-accessible, prescription 
labels are a vital element in appropriate health care delivery. Without them 
we all risk injury, inappropriate care, or even death. We strongly believe that 
language providing these consumer protections according to the law should be 
adopted at the next Board meeting in April or as soon thereafter as possible to 
correct the procedural errors that occurred. 

If you have any questions or need more information, please contact Elizabeth 
Abbott, Project Director at Health Access, at (916) 497-0923, ext. 201 or at 
eabbott@health-access.org. 

Sincerely, 

/s/ 

Anthony Wright 
Executive Director 
Health Access 
1127 11th Street, Suite 234 
Sacramento, CA 95814 

cc: Senator Ellen Corbett, author 

Senator Elaine Alquist (D-Santa Clara), Chair, Senate Health 

Senator Denise Ducheny (D-San Diego), Chair, Senate Budget 

Senator Negrete-McLeod (D-Chino), Chair, Senate Business, Professions, & 

Economic Development 

Assemblymember David Jones (D-Sacramento), Chair, Assembly Health 


mailto:eabbott@health-access.org


Assemblymember Noreen Evans (D-Santa Rosa), Chair, Assembly Budget 
Assemblymember Mary Hayashi (D-Hayward), Chair, Assembly Business 8: 
Professions 
Bill Leonard, Secretary, State and Consumer Services"Agency 
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Assisting public nzenzbers and the health 
professional oversight bodies 011 which they serve 

March 10, 2010 

Virginia Herold 
Executive Officer 
California Board of Pharmacy 
1625 N Market Blvd. 
Suite N-219 
Sacramento, CA 95834 

Re: 	 Section 1707.5 Patient Centered-Labels on Medication Containers 
Opposition to February 17, 2010, Revised Regulation 

Dear Ms. Herold, 

Consumer Action and the Citizen Advocacy Center write to oppose the revision to the 
above-referenced rule as approved by the Board of Pharmacy on February 17,2010. 

Consumer Action is a non-profit, membership-based organization that was founded in 
San Francisco in 1971. During its more than three decades, Consumer Action has continued to 

serve consumers nationwide by advancing consumer rights, referring consumers to complaint­
handling agencies through our free hotline, publishing educational materials in Chinese, English, 
Korean, Spanish, Vietnamese, and other languages, advocating for consumers in the media and 
before lawmakers. Our website is www.consumer-action-org. 

The Citizen Advocacy Center (CAe) is a unique support program for the thousands of 
public members serving on health care regulatory, credentialing, oversight and governing 

bodies as representatives of the consumer interest. These citizen representatives are typically 
in the minority and are usually without the resources and technical support available to their 

counterparts from professional and business communities. CAC is a not-for-profit 501(c)(3) 
organization created to serve the public interest by providing research, training, technical 
support, and networking opportunities to help citizen representatives make their contributions 
informed, effective, and significant. Our website is www.cacenter.org. 

1400 SIXTEENTH STREET NW • SUITE #101 • W ASHlNGTON, DC 20036 
TELEPHONE (202) 462-1174· FAX (202) 354-5372 

WWW.CACENTER.ORG·CAC@CACENTER.ORG 

mailto:WWW.CACENTER.ORG�CAC@CACENTER.ORG
http:www.cacenter.org
www.consumer-action-org


Both of our organizations are particularly opposed to two changes contained in the 
February 17, 2010 revised regulations. First, the revision changes the font size on labels from 
12-point to 10-point, which is more difficult to read. 

n! 

\ 0) Second, and more importantly, the proposed revision changes the language in sectio

(d) that originally read: 

(d) For patients who have limited English proficiency, upon request by the 
patient, the pharmacy shall provide an oral language translation of the 
prescription container label's information specified in subdivision (a)(l) in the 
language of the patient. 

The revision replaces that language with: 

(d) The pharmacy shall have policies and procedures in place to help patients 
with limited or no English proficiency understand the information on the label as 
specified in subdivision (a) in the patient's language. The pharmacy's policies and 
procedures shall be specified in writing and shall include, at minimum, the 
selected means to identify the patient's language and to provide interpretive 
services in the patient's language, if interpretive services in such language are 
available, during all hours that the pharmacy is open, either in person by 
pharmacy staff or by use of a third-party interpretive service available by 
telephone at or adjacent to the pharmacy counter. """'. 
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fo~ In effect, the proposed revision makes oral translation in the language of the patient 
persons with limited English proficiency optional. The words "if interpretive services in such (
language are available" create such a huge loophole that the revision might just as well have 
deleted section (d) altogether - the result is likely to be the same. 

On page three of its "initial statement of reason," the Board of Pharmacy explained the 
rationa Ie for the original proposed regulation: 

In exercising its authority over the practice of pharmacy in the state of California, 
the board believes that this proposed regulation is necessary to implement 
Section 4076.5. By providing a uniform, standardized format for prescription \:)0 fL, 
drug container labels and requiring pharmacies to provide oral language 
translations to patients with limited English proficiency, the board believes that 
this proposed regulation will aid in the reduction of medication errors associated 
with the delivery of prescription drugs dispensed to patients in California 
(Subsections (1), (d) of proposed Section 1707.5.) 

The board had it right the first time, and nothing in the intervening few weeks between 
the time those words were written and the time the revised language was proposed has 
changed that. We appreciate that the board is responsible for weighing the cost concerns of 
the ind ustry - in this case, the cost concerns of the chain drug stores - with the public's need to 
understand their prescriptions in order to reduce medication errors. In drafting the original 
regulation, the Board of Pharmacy heard from the industry, but wisely decided that making 
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available oral translation for persons with limited English proficiency was important enough to 
outweigh the industry's cost concerns. 
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We urge th.e board to return to the original regulation. If further justification is needed, 
the board should make a concerted effort to go into the communities where people with 
limited English proficiency live and hold well-publicized town hall meetings seeking input from 
those people and from the organizations that represent them. The opportunity for formal 
public comment by community groups is not enough. As the board well knows, industry input 
into this (and all other) rulemakings far outweighs comment from citizens and citizen groups. 
!nformal town meetings are not a replacement for public comment under law, but in this case 
meeting with the affected communities would help the board arrive at the appropriate balance 
between the cost concerns of the industry with the needs of the citizenry. Meeting the needs 
of the public is after all the reason for the enactment of the legislation that led to this rule 
making. 

Thank you for the opportunity to submit these comments. 

Sincerely, 

9(en cJ1.c~ldow/1elJ. 
by S.P. 

Ken McEldowney S;9.~rd Swankin 
Executive Director President and CEO 
CONSUMER ACTION CITIZEN ADVOCACY CENTER 
221 Main Street 1400 Sixteenth Street NW 
Suite 480 Suite 101 
San Francisco, CA 94105 Washington, DC 20036 
415-777-9648 x304 202-462-1174 
ken.mceldowney@consumer-action.org davidswankin@cacenter.org 

mailto:davidswankin@cacenter.org
mailto:ken.mceldowney@consumer-action.org


March 6, 2010 

From: 
Trang T. Nguyen 
1009 Cypress Lane 
Davis, CA 95616 


To: 

Carolyn Klein, Coordinator 

Legislation and Regulations 
California State Board of Pharmacy 
1625 N. Market Blvd. N 219 
Sacramento, CA 95834 
E-mail: carolynklein@dca.ca.gov 
Telephone No.: (916) 574-7913 
Fax No.: (916) 574-8618 

I am writing on behalf of California Communities United Institute as well as an advocate 
for drug label language assistance. 

In 2007 the state legislature passed SB 472, which requires that medication 
container labels become more patient centered. As a result, the State 
Board of Pharmacy considered regulations that would establish the size 
and type of font to be used on the labels along with a standardized set of 
instructions to be used on those labels. By this, patients will be able to safely take his or 
her medications labeled in an understandable language. 

Recently my grandfather received the wrong prescription drug from his local pharmacy 
that is managed by Vietnamese pharmacists and staff. No one informed him at the 
pharmacy that they had given him the wrong drug, an antibiotic. It was not until my a~nt 
looked over his prescriptions two days later and notified the pharmacy about their 
mistake. Not only should drug labels be clearly written in his or her own prefened 
language, but also verbally instructed to prevent errors in prescription drug distribution. 

Please enforce pharn1acies and/or health institutions that distribute prescriptions to have 
drug labels language assistance available on the medicine bottle and/or access to a third 
paliy interpretive service. In addition, to fmiher protect consumers, pharmacy staff 
should also verbally inform patients on what type of drugs they are prescribed and how to 
take those drugs. 

Sincerely, 

Tr~ 

mailto:carolynklein@dca.ca.gov




Sent by: Tom Kosakowski NONE 2/23/201 0 9:43:45 AM Page 1 of 1 

Tom Kosakowski 

'g ~I ;1~~l6f P~1I l~~~-f'!r~ ~l' . 
Fac~~mi~ 24 AM 9: L}o
(retransm ittal) 

ITo: California State Pharmacy Board 

Fax: (916) 574-8618 

From: Tom Kosakowski 
Phone: 626-796-4911 

Date: Saturday, February 20, 2010 Tuesday, February 23, 2010 
Total pages including cover: 1 

Re: Requirements for prescription drug labels 

Dear Board Members 

It makes no sense at all to me that seniors, who comprise the largest consumer 
segment of prescriptions, are supplied with drug literature in the smallest point fort 
possible, or what appears to be the smallest. Even with glasses, I have problems 
reading such small fonts. 

Also, I have been pleasantly surprised that pharmacists are very well qualified to talk 
about drug interactions, side effects, ~nd other matters regarding prescription drugs. 
Frequently, they are far more knowledgeable than doctors are. The information that 
pharmacists can provide can be extremely helpful to patients. 

To summarize, I support efforts to provide prescription drug information in larger font "\ 
I sizes, and I support efforts to provide such information translated into other languages, 

by whatever mechanism is feasible. 

Regards, 

1l/~5 J /ttJ~t~!h' 
Thomas J Kosakowski 
152 Annandale Road 
Pasadena, CA 91105 

CA Pharmacy Board-01.doc Page 1 of 1 
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AS IANiPA,6·1 FIG 
-AMERICAN 
LEGAL CENTER 

. OF..;....·- ­
SOUTHERN CALIFORNIA 

 1145 Wilshire Blvd., Second Floor 
Los Angeles, CA 90017 

(213) 977-7500' Fax (213) 977-7595 
WNW.apalc.org 

. 

Carolyn Klein 
Manager, Legislation and. Regulations 
California State Board ofPhannacy 
1625 N. Market Blvd., N219 
Sacriunento, CA 95834 Via'Pax: (916) 574~8618 

Re: Concern for Provisions of SB 472 Dra'ft-Regnlatimis 

Dear Ms. Klein: 

The Asian' Pacific American Legal Center (AP ALe) is the largest organization in Southern California· 
providing legal services, community education and civil rights advocacy on behalf ofAsians and Pacific 

IslanderS (APIs). As su~h'-APALC is concerned about the revisions the Board of Pharmacy approved on 

February 17th to the draft regulations required by SB 472, outlining improvements to prescription drug 


. labels. In particular, APALe is concerned about the changes made to font size, translation of labels and . 

the availability of oral interpretations for limited English proficient patients. 

Asian American and Pacific Islander communities living in Southern California face ali:mni.ng rates of 
limited English proficiency (LEP), meaning they speak Eri.glish less than 'very well'. In fact, a report . 
APALe released in 2007 identified that 43% of the ~I community living in Los Angeles County is 
LEp1

, Translated labels are essential for our communities to understand how to take their medication 
'effectivelyand safely, and pharmacies should be required to use the translated labels proyided by the 
Board or develop their own translations. Iri addition, oral interPretation must be required for all patients. 
Using the caveat 'Iif available" in the regulation will leave our communities vulnerable to misuse of their 
prescriptions. . . . . 

Without tran~lated labels, patients whose primary language is not English will not be ab1e-~o read 
iristructions on how to take theirmediGation~ ·ieaving them vulnerable to ingesting incorrect dosages that. 
couldbe seriously harmful and in some cases lethal. We urge the Board ofPharmacy to reconsider. these 
regulations and to strengthen the 'provisionsrequmng label tra,nslations and oral interpretations. 

S~~~~~()o ~ 
.s~~~ . 
Immigrant Rights Project Director 

I U Speaks: Language Diversity and Engjish Proficiency' by Los Angeles County Service Planning Area. Asian Pacific . 
American Legal Center QfSouthem Califor;n.ia, 2007 Avaialble: http://demographi.cs,apalc,org/wp-contentlup!oads/2008/03/1a­
speaks-final-011908,pdf . 

http://demographi.cs,apalc,org/wp-contentlup!oads/2008/03/1a
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Mary P. Magill 

654 East L. St. 

Benicia, Ca. 94510-3513 

Mar. 2, 2010 

Re:Jan. 20th hearing and the Feb. 17 hearing 

Dear President Schell and Members of the Board of Pharmacy, 

I am writing this letter to protest the decisions you have made and the manner in which 
you came to those decisions. To vote before any testimony was given really puts into 
question your role as a public agency .. 

Those of us that had come long distances were so insulted by the very manner in which 
you conduct your public hearing. You are given expert testimony in January and have it ) ,:! F . 

SI \~f 
ry::f'lA~J 

repeated to you from one of your own board members that 12 point font is the bare 
minimum that could possibly save the lives of the 300,000 over 75 whose lives are put 
at risk by unreadable prescription labels. In spite of all this, you vote to require 10 point 
fon1.a still unreadable font size. WHAT A TRAVESTY! And then to give native language 
no consideration, as though it were some kind of big effort to ask a computer to print in 
other than English. A push of a button for the pharmacy, life and death for the patient. 

I speak with many senior and community groups. I hope that you will reconsider your 
manner of fulfilling your duties to the public. You have a duty to hear them and to re­
spond truthfully to their concerns. And that was not done on February 17th. We de­
serve better. You can do better! 

Mary Magill, CARAAction Team Leader 
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March 10,2010 

Carolyn Klein 

California Board ofPharmacy 

1625 N Market Blvd, N219 

Sacramento, CA 95834 

Via Fax (916) 574-8618 


Re: 16 California Code ofRegulations Section 1707.5 Relating to Patient­

Centered Prescription Drug Labels 


Dear Ms. Klein: 

On behalf of the National Health Law Program (NHeLP), I ani. submitting 

comments in response ~o the modified proposed regulatiol1s i~sued on 

February 22, 2010. _ NjJ:¢~p is a nation,al public inteiesd~g?llcjrgmuzEi,tion 

seeking to improve health care for Ameri~a's low;.incotne population, 

including people ofcolor, women, children, the elderlY and peopfe with 

special needs, immigrants, and limited-English proficient (LEP) individuEi,ls' 
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Procedural Defects 
As we have noted before, we believe that there are proble11'l:a~ 
issues with the flaw~<iregu1.~tory process followeclJ?ytb~J3.9:Etr,Jfp£'.:P11~~£Y
-(BoaraJ:-'Pirst~'t1iete>was;~;th(tiack'orn(mce>providecrt~rllie"pu~iic":::~ressthaIi'-"~'--'~"-
fifteen (15) days-- when there was a substantial changefr6~thepri()rtext 
provided for the Januar)'20th meeting. The revised langl,1a.gY'fu~fvvas~49:Pted 

, by the ,BoEl,rd at-theJafimiry 20:-201 0 meetingsubstantiany~changed-the--font
size from 12 point to 10 point and changed the text regaidiiig"i~e-language 
assistance provisions of the proposed regulations. There,was little tilIle to 
consider the proposed language recommending the change in fontsi~e from 12
point to 10 point and the' changes requiring limited iriterpr~ter services rather 
than translation services for LEP patients. The proposed changes did not fall 

within the two exceptions allowed to avoid the additional 15 day-public 

comment period. This is in violation of Cal. Gov't Code §11346.8( c). 1 


1 The statute states that "[n]o state agency may adopt, amend, or repeal a regulation which has been changed frO)1l 
that which was originally made available to the public pursuant to § 11346.5, unless the change is (l)nonsubstantial 
or soiey grammatical in nature, or (2) sufficiently related to the original text that the public was adequateiy placed 
on nQtice that the change coulq result from the originally proposed regulatory action. If a sufficiently related change 
is ~~de, the full text of the resulting adoption, amendment, or repeal, with the change cl~arly indicated, shail be 
m~de available to the public for at least 15 days before the agency adopts, amends, or repeals the resulting 
regulation. Any written comments received regardmg the change must be responded to in the fmal statement of 
reasons required by Section 11346.9." Cal. Gov't Code § 11346.8(c). 

1 




Second, the public did not have an adequate opportunity to comment on the proposed changes 
shared with the public OIl the morning of January 20,2010. The proposed language was not 
available until the morning of January 20th and merely pl~ced in the back of the room, with no 
reference to its existence by the Board. Havillg'seen the changes for the first time that day, most 
of thejmbjc did not see the revised text aii4 did'ri9t ,have achanceto iriClude cori:nnents on the 
proposed changes in our testimony. By tb,e time -many of us reviewed the changes, we had 
already testified and lost our opportunity to address the proposed language. So we could only sit 
ru:ici. fisten while the Board discussed proposed Changes to the regulations without adequate 
public input. The Board subsequently voted for the changes on January 20, 2010 -and reaffirmed 
the fmal vote on February 17,2010. The Boar~~d another Pllblic hearing and 
would only allow public comment after it voted on the proposed regulations at the February 20, 
2010 meeting. Thus, the only time that we were allowed to speak was aft~r their final vote at the 
end of themoming agenda. This violates Cal. Govit Cod~ § 11346.45, which requires those, 
p~ieswho would be affected by the proposed regulations to have an opportunity to 'participate 
in public discussions of the prqposed regulations. 

Finally;we w:ren~ver inf0p?ed tb,at ~ymember Of the public cohld requ~~e if 
c~~~p.ts "\\Tere ~~~e that raIses new~~sl.1~.~-~~~t,~~wg a rr(>pos~4 reg¥lElt~:~?Jfa !p.e;rnpy! of the 
PHqllS_m~~4;s.,IRPE:~~:t~~e Fp.r~sJ>ond to__ tnYH~JY,~~§R~JJ,:Yf()t,e,-fu:~~~~;qYYJ*~~1ffi~,-a.-q~~W~lla.p.t 
to Cal. Goy'tCode §§ 11346.45(a) and 1134~.8(a)&(9). Web~heve that the lack-ofi'rme to 
review the revised text that was presented 011 the morning of the Januaty 20thpublich~ating 
reqllired at least another fifteen (15)day periodior reconsideratio;n, and arguably another 45 
days ~ince -it was such a substantial' change, andPllblic input BEfORE thefihal Board vote 
accepting the modifications on Februaryi7~;'th.~tefore, thepubiicwas n.0i:allbvV~(adeq\1ate 
tiineto.tespond and to -fully address the substantiaf changes adopted by the Board.-We-are ,: 

---' -------,·''"'·-·'''':(~~~f~t&~¥g~~*~''¥~~k£1~~{~:c~~i~~~i~~t~I~~~i~~~~~~~i~;~~1~i~··~§g~~1~~t,.."':~,.-.'''''."''-, .... ,." ..~~:; 


 
17,2010 meetings. Unless the additionaltirtle is providedfor public cOtnnlent; we re9oI'Ilrrieiid 
1P~..rej~9!~On of~,e modified text of 16 qa,l,ifQ1Jlt~qode ofReg1l1attons § 1797.5byth,y Qfti~e of
Adrriiriistrative-Law.---- -------------"- ------------. ---.------,,---- --. , . 

Subs~antive Comments to the Modifie4l'ext . 
As expressed in prior comments and testimony regarding the proposed regulations submitted on 
N,ovember 20, 2008; JUly 15,2009, October 19,2009, October22, 2009, November 17,2010, 
November 20, 2010, January 4,2010, January 20,2010 and. February 17, 2010, we believe that 
SB 472 requires the Board to issue clearer and stronger regulations in order to'address the needs 
of LEP patients and seniors as directed by SB 472. The current IJropos~d regulations viohi.t~ the 
intent and statutory requirements of SB 472 as confirmed by its legislative sponsor and author, . 
Sei1ato~ Ellen Corbett. She has stated in letters. and testimony to the Board at its· J alluary 20th and 
February 17th meetings that she preferred the Board's originally proposed draft reguhi.tions and 
\;\ras very disappointed by the Board's changesiri it~ current form, which violated the intent of 
the stf3.tUte.The modified regulations also are inconsistent with federal and state'law and fail to 
comply with the federal and state obliglltions ofphannacists to effectively communicate with 
their patients and provide meaningful access to their services because the regulations do not 
adequately address the needs of LEP patients, 

.2 


http:c~~~p.ts
http:11346.45


We are again. submitting an attached document with recommended changes to the proposed 
regulations for your review and the coinments below provide support for the proposed c:hanges in 
the order presented by the proposed regulations, and not necessarily the order ofimportance.2 

Many of our concerns and recommendations have not been addressed or responded t9 in the 
. 

'

'

...... ··"····"··-

.
-

Board.'s "Initial Statement of Reasons" or its "Review of All Comments Stibniitted During the 
45-day Comment Period and Testimony Provided During the Regulation Hearing Held January. 
20,2010." . 

Modified Sections (a) & (c) 
We strongly recommend that the modified regulations must be changed back to the Board's 
original requirement of a 12-point font size from its revised 10-point font size requirement. The 

 

.'. ..... "",:: 
 ... " ..~"-",, .......~.,.".""-•.,. 

... - _.. - --_._-­




larger font size must be adopted in order to ensure that seniors and older patients will be able to 
read the labels. There was overwhelming testimony in support of the 12 point font size, 
specifically provided by an expert, Dr. Michael Wolf, who is providing the Board with expertise 
in translati<;m of the sixteen directions, and clearly stated that the current standard in the industry 
and at the National Institute ofHealth was the 12 point font size. There werem.lirlerou~sei1iors 
arld()thers who consistently testified about the need and importance of the sizeahd legibility of 
directions for their medjcation. Studies also support this requirement, as well asoffi6ial federal 
a.g~rlcies, such as the Centers for Medicare and Medicaid Service$ (GMS), t9r exaIUple,inits 
Pr~sctiption Drug Benefit Manual, Ch. 2 at 40.1, there is guidance that requires a 12 point font 
size for· beneficiary communications by plans for its Medicare PartD Progr~.3 '. . 

With regard to subsection (a)(l)(D), we recommend that the requirement of the patient to request 
the ,inclusion of :the purpose or condition on the drug label is too great a burde,n.on tliejJatienf'. .
arid' should be deleted. Since the patient is unlikely to know to ask for the information,' it does 
nC)t;s~~ih reasonable to require the patient to ask for the "PllI'P9~~9r~pn<ittfqti?::·t~·~~:iii~1.tf4~4". 
'''··''·'·'':*~·"Wift\bie'~xpraiD.td"'Delow;toLsuppofnlieCnotf~e-requlrem~rtf(jr·'p·~tie;ts:·1f;tiie;pa:He~rd~e~~~~t· ..e

knoW what rights she or he has, or what to ask for or to expect, he or shewil1nbt'know to matce 
s~~-s~rt§iequests such as this. The reql,lirement that the patient "requests"t~~jrJ~®atiql1isn.ot 
reciuir~din.thecontainer and labeling requirements in Gal. Business &-Preressibns€6deBection-"' 
4()76(a)(10). .: ... .' ... 

.','," 

Modified Section (b)/NHeLP Recommendation (d) 

We also recommend that the number of languages for which the Board should translate the 

sixteen (16) directions listed-in subdivision (a)(4) be expanded to match the twelve (12) non­

English Medi-Cal Managed Care threshold languages.4 These languages have be~n identified by 

2 ·See Attachment 1 (Recommended Changes to Modified Text of 16 California Code of Regulations Section 
1707~5 Relating to Patient-Centered Prescription Drug Labels)' ... . 
3 Available at:· . 
http://wWw.cms.hhs.gov/prescriptionDrugCovContraJDownloads/Chapter%202%20Medicare%20Marketing%20Gu 
idelfries.pdf. 
4 Itirecognition of the large health benefit for LEP patients, its commitment to linguistic sensitivity in the provision 
ofmedical care, and ensuring effective communication with patients for maintaining qualitY care and patient 
compliance with treatment plans, the California 'Medical Association also supports the expansion ofpublished 
translation of directions by the Board into 14 languages spoken by groups of 10,000 orrnore LEPspeakers in the 
.state.· Le~er from Veronica Ramirez, Research Associate, California Medical Association (Jan 4,2010). 

3 


http://wWw.cms.hhs.gov/prescriptionDrugCovContraJDownloads/Chapter%202%20Medicare%20Marketing%20Gu
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the Department of Health Care Services as the top languages ofMedi~Cal LEP beneficiaries and 
can be a useful guide to identify the most cominon languages spoken byLEP patients. In fact, for 

 
/ 
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. 
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-.~"_\"'.."'~'"".",.,:"~,; ~;.~.~:~,."

those in the Medi-Cal program, translated materials must already be provided to LEP 
benefidafies and it is likely that most pharmacies in the state accept Medi~Cal patients.s It 
would also expedite the Board's identification of the languages for which the labels should be 
translated. There is prece~ent for the Board to defer to the Dep~me~t ofHealth Care Services 
to' d~sigli.ate the languages for the translation of information, . such as the lists of drugs covered in 
the state's AIDS drug program, in which pharmacies may participate. See CIi!. Health &'Safety 
Code Section 1209700). The Board has also translated Emergency ContracepticmFact Sheets 
into ten (10) non-English languages.6 

. . 

NHeLP Recommendations (d)-(g) 
According the 2006 American Community Survey ofthe U.S. Census, over 42% of Californians 
speak a language other than English at home, which is significantly above the national figure of 
19.7%. Of these, 47% report that they do not speak English "very well" and thus could be 
considered LEP (representing just over 20% ofall Californians). Given thelaige LEP 
population in California, and after hearing repeatedly from LEP pati(;:uts atthe,se.B()ll!dhearings
a.hout the serious consequences ofinisunderstan~ing medication instructions, th~re should'notbe 
ajly' qilt~stion of the critical'ne(ed for translated labels. ' 

.' . 

NUillt;fo-us articles and studies have highlighted the language barriers faced byL:EP p~tient~ and 
shown that providing adequate language services iniproveshealth otitcome~,andpati~ht .' 
s.at~sfa(;tion, comports with existing federal and state~requirements; anda~hieve~ long-term cost 
savihg~.7 Language services do so by facilitating effective communicati.onpE:tW~eri irledJ9alpare
pI:9yi'ciers andp~tients, thereby reducing medical errors, ensuringbetterh~13Jth'6uJ(;:qri1~sahcl~ 
le13s.erij,iig health disparities'. In contrast, language barriers impede acces'san<;!quality ofcarej'and

.... ..... ~."'..,.;'"'

. ... .. .. _ 

~.":.i~~~~~.'r~:~~l~.~~,.~,~~2~,.~,~;~~~~~:~,~~~?~~,,~';~:,!2;:~1l~J~f£.,.2[;~,.H1RE.?c~~R':E~t~~&~.A~t§IyJ§l¥-·~,~":·,.:";,"'i
In order to ensure that LEP patients understand medication instructions, at arni'pjrp.Ulll,the 

sevep,teen (17) directions that the Board willtraJ}~lateandpost on itsW~b$it~:rD.g$~ heu$~dby' '",,, ..',,.' ....,.,,,,."'. .' . . ... ',,"'. "....... ' ... 9 .... ' ...... ' ' .... '., ...... ,.'. '."" ,.... 
~pl1anpacistslpharmacies. -Title.VLofthe 1-964~Civil~Riglits·Act·-prohibit~-9:iscFimi~ation:-opAhe·
. ba:sis ()f race, color, or national origin and' provides the' frameworkto support il1eprchTision of 

5 See Attachment 2 (Medi-Cal Managed Care Division All Plan Letter 02003, Cultural and Linguistic Contractual 
Requirements, June 7, 2002) 
6 See http://www.pharmacy.ca.gov/consumers/emergency cont.shtrnl; Cal. Business and Professions Code Section 
4052.3(e): . 
7 Se e.g., Institute of Medicine, Unequal Treatment: Confronting Racial and Ethnic Disparities in Health at 71-72 
(2002); Chattanooga Times Free Press, Language problems at the pharmacy, at: . 

http:tlwww.timesfreepress.com/news/2009/apr/27/Ianguage-problems-pharmacy 

NatiorJ,al Health Museum, Medical Misunderstandings, . .: '. . . 
http://www.accessexcellence.orglHHO/gow/qow06/qow061204.php; and Language Barriers Plague Almost Half of 
u.s; Drug Stores, http://health.usnews.com!usnews/healthlhealthday/070806/langtiage-barriers~plague-almost-half-
ot'-us-ctrrig~stores.htm. . '. ..' .. . _ 

8 Seee.g;:, L. Ku and G. Flores. Pay Now or Pay Later: Providing Interpreter Services in Health Care; 
9 42 U.S.C. § 2000d. See also Executive Order 13166, 65 Fed. Reg.,50'121 (August 11,2000); Lau v. Nichols, 414 
u.s. 563 (court found national origin discrimination inclUded discrimination based on language.; 68 Fed: Reg. 
473 n, 47312 (Aug. 8,2003); NationalHealth Law ~rogram, Ensuring Language Access in Healih Care Settings; 
Legal Rights and Responsibilities, (2003) for a fuller discussion of the federal language access requirements. 
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language assistance services, including the translation of vital documents, such as prescription 
drug labels. Any provider that rec~ives federal funding, which include pharmacists and 
pharmacies, must take reasonable steps to ensure that LEP individuals have_meaningful. access to 
their' programs and services. Since most pharmacies receive some form of federal funding 
through their participation in the Medi-Cal, Healthy Families, Medicare, or any other federal 
program. 

The Office for Civil Rights (OCR) of the U.S. Department of Health and Human S~rvices 
(bHH~l) has ~ssued policy guidance that requires all recipients of federal financial assistance 
from DHHS to provide meaningful access for Limited-English Proficient (LEP) persons.10 The 
OCR Guidance provides strong support for the translation of "vital documents," such as, 
prescription drug labels, dosage instructions, and warning labels. ll Recently, on June 15, 2009, a 
key case involving the nation's largest mail order pharmacy operation and benefit management 
company, Medco, was settled with OCR. The resolution agreement with Medea required itto 
improve access to its pharmacy services for its LEP members.12 The civil rights complaint was 
filed by a complainant on behalf ofhis Spanish speaking mother and alleg~dthat Medco 
dlscriininated against LEP members in a number of ways, including failing to translate important 
dhc~e,n,tsor t~lephohe recordings, leaving voicemail messages only "inEnglish~ $ehdilig Written 
docym,ents' only in English imd cancelling the prescription request if an LE:pliieth1?et djd not 
r,es:p.O~a: The member belonged to a~pecific health plan that contracted With. JyI:~gPQJQ manage 

"lts'prescription drug benefit and administer the prescription drug claims o{thehealth plan . 

members, which allowed the member to use Medco' s mail-order pharmacy and its netWork of 

retail pharmacies. . 


Medco agreed to implement the following measures to improve its provision qf la;nguage .:,. " 
assistance services to its LEP members: . 

-"'--'-~."~'"~<Ii

....'" -- - ...

'~~"'·"'~;-:"":'-~~~~~~s~'~~~itl~~5f!1~~:'k~~~~'~{hj~~~~~~f~h~~~#a!S~T!~:"~"~ij;'i'i4'~'~~'?~~'"j",~"~"~'~;~ 

languages after 2009, , 	 . 

• Flag language preference on an ongoing basis in Medco' s inteTllalc()m:(mter systems 
 - toaideffeetive communication dming·anymember contactwith~MedCo;-"':'- - .- ..: .. - ...... - '-' _......... . 

• 	 Ensure that certain written communications are sent and certai:i:i'outboUrid telephony 
calls are placed to LEP members in their primary language; 

10 68 Fed. Reg. at 47311. 

11 u.~. Department of Health and Human Services, Office for Civil Rights (OCR), Guidance to Federal Financial 
Assistance Recipients Regarding Title VI Prohibition Against National Origin Discrimination Affecting Limited 
English Proficient Persons (OCR LEP Guidance), 68 Fed. Reg. 47311 (Aug. 8,2003). There is afour fayto( 
analysis to determine compliance with Title VI: l}the number or proportion ofLEP persons eligible or likely to be 
serVed; directly affected, or encountered by the program, 2) the frequency with whichLEP persons have Or'should 
have contact with the service, 3) the nature and importance ofthe program or service to the people's lives, anq 4) the 
resou:~ces.availableto the federal fund recipient and costs.' 68 Fed. Reg. 47314-15. OCR. balances the four factors 
on acase-by-case basis. With regard to written translation, the guidance designates "safe harbors" that provides 
evidence of compliance if met (if the language groups constitutes 5% or 1000, whichever is less, 6fthe population of 
persons to be served or likely to be served or encountered, or if fewer than 50, the recipient provides written: notice 
in the primary language of the right to receive competent oral interpretation ofvital materials, free of cost. Id. at 

47319. . 

12 See Attachment 3 (OCR Resolution Agreement with Medco). 
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• 	 Conduct ongoing' assessments of which communications must be offered in languages 
other than English and which languages are required to be supported, 

• 	 Continue its telephonic interpreter services available for over 1 ~Q languages, 
• 	 Expand the number of bilingual Spanish-speaking staff and improve its current 

telephone systems to route Spanish-speaking members to bilingual staff who can 
communicate with LEP members, . 

• 	 Improve the provision of notice to its LEP members about the availability of language 
assistance services, 

• 	 Develop a process to assess the proficiency and competency ofbilingual staff at call 
centers and pharmacies who communicate directly with LEP members or act as 
interpreters for LEP members, 

• 	 Train all relevant staff on its language access systems, processes, policies, and 
procedures, and 

• 	 Monitor, assess and evaluate its language access procedures and systems . 

.

'j
".' ..... "'.""~

 In most cases, any federally funded entity must assess the needs of its LEP population, provide 
competent interpreter and translation services (such as translation of readily ll11derstandable pri,nt 
materials, proviqe noticeofthe availability of free language assistance serViCe~f,tiain:staff, anel 
.adop(rll,onitor and update anadequate language services,plan. I3 These el¢IIl~ntsQta:#\ e£f~ctive 
laliguageservices pian provide useful guidance and support for NHeLP recoriutielidationsfor 
secthins (d)-(g). 

There is also an analogous state statute that prohibits any state-funded entity fromdiscrimmating 
on the basis or race, color, national. origin,' etlnlic group identification, religioIl, age,. sex, or 
d.isat:>ility.I4 Since many pharmaci¢s and pharmacists participate in state~fiiD.de(.fhcia1th·· 

:>FPgpqp:s, including programs which are Joint federal-state programs, suc~[~M,~~t~,g~.l flB:<:l' '. ,',' 
,"",.:",.." ... "c.,.".'...... ,..,.;,'",.,,'" "'.\~'iB:~~UhYJ,~~~ili~s,.,t4ey-mustensure;fult.and ..equal.accessto..their;services,.t0,:alhpatients:and~i.

cannot subjectLEP patients to any discriminatory activity. 

13 In the DHHS LEP guidance, it set out procedu~es for federal fund entities to ensure compliance with Title VI by 
balancing four factors to determine the level of language assistance services the federal :furidrecipient must provide. 
To determine what reasonable steps a federal fund recipient must take to ensure meaningful access to their programs 
and activities by LEP persons, the following four factors must be balanced on a case-by"-case basis: 1) the number or 
proportion ofLEP persons served or encountered in the eligible service population; 2) the frequency with which the 
LEP individuals come in contact with the program, activity or service; 3) the nature and iniportance of the program, 
activity or ~ervice, and 4) the resources available to the recipient and costs. Id. at 68 Fed. Reg. 47311, 47314-15 
(Aug. 8,2003); For further explanation ofthe elements of an effective plan on language assistance for LEP persons, 
See idat68 Fed. Reg. 47319-21. .' 	 '" .. 
14 Cal. Govt. Code Section 11135 et al. Regulations implementing the statute address language-based 
discriiriination and provide a clear list of general. discriminatory practices, including specific types of discrimination 
based on ethnic group identification. 22 Cal. Code Reg. §§ 98101 & 98211. One provisionstatesthat it is a 
"discrimiriatory practice for a recipient to fail to take appropriate steps to ensure that alternative cbrru:llunication 
services" are available to ultimate beneficiaries. 22 Cal. Code Reg. §98211(c). "Alternative communication services" 
means the method used or available for purposes ofcommunicating with a person unable to read, speak, or write in 
the English language, including the provision of a multilingual employee or an interpreter, or written translated 
materfals in a language other than English. 22 Cal. Code Reg. §98210(a). 
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As noted in prior comments, a complaint based upon Title VI and two state pharmacy provisions 
related to counseling and label misbranding was filed with the New York Attorney General's 
office ag~inst chain pharmacists in New York. This resultedin asettlelhent thatshould guide the 

.

.

_

	BcareI's current deliberatIon.- it required seven majorpha.!'ma,cy chains to provide free lang1+age 
assistance services and-required pharmacies to: (1) identify whether a cust0111er needs assistance 
in understanding their prescription medication, (2) provide oral co1ii;ls~lii:i.g in a patient'spriinary 
 language regarding prescriptions, (3) translate prescription labelsanddiTections regarding 
dosage and safety information, warning information,anci qther written i!llPortant infonna.tion in 
languages that are spoken by more than one per cent. (1 %) or the pdpUlationinNew York, which 
is currently Spanish, Chinese, Italian, Russian, French, and Polish, (4) train staff in language 
assistance polices, andeS) inform customers of their right to free language assistance services, 
including free oral interpretation and/or assistance inreading and understcmding their 
prescription medication in multi-lingual signs. Written translation of other written important or 
vital information includes notices of privacy, written offers of counseling and any other materials 
that the pharmacy considers Important to acustomer'.s safe and effective use of the prescription 
medication. Therefore, translation of the prescription drug label is only the initial step in . 
aqdfessing the translation needs of the LEP patients. , 

Th~l"e, is further support 'for the translation ofprescription drug labels and other clinical 
iri/dhri'ation in the QfficeofJyIinority Health's National ~t@dIlf4s.Ql1 G1l1tuf~1lyand ... 
'Lihgtii~ticafiy Appropdate Se~ices in Health Care. 15 Qile ofits·m!llidatesbasedb~ Title VI, 
Standard 7, stat~s that health care organizations, induding pharmaCies,."riJ.llsf~IUtke available 
easily understood patient-related materials and post signage in the languages ,ofthe coinmonly 
enco-qnteredgroups and/or groups represented in the service area.,,16 . Patie.nt-related materials 
inchiCl.e·"medical and tre~tment instructions" and "clinicaJinformation.,,17 Ther¢fb!¢, usage:of 
_

"

.
__ -

thej.7~translated directions should not only be mandated by pharmacies and pharmacies; but;- . 

~~~.~~~~~~~~~~~~lli~~~~~--~ 


A~,.·Ilgt~4 in previous cOIplllel1,ts, there are also state ph~acyreqllir~mellt§ th::itr~q,*eWritten 
irif9rmation, whi¥hshould-also -be translated: 1-) for refills, the -patierit":Inust~be~pr6"ided-with- '--- - - - -- -.. ~­
written information, either on the prescription label or with the ptesCiiptidhcO:ritMrier, which 
descr~bes which pharmacy to contact if the patient has any questions about the prescription or 
medication;18 and 2) if the patient is not in the pharmacy (including drugs shipped by mail), a . 

15 Office ofMinority Health, National Standards on Culturally and Linguistically Appropriate Services' in Health 
Care (OMH CLAS Standards), 65 Fed. Reg. 80865 (Dec. 22, 2000), reprinted at: http://www.omhrc.gov/clas. 
16 ld., Final Report at 13 available at t: http://minorityhealth.hhs.gov/assets/pdf/cneck'edlU,nalreport:pd(. 
17 ld. "An effective language assistance program ensures thatwritten materials r0ll.tmely provided in English to 
applicants;patients/consum:ets, and the public are available in corl:J.molily encotmtenid languages othe.nhan English. 
It is important to translate materials that are essential to patients/consumers accessing and inaking educated 
decisi()ns abouthealth care. Examples of relevant patient-related materials include ~pplicati6ns, consent fonns, and 
medical or treatment instructions.'~ Final Report at 77. Clinical injormation--':'''prevention and treatment 
instructions, including how to prevent transmission of a contagious disease, what to do before, during, and after it. 
procequre or treatment (e.g., surgery, chemotherapy), how to take medications, and how to -perfonn routine self"care 
or self-monitoring." Final Report at 78, available at: 
http://wWw.minorityhealth.hhs:gov/templateslbrowse.aspx?lvl=2&lvlID=15. 
18 Cal. Code Regs. tit 16 § 1707.4(a)(3). 
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pharmacy must ensure that the patient receives written notice ofher right to request consultation, 
and a telephone nUmber from which the patient may speak to a pharmacist. 19 In order for an 
LEP patient to receive written information, it must also be translated for the LEP patient. So the 
requiremellt for translation of materials goes beyond the prescription drug labels. 

Many ofthe major chains, which op~rate in California,including CVS, Rite Aid,2o Costco, 
Tai'getand Wal-Mart, are currently or will be translating prescription drug labels by May 2010 
and can provide guidance to, and share promising practices with, smaller pharmacies. However, 
we understand that some of the independent pharmacies may take longer to develop procedures 
for providing bilingual staff and interpreters, and written language assistance, including 
translated prescription drug labels, for their LEP patients. Therefore; the BOC!l'd may decide to 
phase-in the translation requirement if necessary. However, as many LEPpatients have been 
experiencing serious harm and suffering over the years and have been waiting for translated 
labels for many years, we would urge a deadline, such as a phase-in period no more than a year 
from the effective date of the regulations. 

Section, (d)/NHeLP Recommendation (f) 
This section allowing pharmacists to "provide interpretive services in the patient's language, if 
illt~l.1'r~tJve services in such language are available" is vague ~d unclear,¥~\Vellas in¢'Onsistent 
:w,jJg',9W!ent law. Thephra~e aH9YVs phaJ1Ilacist to merely state that~interpr~ter:is'i1o( , 
av-ailabr~ in order to avoid providing one to the LEP patient. There are telephone interpreter 
verrdorswho can provide interpreters in hundreds oflanguagesso there should only be aproblem 
with rare languages. Title VI allows for those exceptions py balancing the tour factors arid using 
acase~by.;,case analysis of the provider's situation. Thus, there is no need for the phra~e"if 
available." 

'. ..,' "."":....'....c,.'"

• 
'. - . 

.

AUvstakeholders agree thatLEP pat,ie1].ts'lTIust be 'proviqed orallangl1ag~~~s,t§tfiti¢~,@cljP:;fl:i¢t", ."'
''''

, :, .. ' ,. .,.:',; 
'''''' ",..,'" "..,...co."" 

- - - ..... 
. 
.... --·· 

.';c'·pffR¥ffftr8y'~represeniaifves'naV'eitest1fie(rth~t"tlley:'are··afready·pro~lcl1ng1rit~rp;et~~·'·s'etvn;es':"'"''--'''-'''''''''''

l]~us; it is recognized that oral language assistance must be provided to th~ I.E!> p~ti~~tsinorder 
t¢:'~I}~Jlfe that they understand how to take their medications and can ask q-q.~SH(j.li~·a.nd;r¢~:eiYe
'''''''''''''-,,'' 21 ' " ,.' " ,'''''' .
responses from-the pharmacists.ltis-clear thatthe·burden cannotbe~placed'Oli·th¢· I:iBpcpatient
8fr~thlitthe pharmacy or pharmacist is responsible for providing interpreters'toellsfuieffectiY6 
 cornrp:@ication is p1;ovided to the LEP patient. This is not only required by previously' dIscussed 
federal and state statutes and regulations but specifically with regard to counseling requirements 
in .federal and state law. 

19 Cal. Code Regs. tit. 16 § 1707 .2(b )(2). . 
20 Seee:g., Rite Aid Now Offers Prescription Bottle Labels In 11 Different Languages (2005), 
http!i/www.riteaid.com/company/news/news details.jsf?itemNumber=728. '. . 
21 Many of the same federal and state requirements for written language assistance services, such as translation of 
materiaIs, also apply even more clearly to the provision of oral language assistance services, such as jnterpreter 
services~ See infra, footnotes 2-6. See also OMH eLAS Standards, Standard 4: Health' care organizations must offer 
and provide language assistance services, including bilingual staff and interpreter services, at no cost to each 
patient/consumer with limited English proficiency at all points of contact, in a timely manner'during all hours of 
operatiori. Standard 6: Health care organizations must assure the competence oflangilage assistance provided to 
limited El,1glish proficient patients/consumers by interpreters and bilingual staff. Family alld friends should not be 
used to provide interpretation serviees (except on request by the patient/consumer). 
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Un,der the Omnibus Budget Reconciliation Act of 1990 (OBRA), which amended a section of the
22Medicaid Act, had a sigmficant iinpact on standardizing pharmacy laws. In order to receive 


federal Medicaid matching funds, OBRA requires standards for dispensing prescriptions to 

as~ure the qmility of use and distribution orprese~Ipti(ni drUgs. Eacl1' state must have a' .. 


'

.

. 
-...."-."'.-7

__ 

Prospective Drug Use Review (DUR) Program,' which sets forth minimum standards in ~atient 
Rouriseling and requirements for recording and' maintaining a patient medication profile. 3 

With respect to counseling of Medi-Cal recipients, the DUR requires that Gt pharmacist offer to 

coUnsel each individual (or a caregiver) who presents a prescription. The counseli11g'should be 

done in person whenever practicable, or through a telephone service, which must be toll-free for 

long-distance calls?4 When applying these stan,dards to LEP patients, pharmacist should conduct 

in-person counseling when possible and not charge LEP patients any long-distance charges . 


. , 

According to state regulations, pharmacists must provide oral consultation topatiellts in all care 

setting's when the patient is present in, the ph~acy for new prescriptions and when a 

prescription has not been dispensed to ihepatie11t in the same dosage; fOrn1,streiigth,.or with the 

same di~ections.25 Further, a pharmacist must provide counseling in ail cfri:esxniiigsiupog 

req~~~tor when the pharmacist deems it warraritedin his or her professiorialjudgwent3? . When 

Ol'alcqns-ultationis provided, it shall inclucle Airections for use and stora,g~a,li4~14#ii.¢P9nan~e of 

S?2:i?tfW:H~.with~irectio~s andpfe9~n.ti91l§-.~StI~.l!1X8?~.~~~gs,.·iJ:J,cl~4iY~.99mm's~J:i,~Oyy~~~

~lde or adverse effects or mteractIOns that maybeep:90untered. 7 In ordertocornply WIth these . 
 cQurts6Hng requirements, thephannacistmllstengage the u§e ofbilingual'staffaIid/Qrcompetent 

interPreters to.communicate with the patient effectively, and must do so regardless if the patient 

req~estssuch counseling. . 


,',:.-.,..', . 

. '," . . 


NH~IJ)J.~..e.commendation (g) 
The'issue of providing notice to LEP patients of tlleir :t'tghtto free int~r.pr~t~raJ.jdtti:in@¥tib:n; ...._ . .' ": 

,;,""";;''''':''""''':' 

. 

, -- - -- -- - --­

'··'"'(;geNiB~§"ii~ed~~to·'beltd(tressed';'ili"t1fe';re'gfiHi¥i6rf§;:'·i"TiHe-VI'r~~6iTIme~a~··notic~'tb·;tEP"p~tsoIi;",,*c,<,c._j;,,',""

ab0l1:~; available lm:gua~e assistance services through, for example, posting~i~1f~i~n~!~Y,:?!R~~ 
Jm4.o!h~~ entry pomts. 8 One of the OMH CL.As,_$!~q~ds,Stan(hlT(;l ~,§~,~tY~ ..1H~the~ltli:~ru'e, 
6rganii~tions.':mustprov:ide to -patients/con~Urneis in~their preferred,lang1iage~~oth:verbai~()ffets-
aIlcfwritten notices informing them of their dghtto receive language asslstan6e sefvice~'.';29. 

State pharmacy requirements also recognize the need for consumer notices. For example, 

Pl1arI)1acies must have a prominent and conspicuous notice, readable by prescription drug 

constirilers, that includes information about the avaIlability of prescription drug prices, generic 

drugs, services provided by pharmacies, and astaterrient of patients' rights(empha~is added).3o 

The notices also encourage patients to talk to their pharmacists with concerns or questions. 


2242U,.S ..C.§ 1396r-8(g). 
23 See ie!. 
24 Ie!. 
25 Cal. Code Regs. Tit. 16, §1707.2(b). 

26 1d.at § 1707.2(a). 

27 Id. at §1707.2(c).

28 . .'.

See infra footnote 5, OCR LEP Guidance, 68 Fed. Reg. at 47319-21 

29 See infra footnote 7, Final Report at 70. 

30 Cal. Bus. & Prof. Code § 4122(a); see also Cal. Code Regs. tit. 16, § 1707.2(f) . 
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If an LEP pati~nt is not provided notice of his or her rights to an interpreter or translated written 
materials, he or she will not ask for any language assistance services~ T~er~~o~e< si1p!l'!l' ~o the 

.

';"';"'ii

.... __ .. __ 

 need for required consumer notices, notices-informing LEP patients of the availability of 
language assistance services is necessary to ensure·that such services will be provided when 
ne~4ed. 

NHeLP Recommendation (h) . 
Phartnacies mustmaintaIn medication profiles for all patients that contain demographic and 
medical information, as well as additional information the pharmacist deems appropriate in his or 
her professionaljudgment.31 As mentioned above, OBRA also requires the pharmacist to make a 
reasonable effort to obtain, record, and maintain certain information, includmg comments 
relevant to the individual's drug therapy?2 Pharmacists should record a patient's langl;lage in the 
patient medication profile under a "comment relevant to drug therapy" Qrother appropriate field 
capturing individual demographic information and history. The phaI1Tl.acist's knowledge. ofthe 
patient's primary oral and written language is not only relevant, but critical to being able to 
c~mrrllJl1icate with the patient regarding her or his ~riigtherapy to achieve opti.mt#nresults. 
Ha-VitLg the infonnation in the medication profiles WOt\ld also help facilitate and expedite any; 
ne~~§sf,iry.language assistance services the LEP PClti.~nt may need. 

'~-".','~/'"' 

M9difi.ed Section(e)/NHeLP Recommendation(i) 
W~believe thatthe proposed time period of nearly four years to re-evaluate the requirements in . 
theseregulations.is too long. The pharmacies have been on notice since the passage of SB 472 
in20.071:U1d the Bmirdmust submit another report to the Legislature by January 1,2013 
reg~ditig tl1e status of implementation of the requirements. It would be tl1dre'l.ls¢fui if the. . 

.:a:'~i~d.-:~"aluates the impfementation of the regulations before it mustsubirii its:~ep~rt to tlle-'t 
Legislature in December 2011 which would bedose to two years' to evaluate 'the: ....... ........... .... . ....•;. 

"~''''''''~'''''''''i'''i'"':''"'~): 

-- -. ;-

::;"iffipr~1ff~ifiiiti6it1Ufd"~i1~~tiv~n'"ess~'(jflhe'tegui~i6fl£~~·:;";:··:·,;,·o;;,···,······,,··;:······-:·,·:';;,,"[i;.;,:;;'i;.:;t'i;:",,,"t0,,;o.,i;.r,...;·;.,;c,i;;-_:,~;;,,,",:,.:.'.c..:"•. +.w"

9£t.V~i..9~ submissio~s also included many resom~~~.t()r pharmaciststo a~~i~! fu~.m ip: pro:v.~q~g 
.1+eeded,Umguageassistance services.-Without.repeatiJig-the-various-bestpraetices-an&websites
we h6pe that the Board finds them useful. We alscrh6pe that you seriously· 6onsi4ertllese 'latest, 
recollirilendationsand reconsider your past decision to decrease the font sIze iuidlanguage 
. assistance requirements .. The Board has an opportunity to show other states how t() ensure that 
patients can fully understand their medication regimen and avoid medical errors and encourage 
the Board to lead the nation in improving access to pharmacy services for seniors andLEP 
.patiel1ts. If you have any questions, please do not hesitate to contact me at worig@healthlaw.org 
or call (310) 204-6010, ext. 107. . 

Sil1cerely, 

Doreena Wong 
Senior Attorney 

31'" .
Cal. Code Reg. tit. 16 § 1707.1 


32 See infra footnote 13, §1396r-8(g). 
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California Pan-Eth nic Health Network 

March 10,2010 

Kenneth H. Schell, PharmD 

President 

California Board of Pharmacy 

1625 N Market Blvd, N219 

Sacramento, CA 95834 

Via Fax (916) 574-8618 


Re: California Code of Regulations Section 1707.5 Relating to Patient-Centered 
Prescription Container Labels 

" 

Dear Dr. Schell and Members of the California Board ofPhannacy: 

On behalf of the California Pan-Ethnic Health Network (CPEHN) we submit the 

following comments to proposed regulations related to patient-centered prescription 

drug labeling. 


CPEHN's mission is to improve access to health care and eliminate health 

... ~i~p~~!~t~~?X,~~9y?£~~~g;"f?~J~~E,~~~_.PR~~.~1~~.,,~~_,s,~fii£i.~Etf~~[~E£~~~lg,:%ggr~~JJ1~.","""""",,~",,.".,;;;;

- -- - --­





 


health needs of communities of color. CPEHN works to ensure that all Californians 
have access to health care and can live healthy lives. 

We are extrerileIy c6ricernedthat the cUrrent draft-regulailOns)an.sliQ~(offhe1rltent 
ofthe statute, and will not meet the health and safety ne~ds of comnlnier~, inclucting 

the 40% of Californians who speak a language other than English at home. 

Prescription drug labels in 12-point font and that are translated into the patient's 


, 	 language are vital for quality care, but the current regulations address neither. We 
also believe th~~r ensuring adequate public comment and participation 
since the adoption of the formal rulemaking process has be~e need 
further opportunities to debate this issue and ensure quality patient care. 

SB 472, signed by Governor Schwarzenegger, requires the Board to promulgate 

regulations that require, on or before January 1,2011, a standardized, patient­

centered, prescription drug label on all prescription medication dispensed to patients 
in California. However, the Board adopted language that neither corresponded with 

the statute, nor was in keeping with the research, public hearing testimony, or results
of the survey conducted by the Board staff. Furthermore, we believe the process 


654 13TH Street • Oakland, CA 94612 • (510) 832-1160 0(51 0)832~1175 FAX 

www.cpehn.org • info@cpehn.org 

mailto:info@cpehn.org
http:www.cpehn.org


used by the Board did not comport with the requirements outlined in the Administrative 
Procedures AC~ enforced by the Office of Administrative Law. Our specific objections 
are as follows: 

The Board's action is not consistent with the underlying statute, and does not meet the 
APA's consistency standard. The statute requires the implementing regulation to take into 
account the needs of seniors, people with low health literacy, and low English proficiency. Even 
the author of the legislation, Senator Corbett, provided comments in writing and through an in­
person comment by her staff that the proposed regulatory language,was inconsistent with the 
intent ofher legislation. However, the arguments put forward by the industry that this law was too 
inconvenient and too expensive prevailed before the Board. The decisions by the Board are in 
direct contradiction to the research conducted by the Board sta:ff that indicated that translated , 
labels and 12-point font are necessary for quality care. The Board also he~(fdiiect1Yfrom seniors 
al'ldpeople with low English proficiency about their need for 12"-point fon.t'aiid 'frari~iatedl~beIs. 
"Y~t;'ihe Board' decided to go in a differelltditection and pr6vldedn<)'raHonale (orev.rci.~:i:i.ce tli~tlo­
point font meets patient needs, and that oral interpretation services (to be proVided billy if they are 
available) are an adequate and safe substitute for a translated, written label. 

1;'he Board's action does not comply with the clarity standar~of the A.PA~ At 1707.5.(d), the 
, .

;:
 

...

.
 
 

/ 
~·~
lO~

proposed.regulation reads, " ... The pharmacy shall, at minimum, provide interpretive setvic~~ i],1 

~~a:!t!~~!::j~~~==:t;!;~~t;~!i:~n:lhm~~"., ... ,; 

'.. do~sn-;'i  ",i q,;i.iilqble'; ... . .  "ifinterpretlVeserv!ces·ins';chlangii,£el]fiilcliisi6n of \fiepbiaSe,

meet the clarity standard. No guidance is provided tp pharmacies on how to define availability. 
The language of this part of the regulation conflicts with the description of its effect. The Board 
discussion on January 20 iplplies that the Board's intent here is to make allowance for 
infrequently encountered limguages for whIch finding interpretation services would be almost 
impossible for the pharmacist. Such a situation would very rarely be encountered. Although in­
person interpretation is preferred for patient comprehension, there are phone-based interpretation 
services that can provide interpretation in over 170 languages. A person who did not attend the 
hearing would not understand the intent of this provisionjustbyreadillg it. ' 

T~e Board did not provide an opportunity for meaningful public comment with sufficient 
advance notice at the public hearings. The AP A requires The Board to "make each substantial, 
sufficiently related change to its initial proposal available for public comment for at least 15 -days 
before adopting such a change." The Board did not do so. The chang<:!s to the proposed regulatory 
language were posted to the official agency website in the evening of January 19,2010 before the 

2 

http:orev.rci.~:i:i.ce


hearing was set to begin on January 20,2010. This was approximately 14 hours before th~ 
cOmmencement of the hearing and in no way could be construed to meet t ~vance 
notice that is requir~d to be avai~bl~~ comment. We also believe tliat eaclv8.nce notice 
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requirement should fall into the '~5-da~ because of the substantial changes to the language 
to accommodate industry objections to the relativel~-consumer original language. However, 
regardless of the rule that is invoked, less~Vance notice cannot be considered to 
even remotely meet either of the requirements. . 

The unfolding of subs~quent events raises further concerns. The Board apparently realized the fact 
that there was i~ient ad~ofthe changes to the language before the January 20, 
2010 hearing. As a result, the Board scheduled another meeting on February 17,2010. Therewas 
only a brief discussion of the regulatory language at that meeting before another vote was taken. 
This vote affirmed the previous vote by adopting the pro-industry langu~ge.lIo~e"er, t4ere.w.a.s 
IlOqpportunity for public comment before the second Board's vote. As a restili, OhC~ ~~;rl~,'tIie. 
I}~~d was not able to hear any input from many members ofthe publicks~blhbl~(fa{:t1i~th¥~iiig 

.

~,:;,;.~
_ c ~.~

· ....... ,.. ·, ".. 

~~,;
 _

:"-·~

. . 

·" ~_~
•.. 

Q
. ...... .. ".  .., 

before they made their decision about the regulatory language. AHhoUgHth~'B6~d·di~rpetiriit;"·

 

~;;'~ 
>~c~ 

 

public comment after their vote, they did not permit any comments fmin thoseattliehehl1.11g 
before they took their vote. 

ill essence, the Board made at least three procedural errors: 

~:,;;
....; ..........They did not give sufficient notice ofrevised regulatory language·tothecpti.blic

Ih~,,£h~g~.~~mfl:Q~.,tgJh~"J:~g!!!~t.i.Q!1§,.9ll_t~l1rmrryJ.7 ....s.bPJl14:,li~y~::tii¢ttBe;tlii~~fi'Qlcr.6:f~;:L.,~,.
(~hanges major enough to trigger a 45-day public comment period, not just ti1e 15-day 
~omme:ntperiod, and. .... 

They scheduled two identical votes, one on January 20 andartOfuer~2::t.tE~blll.~Y.t7..L~vit
-~-to fuedlfferencelii'the PUrPose oillie ~otes~~d~P.opp()rtlll1ityto provide,

public-coinment prior to the final vote, and . 
Board staff acknowledged that several public comment letters had inadvertently not been 
furnished to Board members prior to their previous vote: Although the staff 4~d since 
provided those materials to the Board, what had been omitted, iheidentity of who was. 
making the comments, and the nature of those comments was not communicated to the 
public. 

Consequently, we believe the adoption of the reguiatory language as d:d:l.itea is flawed arid the 
Board's vote is invalid. The regulatory process at the Board of Pharmacy should be re-started with 
afull and complete review ofthe intent of the statute, the relevant research,with ful1considenition 
of the public testimony offered. This will result in regulatory language b~inga4opted that will 
more closely adhere to the statutory intent and contain strong consumer protections. 

. -,~ >~'. 
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We believe the original draft language developed by the Board staff before their first vote 
repr~se~ted a closer app:oximati?~ of the ~equireme~t of this statut~. We re~ain particularly
supportIve of the followmg provISIOns whIch we belIeve should be mcluded m the Board's 
regulatory language to implement SB 472 (as reflected in the research, survey and public hearing 
testimony): " 

• 

• 

Labels should be printed in 12-point font or larger. tf' 

Pharmacies shquld be required to use the translated labels provided by the Board on its 

website, or provide their own translated labels. 

All patients who speak a language other than English should have the right to have their 

prescription drug instructions orally interpreted to them. 

Pharmacies should post signs in multiple "languages explaining the availability of language 
"services. Few people take advantage oftheir rights under the law if they are unaware"that (d) 
such rights exist. " 

"

"" 
"" "

 

"

Wetitgesfr6ng action t6 implement wharCliliforma'spolicymakers havedetemrned is needed to 
increase consumer protection and improve the health, safety, and well'-bemg ofconsuiriers.We 
strongly believe that standardized, readable, language-accessible, prescription labels are a vital 
element in appropriate health care delivery. Language providing these cOIlsumer protections 
~9c()rding to the law should be adopted at the nextBoard meeting. Thank you f()r reb~iVirtgthese 
coinments. 

Sincerely, 

~~Y1VJ:art~rie,z, MFt> " 
Policy Director 
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California. State Board ofPharmacy 
Department of Consumer Affairs 

1625 North Market Blvd., N219 

-Sacramento, CA95834 


March 7, 2010 
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To: Distinguished State Board of Pharmacy Members, 

I am writing to you with regards to the proposed changes to the language of Section 1 ~7 .
ofDivision 17 ofTitle 16, which addresses the standardization for patient-centered 
prescription labels. I was in attendance ,during the special meeting that was held at the-
Department of Consumer Affairs on February 17, 2010, with my own concern regardi& ~
proposed changes set forth for the new law. 

As a pharmacy technician (CPhT), public health and future pharmacy student, it is rrl'jct:> 
concern that the proposed changes to the standardization of a 10-point font, does not meet 

, 

,., .. "....··

the board's intention to improve patient-centered care. I regard the minute increase from a 
9-point font as being negligent and defeats the initial prop'osed purpose of improving 

legibility oflabels. ' ," 1(f)(i) -hi 

(~rk~ 
' I 

It is my belief that the standardization of a l2-point ftnt, which was originally proposed, be 
reset into the proposed language. By doing so, the State Board will reach the original goal 
that it has set forth for itself, to ensure the safety of the patients whom we all serve. As 
stateddur.iJ;lg the February meeting, intreasing legibility ofprescription labels will reduce 
the, l:ik.~~iho,od:roedicati0n;error~\in pyer 300,000 :patie~ts; lwhich should be reason enough to 
enact the change. " . . 

'.. I· 

i[·a-pprecia-tetheboard for taking the·timetoreview·my concern over·theproposed-la-nguage-,' 
and commend the board for the changes thus far to improve patient centered care. 

Best regards, 

Ryan Ko C.Ph.T, 

TouroUniversity, California.- MPH/Pharm.D; Catl,didcite, 

Ryan.Ko@ul.edu 


mailto:Ryan.Ko@ul.edu


eonsumers .'.::" U·n'i.on 
:Nqri..pt6riJ PupHsher 
of Consumer 'Reports 

March 9, 1010 
By email tocarolynklein@dca.ca.gov 
Byfax to (916) 574-8618 

Carolyn Klein 

California State Board of Pharmacy 

1625 North Market Blv<;i, Suite N219 

Sacramento, CA 95834 


Re: 	 Modified Text of Section 1707.5 Patient Centered-Labels on Medication 
Containers 

Dear Ms. Klein, 

Consumers Union, the non-profit publisher of Consumer Reports, is writing to express 
concerns that the modified text of propos~c:l Section 1707.5 does not sufficientlyiinprov~ 
p~~s~~iption lal?eling requirements in amrumer that protects seniors~d fuos~ Wlililimited 
English proficiency from the dangers of medication errors. 

Consumers Union supported proposed Section 1707.5 in its original draft form, which 
would 'have required pharmacies to use a minimum 12-point font on prescripticinla,beIsfOfthe 
l1lQ_st important patient inforlllation, and would have required pharmacies .toprovideoral. 
translation of important information when requested by a patient wi~:hliIIli!~dgngli.~h: .' _. ... " 

''''''-i;''',":'''' 
 
 
- - -­

"""''''-:"~

_

':;''pfBtitf'&h6y':-' "Weurgedtlie'B-Oafd:t8''§tf~ffgtll@fl'tlie-language''H~qtUiem~nts"lJy'requrrlrtg"'WHtt~n''"'''''''~-~'''~;'';':'~''
translations on labels for patients who need it. Instead, the Board has watered down tlle font and
~~s,l.~~~on requirements. The Board h,is vpted to change the proposed reg~l~tipl1 t() r,¥qlfif~qply
_a,Illiillrhum J o~point font,: and require -oraLtranslation only "if available:' to the~pharmaGY~ -If - -
these.regulations are enacted, Californians who are most vulnerable to misreading labels~those 
with limited eyesight arid limited English proficiency - will continue to be at grave risk of 
suffering harm from a medication error. 	 . 

A 12-Point Font Minimum is Necessary to Reduce Risk for Seniors'and Others with 
Limited Eyesight. 

Consumers Union's activists have indicated that readability ofprescription medication 
lab~ls is a widely held concern. As of March 9, 2010, more than i 050 of our activists, submitted 
letters to the board in favor a 12-point font minimum. 

Support for a 12-point font minimum comes from the Board's own fmdings from a 
review ofscientific research and medical opinion on the issue. The Board's own survey found 
that 60% percent of respondents thought that larger or bolder print would make prescription 
labels easier to read. The American College of Physicians recommended the use of a 12-point 

West Coast Office 
1535 Misslon Street 
San Francisco, CA 94103 
415.431 ;6747 tel 
415A31.0906fax 
W'NY'!.consumersu_nion.or~ 

http:W'NY'!.consumersu_nion.or
mailto:tocarolynklein@dca.ca.gov
http:U�n'i.on
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font minimum on prescription medication container labels jn its 2007 white paper "Improving 
Prescription Drug Container Labeling in the United States." In reducing the minimum required 
font size under then~w proposal, the Bocrr~ d~d I!:ot ~ite_any evidep.ce-backed. study or expert 
reco~endation in favor of a 10-point font. 

, Addressing the needs of seniors with diminished vision is aprs:ssing concern. 

Presbyopia, a condition that makes it hard for,the eyes to focus on close objects,is a nearly 

 universal part of the aging process, and appr()ximately one in three Americans have a vision­

reducing' eye disease such as macular degeneration, glaucoma, cataract and diabetic retinopathy 

, 1 
~y the age of 65. , ' 

Arguments against ,a 12-point font minimum are unfounded. The California Retailers 
Association and chain pharmacy representatives (who offered the only comments in opposition 
to the 12-point minimum) testified that larger bottles would be needed to fit a12::-point font, 
causing environmental damage, increasing costs, and making it more difficult for patients to 
handle. However, they presented no evidence thafrequiring just the most essential information 
t6 be in 12~poiIit fOlit will require anythingbutrllargirial increases in tlie si:?:~ ofbottles. 
Furth~~more, no scientific evidence was preserttedshowirig.tliat the 'increased font would cause 

 ~~t~j;~t~~~;t~ei:~~~::e~~:~s~s~~;:~i~l~f~~~dtf~~%~&!~:¢;~:~~:~tI~~:h~;;v:e 
that the resultant illcrease in safety from a 12-pointfont is well worth the additional cents that 
may be spent on plastic or ink for a marginally larger bottle or label. ' 

, Pharmacies may also consider the l!:seo~tivela~_~, accoUIit fora la~k of 
space .. A 1996 study of the use of alternative label desigris forphai'ItiaceutiCal containers (tag! 
and fold-out) found that both young and older-adults preferred- the alternative designto-the-::c : 

standard 'andrated it higher for readability'noticeability and likelihdod'ofreadirig

The Board should consider fmdings that tlW average font siz~ for medicationinS1ructiQns 
'WCl:~;"Q)7Bpint~~Jhe average for drug nam-~')Y~(~,~9:P9iDt,~W~~,lli~,aY~F,~g~t9rth~,p~mw~,9Y 
nan:ie'Wascl-3,6.:.poin~~in a study·led by-HatvardMedical-SchooVs-gt.:;-Wi1liam7Shr~-publislied-
inc200'7 in the Afchives o:flnternal Medicirie~" Dl:":Shr~D.k's'sttidy;which\:~valuated85 labels 
from pharmacies in four different metropolitan areas, reported that "{~ instructions 
were freqllently printed in a small font, smaller than many elderly pat1e"irts can read even with the 
assistan,ce of refractive glasses." The cUrrent draft of the regulations does not represent a 
significant improvement over this status quo. 

 The Board Should Strengthen - Not Weaken - Requirements for Language Translation 

Consumers Union also calls upon the Board to reverse changes to the regulations that 
weaken protections for limited-English proficient patients. As in the case of the font size 
requirements, the current version of the regulations does not do much to improve the status quo. 

I Quillen, DA. "Common Causes of Vision Loss in Elderly Patients." American Family Physician July 60 (1999): 

99-108. 

2 Kalsher, MJ et al. "Pharmaceutical container labels: enhancing preference perceptions with alternative designs and 

pictorials." International Journal ofIndustrial Ergonomics 18 (1996):83-90 , 


2 



The current draft regulation requires oral translation "if available" and does not require written. (2 

translfLtion of pharmacy labels. At the January 1 i h Pharmacy Board meeting, Consumers Union, 


. along with the California Medical Association and many groups representing limited-English 
proficient CalifOrnians, calle~ on the-Board to issue stronger translation regulations, but the 
Board chose instead to 'Yeaken those regulations. Pharmacy drug labels playa signifiqant role in 
the appropriate administration of prescription medications. If a patient c8.I1?ot understand the 
label instructions, there is a higher c of err..or. Californians with limited English proficiency 
were -50% more likely to repo ouble underslIDl-di, g labels and were more than twice as likely 
to report a bad reaction to medication, according to a 2005 study. 3 

. 

Conclusion 

Consumers Union urges the Board to reconsider changes made on January 21st to weaken 

the draft regulations on medication labeling. Elderly and limited-English proficient Californians 

currently are not well-served by pharmacy labeling practices, and the current incarnation of 

Section 1707.5 will do little to improve the status quo and reduce the risk ofmedic'ation errors. ;;) 
S~)~"


~ r-k' 
f lJ- . ] 

 

(~) . 

e~~ 

se.nio.rs. an~ limi~ed-English proficient p.atients ~il1 continue to be VUlnerab.le if the regul .. ations 
are passed m theIr current form. Consumers Umon urges the Board to return to a 12-pomt font 
rn~nim~m for the ~ost impor~~~ of information on a prescription l~bel and establish
strong oral "and wrItten trattslatIon req-arrements. "". .. l
.. ~ . 

. Sincerely, 

.' 


_~y~£LSJly~~d" 
Policy Analyst 
Consumers Union 

3 Wilson, E et al. "Effects of Limited English Proficiency and Physician Language on Health Care 
Comprehension." Journal of General Internal Medicine 20 (2005): 800-806. 
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~C.alifornia
{'Alliance

fo~Retired 
Aniericans® 

Dear President Schell and Members of the California Board of Pharmacy, March 1, 2010 

I am wfjting this letter on behalf of the California Alliance for Retired Americans (CA~A) to again express our 

contin~ed disappointment and disgust with the proposed regulations for patient-centered lapels that you 

passed ~t your .February 17th Board of Pharmacy meeting. What you approved made the entire process for 

develpping these regulations ajoke, and completely disregarded not only the concerns expressed by dozens of 

consumersand consumer advocacy groups, but also the wisdom and experience of organizations such as the 

World Health Organization, and Northwestern University and other academics ahd professionals in the field. 

Furthermore, the issues outlined in our previous letter, and th,ose presented in other letters~ were not 

adequately addressed by the Board and appear to be in violation of the intent of the legislation. 


, , 'IJ-..~~ 
CO f{\,j1\ Specifically CA~A is concern~d with the regulation establishing 10 point font as the stan.<:iard. All of the 

testlrTlOnypres,ented by every group,and individual, with the sole exception of th'~'Retai{Ass6ci~ti6n~ndl ' 
Ph~frnac:yth~ii1s, has clearly indicated thatCiS>~t font is theMINIMLJM stancj:ardfdtr~a{Ja6ility~ onif6'fthe 
BoaJc!,m@mb.e'r~" Ramon Castellblanch shared some statistics at the Fep,-lih 1ll~¢tJrI~~r~~l'lyliJdicatin-gthat- ' 
·()y_~;t'~,Q:Q;9:9.Q~~~r.t,iprsovert~.eClg~of75'N.ifl-p~irnmediat~ly()t,riskifihes~'lowet~,f~ht':~t~Hd~'rd'~;:~td~(~~~~>, .... 

~bde~:;,:s~~~en:!I~~::~;~:~ya:~~~~s:~~ a~:::~:~:;:e~~:~~ ~:~:~:~in:~~i~~~~O:,1'a~I~~i~~f2J~1~~ 


~~~l[;W!O~Q~;t::~:j~:~I~~~~~j~~,u:~p~·::~~et~h~~~~~ep~~~:s ::~:~f~R~~)~~nk~that ... 

was~presente(Uo the· Boardatthe January 20th . hearingwas.released. ~mly14 hoursprio,r'to~thehea'ring';No"" 

"",,";"8J]$;.~Q~Rd~H&?;;~~18rSb2,.\{~h!f,~",Lr:~X~~~,,~D.9,-E9J},~"'8.3H!!'eQ!"!y~!;"th,,~~,~B~r~"iY2t~~,:8Jjit~,~~,~:~r$~miJj~~ti.,~:~t.lg:bt~,ii~~~,:;,:,,~,,~,~,,;;,":,·

. 

rei:\ffirmed th,~m at the Feb'. 17t hearing. The hearing on Feb. 1i took. public C?mrn~n~ onIYi3fter-a vote was 

tak~n:~2Ie~}lycm 'undemocratic an~e at best. TheBoard faile~~?fqhsi~~(P~rti6~nt ' 

testiinony. pridr to voting - an issue we believe must be addressed by the OfficeOlAdmiliistiativelciw; 


Firia"IIv;the-aufhor of the statute, Senator Ellen Corbett, expres~;edherdisapPdiritrTle'i1tih'th~W~Y th'e Board:: 

interpreted'the intent of SB 472,which was shared at the Feb. 17th by her staff persc>n, Anthony Valdez. We 

believe that her concerns must be addressed by the Board and by the OAL before the regulations are finally 

adopted. 


We urge the Board of Pharmacy to reconsider these regulations,and at least increase the font size standard to~ 
 

 

12 pointfont and, translation of the labels into key languages before finalizing these regulations. Let's turn the
Board's lemon of a proposal into lemonade while we still have time. _ . 

, . ,

Sincerely, 

Nan Brasmer, CARA President 

CARA* 600 Grand Ave. #410 *Oakland, CA 94610 *510-663-4()86 * www.~californiaalliance.org 
. - . :,. ~.. ~ .: '. ::'~ :::....... 


http:www.~californiaalliance.org
mailto:BoaJc!,m@mb.e'r


tilers' Sacramento 

P.O. Box 19438 
Sacramento, CA 95819 
916-921-5008 
www.gpcal.'org

March 1,20.10 

Dear President Schell and Members of the California Board of Pharmacy, 

I write this letter on behalf of the Sacramento Gray Panthers to again let you know how disappointed 
and angered we continue to be about the regulations for patient-centered labels passed at your February 
1i h Board of Pharmacy meeting. Your decisio.ns ignored all the scientific studies cited, including 
those of the World Health Organization, Northwestern University and others. The only apparent 
consumer representative on the Board, Ramon Castellblanch, presented evidence that clearly indicated 
that as many as 300,000 seniors in California are at risk of harm because of your recklessness in 
mandating a minimum 10 point font rather than 12 point font that all these studies recommended. This 
harm to seniors will increase dramatically as the Baby Boomers age and will be a real black mark on 
your reputation. 

In a4~lti()1l' the issue of~tio~ labels was flippantly disregarded, dea41y ind,eed iI,l themost 
diverse'state in the nation. You-naveshown a callous disregard to the millions oflhnited EnglishspeakersiD. California. . .... .........­

.' .,,", 

We in Gray Panthers have been involved with this bill from the very beginning, and were thri~~edto 
have Senator Ellen Corbett carry the bill to passage. Your actions have made a mockery or SB 472's 
spirit and intent, as was expressed at the Feb. 17th meeting by her staff person, Anthony Valdez .. This 
flagrant disregard of both the California Legislature and seniors is a real slap in the face . 

•. ~_>•••, .. _.,,,,_X(iW\<i~,C,i&iQn.has- cause.d..us.to.,question-the.commitment..of.the.. Board,of,Rhariliacy_and.the~coFpQtate);';i.,-.,".,,;.""_"4';";:';:;' 
members of that Board to the wellbeing of all consumers. Furthermore, I doubt that I will ever have the 
trust I used to have in Rite-Aid and CVS. 

:a::~~ ~~e1~~:!:io~~=~~~~:~~~n~~~~~!~~:~~~~~~~n:~a;~a~~~e~:il~:-~!~tiif!::ss~ze- ~-@-Ct)- -.­
.) (R. ~. . 'I regulations. 

Sincerely, 

Margie Metzler , 
margiemetz@hotmail.com 
Convenor, Sacramento Gray Panthers 

READY FOR ACTION TO TAKE ON THE FUTURE 

mailto:margiemetz@hotmail.com
http:decisio.ns
www.gpcal.'org
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CALIF RNIA 

STATE RETIREES· 
e.' 

• 	 'JII 

ar.< ~ 

11080 Street· Sacramento, CA 95814. (916) 326·4292· (888) 808·7197 
CSEA RETIREES, INC. 

An Affiliate of the California State Employees Association 

Feb. 24,2010 

California Board of Pharmacy 

1625 N. Market Blvd., N219 

Sacramento, CA 95834 


Dear California Board ofPharmacy Members: ~ t 
. As presidel~tof CSEA Retirees, Inc. - representing 29,000 state retirees throughout -<:";""(1 


Ca~ifornfa.- r str6ilgly oppose using font sIzes smaller than 12 points on drug labels and .S 

S (,/ \) 

~~~~f 

~ 


 ) 


..' 

. 

Prescription instructions.· .... . , . ,',..... . " 	
It goes without saying that many retirees have a harder time reading the names of 


their medications and the instructions for taking them. To help reduce the millions of 
prescription errors occurfing every year, the board should help -not hinder - by requiring
the bare minimum of 12-point type on drug labels and instructions. 


. . .... ·.. ····'·The 12-point standard' coincides with the tecolnmendations made"by-yo"lu'own staff
and the National Association of Boards of Pharmacy. The standard is also in line with what 
many ofthe29,000 members of CSEA Retirees, Inc. have told me they want and need. 
Bothverbal and written, conUllUnication is essential to ensure the be~t outc.01.11e for patients, 
as well as pharmacists, doctors and the entire health care industry. 

Please take a proactive stand toward reducing dangerous prescription errors by 

making labels and instructions user-friendly for California seniors. 


~ .....•.... ~~ 
Roger Marxen 

President, CSEA Retirees, Inc. 

11080 St. 

Sacramento, CA 95814 
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March 9, 2010 

Virginia Herald, CEO Kenneth H. Schell, Pharm.D., Pres. 
California Board of Pharmacy California Board of Pharmacy 
1625 N. Market Boulevard, Suite N219 Prescription Solutions 
Sacramento, CA 95834 2300 Main Street 

Irvine, CA .92614 

Dear Ms. Herald and Dr. Schell: 

He: 1.707.5 Patient Centered Lab(9ls & SB,4?~, (Cqrbett Legislation issues) . 
. "

-

. 
' , 

. ".' 

Co'i-nmentsto be seht on to OffiC'e ofAdministrative Law -, 

Pharmacists Planning Service, Inc. (PPSI), a501 C (3) nonprofit public health, 
con~Ul11er, pharmacy educ'ation organization, sljbmits the foHowing(3qmments 
and:testfr')1ony regarding 1707.5 Patient Centered Label~, aog .$8-472_ ' 

·~:tt
..",~-"~

" '.: " ~'I,!.i4-~~.--"·'~"""'''--'·'''''''''·'''''''"''~' "'.., """''l'-' 1\...,....• ",~ ".' .;" '.:,,,:.,,\:.,.:, .' .....,:"':' r· ."', -.,!~." ";, , ' . .:...". '. .,: .. •. " .' •• ~,,!,,:,,~,~ ."..~".. ,...: .. ':L'-'l··' .":.' ••" >'~';';"',!,:,.•
ri'pcl~ro~n,t§itiori issues to the Office of Adm.lnistr·ative Law Wi~11 aqqjtiql,J,al.""" ,'. " .,..:~,
'1;,com:rrremtscif0r"the"'UpcomihftApriyealifcml'i~""State'Board-"6f~Pnarm~3'cy"-meeting ,in 
;Riverside (which I am unable to attemc;f): ' 

-1.- ,"-arid many cOl1sumeradvocates-\o/ereunableto-attend the J~n,i.Jary 20, 
201,0 SOcfrd of Pharmacy meeting in Sacramento due to five days of extremely 
heavy r?in. . 

2. Due to this poor weather it is my understanding the electricity went off during 
the me~ting including the lights and audio visual. Many of the consumer 
advocates could not testify, could not be heard or hear the other speakers on this 
crucial issue. 

3. At the February 17th Board meeting I asked the Board prior and during t6 the 
meeting: . 

a. Could we, consumers and patient a.9yocates in th~ audience, address the 
Board prior to its vote? It was stated the'January 'meeting was for testimony and 
we could comment after the vote on SB 472. 



/ 


,h 

,

. 
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'
""

Shard prior to its vote? It was stated the January meeting was for testimony and 
we could comment after the vote onSB472. 

b. I asked the Board before the vote if the Board could poll the members 
present on the voting·so the consumers in the room would know how each 
member of the Board voted. 

c. I was told that the Board does not poll its Board on individual vote·s. 

d.1 mentioned that some of the Board members had a conflict of interest and 
represented chain drug store management and did not represent the public 
health and safety of the patients/consumers in the audience even though they 
are in managerial positions at major chain stores. 

, 

e. The Board's response was that they represented the people of California and 
not their corporate interest. . 

4. In,gn article in·theLos Angeles Times IIDrug~xecutive Cast Key Vote to Kill 
LaPelii]g Law.... Pharmacy Boa·td wa$l?os~'d toOK Measure Opposed by One of 
·the··Gbvernor'sM:ajbrDonors Until he Nal11ed·a·CVS/Pharmacy Official t6 the 
Panel" written by Shane Goldmacher, February 20, 2010. This article stated 
"CVS/Pharmacy Official, Deborah Veale, provided the vote that killed a plan to 
requir~l~rge type on drug I~bels andin~truGtions t() make orgl transl~tiol1~,of them 
avaiJ,§iblef6r all non-English speakers".This was after the Californfa R.etailers ' 
A$$:Oci~tion donated $400,000 to GoVernorSchwa-rzenegger's'p-olitical 
~i"ii~~i.co,mrnitteesj:and,;cal11paign..,.'"'_"'.""';""~':';"<'"'.';ii"';:"";":"';''''''''';:h;"::'"''~~;~'''A''''''''''' ,."".."".:'"'~;"'''''''''''~'';'''~''';'''''';'';''''''''''''0'''' ....._,A,.,,,,,,,,,,.;,, ..,_;·,,,,,,,, 

5. For those members of the Board:who belong to the California Retailers 
 A\ss6Ciation,. PPSI submits there-appearslbbe-a··Gonflictofiriterest-as~in .. · 
testimony it was brought out thatenrarging the labels under SB 472 it would cost 
one to three cents . 

.•.. . 

6. In the January/February material sent by the Board to all consumers, 
patients and. interested parties, the material specifically stated that a 12-point font 
is the minimum standard for readability.E3eforethe assembled Board at the 
February 17th meeting and beforelhe vote was taken, it was reiterated by one of 
the Board members, a consumeradvocate;-Dr..Ramon Castellblanch, with 
documented statistics that yes indeed that the 12..:point font is the minimum 
st?ndard for readability and·that300,00o. seniors over 75 with macular, 
degeneration and glaucoma along. with:cataracts and poor vision, would not able 
to read the labels. 

7. In my testimony after the vote was taken, I m.entioned Lucian Leape, M,D" 



Harvard Medical and Public Health Schools, authored a study'showing that 
107,000 Americans die each year from mixing their prescriptions, taking the 
incorrect medication, mixing their Rx's with herbals and over-the-counter 
prQduQtsand thatby not increa$iog the label print to a 12-point font another 
300,000 Californians could be injured. 

8. I ppinted out again that the injury takes the shape of increased medical, 
hospital and emergency room visits. I suggested the Board could rescind lts vote 
to include a 12-point font which fell on deaf ears. 

9. In my testimony I mentioned that by lowering the, font size of the drug 
manufacturerwho produces theproduc:t, the patierit would not be able to return 
these prescription drug products to the pharmacies if they could not read the 
manufaCturer's name on all recalls by the Federal Food and Drug Administration 
(FDA). 

10. I mentioned that in the most recent FDA Recall, November 19, 2009 to 
.

""'~""

. '

"

""":

 December 18, 2009 a major drug company, Apotex, Inc. ,Ontario, Canada, 	 , 
annoUnced by letter on August 28,2009 a firm initiated recall for 73 products due 
tq Gurrent good manufacturing practices deviqtions. The company reporte.d that 
4,578,203 boxes and bottles were affected and the letter stated "CONTACT 
YOUR PHARMACIST TO INQUIRE IF YOUR'S (PRODUCT) IS ONE OFTHE, 
AFFi::CTED LOTS". This was a Class II Recall indicating a problem whi¢h may 
have, caused temporary or reversible health effects. ' ,\2:: 

"";rr""7iJie'r'th'e'5~4"'\fote"whfch"'defeated"'fh'e:rab'e'frng"'co-nsu'mera'ctl'o'n"ls;'~8'8";"'8""'"'' ""'-... ,.-,,~~, 
discussed on No. 10 (above) took place as to whether to put the labeling of the 

drugrh~mufacturer in small- font. In my .opinion theprint would be tqosmall for 

p?tT~nt~ 'tc(reacf"ContacfVour Phai-maCi~tif Yo'ur~sls'(jne -6rtheAffe-c~~d tots"­

fo'i- all FDA recalls which would cause further serioUs harm to California 
 consumer/patients. I was under the impression that this kind of conversation 
which is part of the 1707.5 proposed modifications under SB 472 should have 
taken place before the vote was taken. 

12. Perhaps the mass confusion on most seniors' minds in my discussion with 
them ?eems to be that the print-size and font..:size should be separated from the 
issue'oflabels being printed in various languages as I~lnguages were not 
discussed in the 'February 17th meeting. The language issue is more 
complicated than the print-site issue. This was never made clear to the 
audience. 

In summary, I would like the above information'sent on to the Office of 

Administrative Law for its opinion ,as the proposed, regulations for patient­



-1; '

.-11. -,"'p',_

-
. _ .';.." ••  ...:....;,;;:kti,'·.·".~·~~?,':~~~~\<~~}...;~:;.:.;~,:};".:.._._, .", ,""." "" ~';, .... ,:;.:...:..,,,.~. ~,,; .'. "'~." .;-•...,..;.~:·~.::"L:;::.~~'.c..·. '.__ 

centered labels is confusing, the issues Which were discussed were not 
discussed before the vote was taken by thE? Board, there appears to be a conflict 
of interest among the California Hoard of Pharmacy members who -represent the 
chain pharmacies with the passing of $400,000 through the California Retailers 
AssQciation to the Governor's political_comrnjttees. 

PPSlis asking OAL to separate the two major issues, print-size and the printing 
of labels in various languag~s. 12-point font is the MINIMUM standard for 
readability which is the Board's own documentation but was completely ignored. 
There is a conflict, confusion and a public health and safety hazard which has 
been ignored at these hearings with therequ~~t -of ~n individual po.ll vo'te of the 
Board members. The issue-bf,various~ lan'giJages_on the labels was 'also 
completely ignoreda$origin~Uy request,eo__ ibthe original-languageofSB 472. 

For the· above reasons, I request the Office of Administrative Law turn back this 
entire packet to the California Board of Pharmacy for a re-hearing before 
finalizi hese regula LL-J'~..... 

-r doS, ayer, 

prior to the voting once the conflicts are corrected. 

_ 
President, PPSI 
101 Lygas Valley Road, Suite 384 

San~Rafael, CA 94903­
Telep,hone: 415.479-8628 

Fax: . 415479-8608 

Email: PR§J@_9._Q_!~Q_Q_m -

Website: www.ppsinc.org 


..... 

http:www.ppsinc.org
mailto:PR�J@_9._Q_!~Q_Q_m


I 

/ 
// 

,--,,--,-,-,"-,---'~-~.~----"= 

i' 

Ruth M. Ryan 
2101 Lambert Dr. 


Pasadena,CA 91107 
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From: Boyce Hinman Fax: (877) 818-0914 To: ,_ Fax: +1 (916) 574-861 B Page 1 of 1 3/10/201010:13 

Ms. Carolyn Klein, Coordinator 
Legislation and Regulations 
California State Board ofPhannacy 
1625 N. Market Blvd. N 219 
Sacramento, CA 95834 

Dear Ms. Klein, 

I am writing to express my concerns about changes that the State Board of Pharmacy has made to 
proposed regulations regarding patient centered drug labeling. 

In these revisions, the Board backed away from an earlier requirement that labels be printed in a 
font no smaller than 12-points. The new requirement will be lO-points. Considerable research has 
shown that a minimum of a 12-point font size is needed for readability. 

The Board eliminated a requirement for pharmacies to translate drug labels. Even though the 
Board will be providing 'some translated labels on their website, the regulations do not require the 
phannacies to use them. Without translated labels, patients whose primary language is not English 
will not be able to read instructions on how to taketl,1eir medication. 

' .. ' 

The Board also weakened the requirement to provide patients with oral interpretation ofthe drugs' 
directions, with a caveat that translation will be provided only "if available". 

These issues are no small matter. According to the US Census Bureau, over 14 million people in ' 
California speak English less than well. For their sake, and for the general welfare ofus all, we 
need to do all that we can to assure that people olearly understand the instructions for use of their 
presoription medioations. 

, ,",-,,,,,, -',"'-A'i"Ctoll1areli{(-pleas~tmaKesure the Boar'dtirt(tet~t~a!th6~et:;1l~wlng~p-omts':"'-'-"--"------" ",~---:--- .. ,----'''-'''(;;U)''''''''';; 
. " ') l J-- rJ­-12-pointfont is the minimu~ size for readab~F~:- -

 


C.}» 


 


~lr~!!sll!.te<i t~bels_Me f;:_ss,~ntl~l for our oOmml-!mtle",~JQ ungerstandhow to. take thelrme,dlOatlOn , 

effeotively and safely. ,_ 

- Phannacies should be required to use the translated labels provided by the Board or develop their
own translations. ­
-Oral interpretation must be required for all patients. Using the caveat "if available" in the 
regulation will leave people who speak limited English vulnerable to misuse oftheir prescriptions. 


I look forward to hearing that these important points will be refleoted in the final regulations issued
by the Board. 


Sincerely, 




Mary Grisaffi 
<mjg.mai\@sbcglobal.net> 


02/25/2010 04:34 PM 

To Carolyn_Klein@dca.ca.gov 


·cc 


bcc 


Subject prescripton labels 
. v' 

/ ~~Ulk l 'd- ~ 
I am. a senior, wear glasses, & 12 point font is the .minimum I am able to read.· 

It is important for me to be able to read my pr.escription labels easily. 

Since most of take several different medications it could be a matter of life 

& death 'to take· the wrong medication or the wrong dosage of one or 

more. PLEASE reconsider the 10 point font. It is ridiculous to have a 

problem due to this new idea. Many of us live alone '& have no one to help 

us read our prescription ~abels, so please do NOT use the 10 point font. 

Mary Grisaffi---a concerned senior in California. ~ 
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mjg .rnail@sbcglobal.net 
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mailto:mjg.mai\@sbcglobal.net
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Margaret Murphy 
<murphthesurph@sbcglobal. 
net> 

02/26/2010 01 :18 AM 

To <Carolyn_Klein@dca.ca.gov> 

ce 

bee 

Subject Labels on drugs 

Please,stop the proposed changes to drug labeling (the size of the type and absence of translation). I 
would .beadversely affected by the reduced size of type since I take multiple . ..-drugs and have ·difficulty 
seeing. I hate to thil}k of the dangers of compounding these problems with the lack of primary 
lariguqge support. 
Sincerely yours, 
Margaret Murphy 
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From: Diana Madoshi <quemere@sbcglobal.net> 

Subject: Patient centered labeling 


Date: March 10,2010 12:44:52 AM PST 

To: carolyn_klein@dca.ca.gov 


March 9,2010 

To the Board of Pharmacy Board 

'"If We the undersigned are writing in response to the Board of Pharmacy devastating blow to consumers on enacting provisions 

for patient centered labels, especially who comprise of 48% of all prescription drugs. ' 


') 
The board were given responsibility to address the needs of seniors, patients with limited English and improved the folit size 
and listen to medical literacy research in helping to implement the bill once it became law. 

We listened and observed the board fail in their mandate. They failed California consumers big time with two of the most 
important requests; at least medication labels in at least 12-points (the standard for newspapers) and that labels be translated 
into most common languages spol<e in California. It was outrageous. The drug chains won the day when the board vote for a 
10 point standards and no translations.' , , 

Despite evidence based testimonies that supported what seniors needed to avoid medication errors and injuries, a 12 point at 
minimal, this board did 'not stand up for seniors and cqnsumers. Those on the board with recent drug industry and chain' 
employment ties should have excused themselves. The consumers reps on the voice should have acted in the consumers best 
interest. Obvious to me and others, the billllaw should have been more specifics with the font size and translation, because the 
board did not close the deal in consumers best interest. , 

There is still time for the Board of Pharmacy to act on behalf of the seniors and consumers oI California. Reverse the vote for thej 
10 point standard. Then you will still be protecting and ensuring the safety seniors and all Californians .. 

, 	 , 
, 	 " 

Please don't disregard our input. -

Respecially, 	 .111.,1, ,1 R _ /, "~ /'01/ 

- .~~~/Il-~:~:-r~4 ~r.-

Diana Madoshi, 3220 Santa ,Fe Wy #108 Rocklin, CA; Blair P. Ogg, Villa Serena Circle, Rocklin; Deloris Bennett, 11 Villa 
Serena CirCle, Rocklin; Adrienne Fo~rest,3704Villa Serena CirCle, Rockiin; marian L. Benson, Villa Serena' Circle, Rocklin; 
Lorene Ware 269 Villa Serena Circle, Rocklin, Christina Rojas, 3220 Santa Fe Wy #201, Rocklin; Frances Herdanez, 1711 
Villa Serena Circle, Rocklin; Marie H. Risucci, Villa Serena Circle, Rocklin; Barbara Coats, 3220 Santa FeWy #149, Rocklin, 
,:Ruth Nonnenberg, 415 Villa Serena, Rocklin; Mary Lou HiII,3703 Yilla Circle, Rocklin; Mrs. Barbara Ulrici, 2709 Villa Serena 
Circle, Rocklin' - , 

mailto:carolyn_klein@dca.ca.gov
mailto:quemere@sbcglobal.net
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February 23,2010 

Senior request, 

-Please enlarge prescription ~ . .' ers on 
medlcation bottles. 

February 23, 2010 

Senior request, 


Please enlarge prescription. \.o,.\.•-ei5 
. . mimbers on 
medlcatlOn bottles. . . 



February 23,2010 

Thank you, 

February 23,2010 

Senior request, 

Please enlarge prescription nliMb-e;is on 
medication bottles. 



February 23, 2010 

Senior request, 

. .. \oJaeJ.s
Please enlarge prescnptIOn :n:Liiiibers on 
medication bottles. 

February 23,2010 

Senior request, 

.. \o.\~ .
PIease e nlarge prescnptIOn Rum ers on 
medication bottles. 



February 23,2010 

Senior request, 

. \.o1;.Js 
Please enlarge prescription n~s on 
medication bottles. 

Thank you, 

February 23,2010 

Senior request, 

Please enlarge prescription ~s on 
medication bottles. .. 



February 23,2010 

Senior request, 

.. \a1:ds
PIease e nlarge prescnptlOn ~ers on 
medication bottles. 

Thank you, 

February 23,2010 

Senior request, 

\cUh-el-;; .... 

Please enlarge prescription ntniIl5ers on 
medication bottles. 

Thank you, 

?I~ctJtUV 
c2 (p () 1 f-()-dlJ~t/M dJ IN, 

12 (J~~ t3ct, 1~'-'7 &~ 
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February 23, 2010 

Senior request, 


Please enlarge prescription ~s on 

medication bottles. 


February 23,2010 

Senior request, 

.. lo..b.e1s 
Pease e arge prescnptIOn n'.i.l:Hrl:)ers on 
medication bottles. 

Thank--y. ou, /'--7 ) ~ c. 

1 nl 
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NXflONALASSOCIATION OF
N~~~~'-' CHAIN DRUG STORES ilETlllLEilS IlSSOCIIlTION 

cal iforn iapharrnacistsassociatl on 


March 10,2010 

Via email Carolyn_Klein@dca.ca.gov 
Carolyn Klein 
1625 N Market Blvd, N219 
Sacramento, CA 95834 

RE: Proposed Title 16 CCR Section 1707.5 Delivery of Prescriptions - Technical 
Amendments 

Dear Ms. Klein: 

On behalf of its members operating retail pharmacies in the State of California, the California 
Pharmacists Association, (CPhA), the California Retailers Association (CRA) , the California 
Grocers Association (CGA) and the National Association of Chain Drug Stores (NACDS) write 
to acknowledge the amount of work, time and resources the Board of Pharmacy (Board) has 
devoted t9 the development of the proposed Section 1707.5 of Division 17 of Title 16 of the 
California Code of Regulations regarding Patient Centered Labels on Medication Containers. 
We appreciate that this has been a long and difficult task and thank the Board for soliciting 
comments from interested parties to draft a regulation that balances the concerns of all 
stakeholders. We share the Board's goal of ensuring prescription labels provide patients with 
information necessary to ensure the safe and proper use of prescription medications. 

We greatly appreciate the Board's willingness work with pharmacies on the concerns we raised 
on the previous draft of the regulation. In the interests of clarity, we would like to offer a couple 
of technical amendments that we believe will clarify the regulation. The first suggested 
amendment is intended to clarify the requirement to list the name of the manufacturer in way that 
is consistent with state law. The second tec1mical suggestion would offer pharmacists latitude, 
based upon their education and training, in providing instruction for usage information to 
patients. 

Suggested technical amendment 1: 
1707.5(a)(1)(B) Name of the drug and strength of the drug. For the purposes of this section, 

/ 
"name of the drug" means either the manufacturer's trade name, or generic name and the name 

of the labeler or manufacturer pursuant to sections 4033 and 4076 ofthe Business and 

Professions Code. 


Suggested technical amendment 2: 

1701(a)(4) When applicable clinically appropriate and in the professional judgment of the 

pharmacist, directions for use shall use one of the following phrases: 


mailto:Carolyn_Klein@dca.ca.gov


Proposed Title 16 CCR Section 1707.5 Delivery of Prescriptions 
March 10,2010 
Page 2 of2 

We thank Board for the opportunity to submit comments and to testify during public meetings on 
the proposed rule and urge the Board to consider the two technical amendments suggested above. 
We thank you in advance for consideration of our comments and please do not hesitate to contact 
us with any questions. 

Sincerely, 

Missy Johnson 
CRA 

Diane L. Darvey, Phann.D., JD 
NACDS 

Lynn Rolston 
CPhA 

KaraBush, 
eGA 



March 3, 2010 

Virginia Herold, Executive Officer 
California Board of Pharmacy 
1625 N. Market Blvd. N219 
Sacramento, California 95834 
Virginia Herold@dca.ca.gov 

RE: 1707.5 Patient Centered Labels on Medication Containers 
CSHP Position: Support 

Dear Ms Herold: 

The California Society of Health-System Pharmacists (CSHP) is pleased to inform you that our organization 
continues to support the addition of Section 1707.5 Patient Centered Labels on Medication Containers of 
Division 17 of Title 16 of the California Code of Regulations. 

According to the findings of the 2005 Senate Concurrent Resolution (SCR) 49 Medication Errors Panel, 
medication errors cost California $17.7 billion dollars and causes harm to 150,000 Californians every year. 
In an effort to address this alarming rate of fiscal and physical damage, the Medication Errors Panel 
recommended that the California Board of Pharmacy examine the eXisting requirements for prescription 
container labels and prescription containers. Senate Bill (SB) 472, authored by Senator Ellen Corbett, was 
adopted and requires the Board of Pharmacy to promulgate regulations on or before January 1, 2011, a 
standardized, patient-centered, prescription drug label on all prescription medication dispensed to patients 
in California. CSHP supported SB 472 and continues to assert that having astandardized prescription label 
would reduce medication errors and protect Californian consumers. 

In 2007, the Institute of Medicine published Preventing Medication Errors, a report by its Committee on 
Identifying and Preventing Medication Errors. They identified eight elements contributing to communication 
lapses that lead to medication errors. Cluttered labeling, ie, font size, poor typeface, no background 
contrast, and overemphasis on company logos was included on this' list amongst others. We support 
adopting the proposed language of this section to reduce medication errors and maintain safe medication 
use. 

Founded in 1962, CSHP is a professional SOCiety representing more than 4,000 pharmacists, pharmacy 
technicians, and associates who serve patients and the public by promoting wellness and the best use of 
medications. CSHP members practice in a variety of organized health care settings including, but not limited 
to hospitals, integrated healthcare systems, clinics, home health care and ambulatory settings. 

If you have any questions, please do not hesitate to contact Bryce w'A. Docherty, CSHP's legislative 
advocate at (916) 446-4343 or me at (916) 447-1033. 

Respectfully, 

Dawn Benton 
Executive Vice President/CEO 

mailto:Herold@dca.ca.gov

