
 
 

   
 

 
 

 
 

  
 

   
  

 
 
 

    
 

    
 

 
  

    
   

 
 

  

 
   

 
 

      
  

    
    

   
 

   
      

 
 

      
   

California  State  Board  of P harmacy 
1625  N.  Market  Blvd,  Suite  N219,  Sacramento,  CA  95834  
Phone  (916)  574-7900  
Fax  (916)  574-8618  
www.pharmacy.ca.gov  

BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

Communication and Public Education Committee 

Ryan Brooks, Chair, Public Member 
Cheryl Butler, PharmD, Professional Member 
Ramón Castellblanch, PhD, Public Member 

Shirley Wheat, Public Member 
Albert Wong, PharmD, Professional Member 

Report of the Communication and Public Education Committee Meeting Held October 7, 2013. 

a.	 FOR INFORMATION:  Review and Discussion of the 42nd Annual Report of the Research Advisory 
Panel of California
 

Attachment 1
 

Background
 

The Research Advisory Panel of California was established to oversee research involving use of
 
controlled substances.  Section 11213 provides that:
 

Persons who, under applicable federal laws or regulations, are lawfully entitled to use 
controlled substances for the purposes of research, instruction, or analysis, may lawfully 
obtain and use for such purposes such substances as are defined as controlled substances in 
this division, upon approval for use of such controlled substances in bona fide research, 
instruction, or analysis by the Research Advisory Panel established pursuant to Sections 11480 
and 11481. 

Patrick R. Finley, Pharm.D., is the board’s appointment to the seven member advisory panel. Mr.
 
Weisser referenced the copy of the 42nd Annual Report of the Research Advisory Panel of
 
California (July, 2012) provided with the meeting materials. The committee recommended that 

Dr. Finley come to a future meeting of the committee or board to tell them more about the
 
Advisory Panel’s activities and to share additional information on studies that may be of interest 

to the board or related to the pharmacy profession.
 

b.	 FOR INFORMATION:  Discussion on Requests from California Pharmacies for Exemption from 
Title 16 California Code of Regulations Section 1707.6(e) to Use Alternate Notice of Interpreter 
Availability Posters 

Attachment 2 
Existing Board regulation requires pharmacies to prominently post the “Notice to Consumers”
 
required by 16 CCR Section 1707.6.  In addition, Section 1707.6(c) requires every pharmacy to
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http://www.pharmacy.ca.gov/


 
      

    
    

   
  

   
 

 
  

     
     
    

    
 

   
    
    

 
 

   
  

 
 

  
    

 
 

  
 

     
 

    
   

 
 

 
    

   
 

   
   

     
   

post or provide a “point to your language” notice so that consumers are aware that interpreter 
services will be provided to them at no cost.  That subdivision specifies that the pharmacy shall 
use the standardized notice provided by the Board unless the pharmacy has received prior 
approval of another format or display methodology.  The board has delegated to the 
Communication and Public Education Committee the authority to act on all requests to use 
another format or display methodology of these posters. 

The committee considered and denied two requests to use an alternate format Notice of 
Interpreter Availability. One request was from Costco, and the other from Walmart Stores (for 
both Walmart and Sams Club pharmacies). While each request specified additional languages (in 
addition to the twelve mandated by board regulation), neither contained the specific 
language/phrasing that is required by 16 California Code of Regulations Section 1707.6(c):  “Point 
to your language. Interpreter services will be provided to you upon request at no cost.”  Copies of 
the alternate format notices considered by the committee are provided in Attachment 2.  In 
addition, the committee would like to see any alternate format notice submitted for the 
committee’s approval to include the statement “This notice is required to be posted by the 
California Board of Pharmacy.” 

Finally, board staff drafted a form that can be used for future requests for the committee’s 
consideration.  Staff will add to that request form a reminder that any alternative format notice 
must contain the language required by 1707.6(c). 

c. FOR INFORMATION:  Update on the Status of the Updated Emergency Contraception Fact 
Sheet, as Required by Title 16, California Code of Regulations Section 1707.5(e) 

Attachment 3 

The board is in the process of securing bids to have the Emergency Contraception Fact Sheet 
(required by 16 CCR Section 1746(b)) translated into six languages: Chinese, Korean, Russian, 
Spanish, Tagalog and Vietnamese.  These are the same six languages in which the board makes 
available its “Notice to Consumers” posters (upon request, or download).  When available, the 
Fact Sheets will be available upon request, and will also be available for download from the 
board’s web site. 
A copy of the updated Emergency Contraception Fact Sheet (English version) is provided in 
Attachment 3. 

d. FOR INFORMATION:  Results of the Assessment of California’s Patient-Centered Labeling 
Requirements as Required by Title 16 California Code of Regulations Section 1707.5(e) 

Attachment 4 
Title 16 CCR Section 1707.5 specifies requirements for patient-centered labels for prescription 
drug containers.  When the board promulgated these requirements, it included in subdivision (e) 
a requirement that the board re-evaluate the requirements by December 2013 to ensure optimal 
conformance with Business and Professions Code Section 4076.5. 
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The committee reviewed the factors considered when developing the current regulatory 
requirements, as well as the board’s efforts to date to review the patient-centered requirements, 
which was initiated by the committee in April 2013.  The committee discussed the USP guidelines 
published in November 2012, noting the close resemblance to the board’s requirements, and 
Ms. Herold indicated that staff continues to search for medical literacy research regarding 
standardized directions for use, noting the goal of such a schedule is to increase patient 
understanding, adherence to medication instructions and improving health outcomes. Board 
staff has been trying to build support among groups by highlighting the benefits of utilizing 
standardized directions for use, and that there may be educational opportunities to work with 
the prescribing boards to this end. 

One of the recommendations in the NCPDP White Paper is to implement the use of universal 
medication instructions in an effort to help get the e-prescribing directions for use standardized. 
In its surveys, the board has looked at the use of font sizes, how interpretive services 
requirements are being implemented, patient satisfaction (a general framework of what patients 
are thinking) – noting they want larger font, and the purpose on the label. 

The committee discussed the distribution of the surveys, noting that CPEHN had the survey 
translated and distributed among limited English and other groups.  Results of a recent survey 
conducted by the board are provided in Attachment 4. 

Should the board modify what is considered “patient-centered”? 

Regulation currently requires that “patient-centered” items shall be clustered into one area of 
the label that comprises at least 50 percent of the label: 

1.  Name of the patient 
2.  Name of the drug and strength of the drug 
3.  The directions for use 
4.  The condition or purpose, if it is indicated on the prescription. 

In addition to these required elements, it is noted that some pharmacies include additional 
information within the 50% clustered area, such as the patient’s address, expiration dates of 
drugs, or other information. The committee voted to clarify exactly what information is intended 
by the board to be included within the patient-centered clustered area. 

Committee Recommendation: Amend Section 1707.5(a)(1) to read as follows, to specify that 
only the four items listed in that paragraph are to be within the patient-centered clustered 
area. 

(1) Each of the following items, and only those four items, shall be clustered into one area of 
the label that comprises at least 50 percent of the label.  Each item shall be printed in at least 
a 10-point sans serif typeface or, if requested by the consumer, at least a 12-point typeface, 
and listed in the following order: 

Public Education and Communication Committee Chair Report – October 2013 Page 3 of 8 



 
      

 
    

    
 

   
   

 
   

 
 

  
  

  
      

    
 

  
       

 
      

 
  

   
    

 
    

      
 

   
   

 
 

    
     

   
      

    
   

     
 

    
  

The committee addressed whether or not there should be any change to “name of the patient,” 
and there was no committee or public comment. 

Should changes be made to 1707.5(a)(1)(B) regarding the “name of the drug and strength of 
the drug”? 

Is it worthwhile to list the name of the manufacturer in the patient-centered portion of the 
label? 

Current regulation at Section 1707.5(a)(1)(B) specifies that the name of the drug and strength of 
the drug be in the patient-centered portion of the label and that “for the purposes of this section, 
“name of the drug” means either the manufacturer’s trade name of the drug, or the generic 
name and the name of the manufacturer.”  The committee discussed the value of having the 
manufacturer’s name as one of the patient-centered elements. 

Recommendations provided in research are as follows: 
•	 USP suggests that the drug name be spelled out fully (brand AND the generic name) – 

no abbreviations. 
•	 NABP suggests inclusion of suffixes (CD, SR, XL, XR, etc.) 

It was the consensus of the committee that having both the trade/brand name and the generic 
name fully spelled out was needed.  In addition, there was consensus that the suffixes referenced 
in the NABP recommendation were part of the drug name and should be used. 

•	 NABP suggests that if a prescription is written for a brand name and a generic drug is 
dispensed then “generic for [brand name]” appear on the label. 

The committee noted that it is required that the manufacturer name be on a prescription label, 
and that they were considering whether or not it was to be within the patient-centered cluster or 
not. 

Public comments suggested that “generic for” be on the label where a generic is dispensed for a 
trade name, to avoid patient and/or caregiver confusion as to what medication to take and to 
avoid adverse events.  An example of dispensing hydrochlorothiazide (generic) for Hydrodiuril 
(trade name) was used, where the patient may get a generic at the pharmacy, and have a bottle 
(previously dispensed) at home with the trade name.  The committee received comments in 
support of having a “check book” approach to the format of prescription labels, where the 
information is in the same place, no matter what pharmacy dispenses the drug. 

There were comments in support of having the strength of the drug on the container, as it is 
important to emergency personnel. 

Public Education and Communication Committee Chair Report – October 2013	 Page 4 of 8 



 
      

 

  
 

  
 

    
     

   

     
 

      
  

    
      

     
  

 

  

  
    

    
    

       
  

    

    

    
    

     
 

 

It was the consensus of the committee that the “suffixes” referenced in the research are a part of 
the drug name and should be on the label. 

Committee Recommendation: Modify Section 1707.5(a)(1)(B) to remove the requirement that 
the manufacturer be in the “patient-centered” clustered items (knowing the manufacturer name 
will be elsewhere on the label); and amend the language where a generic is dispensed to say 
“generic for” (the trade name).  Staff is working with counsel to develop this language. 

Should Purpose or Condition be in the patient-centered clustered items? 

There was wide consensus among the committee and the public that the purpose or condition 
should be on the prescription label within the clustered patient-centered items.  Staff counsel 
commented that a statutory change may be needed, as Section 4076 states it is required to be on 
the label only if it is specified on the prescription. 

Staff sought the committee’s input as to whether this should be a regulatory change, or perhaps 
a statutory change – noting that previous attempts to make a statutory change failed. 

Committee Recommendation: Direct staff to work with legal counsel to draft language to amend 
Section 1707.5(a) (1)(D) to allow the purpose or condition to be included in the patient-centered 
clustered items. 

What Font Size is Appropriate? 

Acknowledging the Governor’s recent veto of legislation that sought to mandate a 12-point font 
on prescription labels, the committee discussed the current requirements.  Staff summarized 
surveys which indicated that pharmacies, by a wide preponderance, are using 12 point font as the 
primary font on prescription labels, and the committee noted that there are many reports, 
research and legislative efforts to increase the font size on a prescription label. It was the 
consensus of the committee that the regulation should be modified to require a minimum 
12 point font. 

Committee Recommendation: Modify Section 1707.5(a)(1) to read as follows: 

(1)  Each of the following items shall be clustered into one area of the label that comprises at 
least 50 percent of the label.  Each item shall be printed in at least a 10-point sans serif 
typeface or, if requested by the consumer, at least a 12-point sans serif typeface, and listed in 
the following order: 
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Should the existing requirements for “added emphasis” be modified? 

Current regulation at Section 1707.5(a)(2) states “For added emphasis, the label shall also 
highlight in bold typeface or color, or use blank space to set off the items listed in subdivision 
(a)(1).” 

The committee noted that not much research is available that addresses these items, however, 
there is a recommendation in the research that sentence casing not be in all capital letters. 

The committee did not recommend any changes to this requirement. 

Translations 

The committee received public comment in support of translations on prescription labels. 
Ms. Sarah de Guia, CPEHN, expressed concern over the survey results that indicated that 
pharmacies were using on-line translation services, such as Google Translations, and she spoke in 
support of the professional field of translators that are certified to provide these services.  She 
requested that as the board moves forward, it consider the use of such certified translators, and 
that where CPEHN can provide additional information to let her know.  She said CPEHN is 
concerned about the quality of translations that are being provided.  She spoke in support of 
establishing standards for providing translations. 

The committee discussed the ways in which the board is advising pharmacies of regulatory 
requirements and the notices that are required to be posted in pharmacies.  Staff noted that the 
board utilizes its newsletter, The Script, as well as e-mail subscriber alerts to share information 
with its licensees and interested parties. Staff asked one industry member if they would be 
willing to survey their member pharmacies to determine the types of services that are used for 
purposes of translating prescription drug labels. 

The committee did not recommend any modifications to the current requirements at this time. 

e. DISCUSSION AND POSSIBLE ACTION: Initiate a Rulemaking to Amend Title 16 California Code of 
Regulations Section 1707.5 

Attachment 5 
As a result of the committee’s discussion, the committee made the following recommendations 
to amend Title 16 California Code of Regulations Section 1707.5. Where applicable, the 
recommended changes are reflected (in underscore and strikeout text) on Attachment 5. 

Regarding what should be considered “patient-centered”: 

Committee Recommendation: Amend Section 1707.5(a)(1) to read as follows, to specify that 
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only the four items listed in that paragraph are to be within the patient-centered clustered area. 

(1) Each of the following items, and only those four items, shall be clustered into one area of 
the label that comprises at least 50 percent of the label.  Each item shall be printed in at least 
a 10-point sans serif typeface or, if requested by the consumer, at least a 12-point typeface, 
and listed in the following order: 

Regarding what type of information is within the “patient-centered” clustered area: 

Committee Recommendation: Modify Section 1707.5(a)(1)(B) to remove the requirement that 
the manufacturer be in the “patient-centered” clustered items (knowing the manufacturer name 
will be elsewhere on the label); and amend the language where a generic is dispensed to say 
“generic for” (the trade name). Staff is working with counsel to develop this language. 

Regarding the “Purpose or Condition” on the prescription label: 

Committee Recommendation: Direct staff to work with legal counsel to draft language to 
amend Section 1707.5(a) (1)(D) to allow the purpose or condition to be included in the patient-
centered clustered items. 

Regarding the minimum font size of the “patient-centered” components of the prescription label: 

Committee Recommendation:  Modify Section 1707.5(a)(1) to read as follows: 

(1)  Each of the following items shall be clustered into one area of the label that comprises at 
least 50 percent of the label.  Each item shall be printed in at least a 10-point sans serif 
typeface or, if requested by the consumer, at least a 12-point sans serif typeface, and listed in 
the following order: 

f. FOR INFORMATION: Update on The Script 

The next issue of The Script is being finalized and prepared for being posted online. The Script includes 
information regarding disciplinary actions taken by the Board, answers questions to frequently asked 
questions, and contains an article about the Joint Forum to Promote Appropriate Prescribing and 
Dispensing held earlier this year in South San Francisco. Staff leaves of absences and other issues have 
delayed the publication, but it should be available by the end of the month. 

Public Education and Communication Committee Chair Report – October 2013 Page 7 of 8 



 
      

    
 

     

    
     

      
     

 
 

 
 

 
        

 
 
   

  
 

   
  

 
      

     
 

      
    

 
   

    
 

     
   

   
 

 
   
 

  
 

g.	 FOR INFORMATION: Public Outreach Activities Conducted by the Board 

Staff provided an update of public outreach activities since the July report: 

•	 July 25, 2013:  The Board of Pharmacy, in conjunction with the Los Angeles Field Division of the Drug 
Enforcement Administration, co-hosts a seminar for pharmacists on July 26 in Downey, CA. The 
seminar focused on prescription drug abuse, corresponding responsibility of pharmacists, and other 
issues related to curtailing drug diversion. The seminar was well attended, with approximately 220 in 
attendance. 

•	 August 13, 2013:  Executive Officer Herold provides a webinar on e-Pedigree requirements at to a 
webinar audience hosted by the FDAnews. 

•	 August 16, 17, 18, 19:  The Board of Pharmacy, in conjunction with Washington Headquarters of the 
Drug Enforcement Administration, co-hosts  four day-long seminars for pharmacists.  Two where held 
in San Diego, and two in San Jose. The seminars focused on prescription drug abuse, corresponding 
responsibility of pharmacists, and other issues related to curtailing drug diversion. The seminars were 
well attended, with at least 300 individuals in attendance each day. 

•	 August 25:  Supervising Inspector Janice Dang provides a presentation on corresponding responsibility 
of pharmacies to physicians attending the Napa Pain Conference. 

•	 August 26: Executive Officer Herold provides a presentation via telephone connection to the New 
Mexico Board of Pharmacy on virtual wholesalers and wholesaler brokers and drug diversion. 

•	 September 17:  Executive Officer Herold provides a presentation via telephone connection on 
California’s e-pedigree regulations to 300 attendees of a LogiPharma conference in Princeton, NJ. 

•	 September 17:  Executive Officer Herold provides a webinar on California’s requirements for 

serialization to attendees of a PricewaterhouseCoopers virtual meeting.
 

•	 October 2:  Executive Officer Herold provides a presentation  on California’s e-pedigree regulations to 
attendees at a GS1 conference held in San Francisco. 

h.	 Update on the Development of Committee Goals for 2012-2017 to Fulfill the Board’s Strategic 
Plan 

Staff suggested that at a future meeting, the committee augment its goals for the Strategic Plan. 

Draft minutes of the Public Education and Communication Committee meeting held October 7, 2013 
are provided in Attachment 6. 

Public Education and Communication Committee Chair Report – October 2013	 Page 8 of 8 



 
 
 

 Attachment 1
 



FORTY-SECOND ANNUAL REPORT 


of the 

RESEARCH ADVISORY PANEL 

OF CALIFORNIA 


2012 


PREPARED FOR THE 

LEGISLATURE AND GOVERNOR 

RESEARCH ADVISORY PANEL OF CALIFORNIA 


455 Golden Gate Avenue- Suite 11000 

San Francisco, California 94102-7004 


www.ag.ca.gov/research 


--,~-~-----

www.ag.ca.gov/research


TABLE OF CONTENTS 

Page 

LIST OF 2012 PANEL MEMBERS 2 


SUMMARY OF 2012 PANEL ACTIVITIES 3 


TABLE 1- Research Studies approved in 2012 5 


TABLE 2- Research Studies closed in 2012 11 


APPENDICES 

Appendix A - Cu.riently Open Schedule I and II 23 

Non-Human & Academic Human Studies 


Appendix B - Currently Open Schedule II 29 

Clinical Drug Trial Studies 


Appendix C - Currently Open Research Studies 39 

on the Treatment of Controlled Substance Abuse 


Appendix D - Pertinent Sections - California Health and Safety Code 

§ 11213 -Persons and researches using controlled substances 41 

§ 11480 & 11481- Research Advisory Panel 41 

§ 11603 & 11604 - Attorney General 42 

§ 24172- Experimental subject's bill of rights 43 

§ 24173 - Informed consent 44 




MEMBERS 

RESEARCH ADVISORY PANEL OF CALIFORNIA 

Edward P. O'Brien, J.D. 
Panel Chairman 
Appointed by Attorney General 

Y. Jennifer Ahn, Pharm.D. 
Executive Officer 

Patrick R. Finley, Pharm.D. 

Appointed by the State Board of Pharmacy 


AndrewS. Kayser, MD, PhD 

Appointed by the University of California at San Francisco 

Designated University of California 


John E. Mendelson, M.D. 

Appointed by the California Medical Association 

Designated professional medical society 


Michele T. Pato, M.D. 

Appointed by the University of Southern California 

Designated private university 


Laurence R. Upjohn, Pharm.D. 

Appointed by the Department of Public Health 


RAPC Website: www.ag.ca.gov/research 

E-mail contact: jennifer.ahn@doj.ca.gov 

This rep01t represents a consensus among Panel members acting as individual experts. 

It does not represent policies or positions of the appointing agencies nor have those agencies been 

consulted by the Panel during its function or during the preparation of this report. 


2 


mailto:jennifer.ahn@doj.ca.gov
www.ag.ca.gov/research


SUMMARY OF 2012 PANEL ACTIVITIES 


During 2012 the Panel reviewed twenty-five research study submissions. Twenty-four 
were approved by the Panel. Among approved studies, four studies were Academic 
research studies, two studies were Substance Abuse Treatment research protocols, and 
eighteen studies were Clinical Drug Trial research protocols. 

Forty-three research studies were completed in 2012, and they were closed on the 
Panel's records. 

At the end of2012, the Panel was monitoring one hundred-twenty research projects. 
Note Appendices A, B; and C for specific listings. 

As part of the Panel's supervisory responsibility, ongoing projects are monitored by 
means of Annual Reports, Significant Adverse Event (SAE) reports and Site Visits. 

· Approval may be withdrawn ifthe study deviates significantly from the approved 
protocol. 

Table 1 is a list of the. studies approved by the Panel in 2012 and Table 2 is a list of the 
studies closed by the Panel in 2012. 
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TABLE 1 

RESEARCH STUDIES 

APPROVED IN 2012 


PI/ Sponsor Title of Study I Clinical Drug 
Trial Protocol 

Jack Berger, M.D. Prospective, Double-Blinded, and 
LAC +USC Medical Center Randomized Control Trial ofMultimodal Pain 
Los Angeles, CA Relief with Intravenous Magnesium, 

Lidocaine and Ketorolac in Patients with 
Opiate Refractory, Post-Operative Pain 

Philip E. Brckler, MD, PhD Detecting Apnea in Healthy Volunteers 
Dept of Anesthesia, UCSF Receiving Opiate or Sedative Medications 
San Francisco 

Raymond Stevens, Ph.D. Structure Determination of the Hallucinogens 
The Scripps Research Institute LSD and Psylocin Bound to the Serotonin 
La Jolla, CA Receptor 5-HT2B 

Michael A. Taffe, Ph.D. Behavioral and Physiological Toxicities of 
The Scripps Research Institute Cannabinoids: Effects of Cannabidiol 
La Jolla, CA 

Alkermes, Inc. 
 A Phase 2, Randomized, Double-Blind, 
Waltham,MA 
 Placebo-Controlled Study to Evaluate ALKS 

5461 in Subjects with Major Depressive 
Disorder and Inadequate Responses to 
Antidepressant Therapy 
(ALK5461-202) 
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Collegium I CRO-INC Research A Phase 3, Multi-Center, Randomized, 
Raleigh, NC Double-Blind, Placebo-Controlled, Safety, 

Tolerability, and Efficacy Study of Oxycodone 
DETERx™ Versus Placebo in 
-Gpiol.d-Experienced and Opioid-Naive 
Subjects with Moderate-to-Severe Chronic 
Low Back Pain 
(CO-OXYDET -08) 

GW Pharmaceuticals Panel Approved Resesarch 
Mill Valley, CA 

Mitsubishi I CRO-Quintiles A Phase 2, Randomized, Double-Blind, 
Overland Park, KS Placebo-Controlled, Fixed-Dose, 

Parallel-Group, Multicenter, Efficacy, and 
Safety Study of MT -993 8 for Treatment of 
Uremic Pruritus in Subjects with End-Stage 
Renal Disease Receiving Hemodialysis 
(MT-9938-01) 

Nektar A Phase 2, Enriched-Enrollment, 
San Francisco, CA Randomized-Withdrawal, DB, PC, MC Study 

to Assess the Efficacy, Tolerability, & Safety 
ofNKTR-181 in Opioid-Na'ive Subjects w 
Mod to Sev Chr Pain Due to Osteoarthritis of 
the Knee 
(12-181-04) 

Next Wave Pharmaceuticals A Multicenter, Dose-Optimized, 
Chapel Hill, NC Double-Blind, Randomized, 

Placebo-Controlled Study to Evaluate the 
Efficacy ofNWP09 in Pediatric Patients with 
Attention Deficit Hyperactivity Disorder 
(ADHD) in a Laboratory Classroom 
(NWP09-ADHD-300) 
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PI/ Sponsor Title of Study I Clinical Drug 
Trial Protocol 

Noven/ CRO-PRA A Randomized, DB, PC, Cross-Over, Lab 
Lenexa, KS Classroom Study to Evaluate the Safety & 

Efficacy of d-Amphetamine Transdermal Drug 
Delivery System (d-ATS) Compared to 
Placebo in Children & Adolescents w ADHD 
(N25-006) 

Noven Pharmaceuticals An Investigational Study to Evaluate the 
NewYork,NY Usability of Reforrp.ulated Methylphenidate 

Transdermal System in Children, Adolescents 
and Adults with ADHD and Caregivers 
(N17-030) 

Pfizer, Inc. A MC, 12-week, DB, PC, Rand. Withdrawal 
NewYork,NY Study to Determine The Efficacy & Safety of 

AL0-02 (Oxycodone HCl & Naltrexone HCl) 
ER Caps in Subjects w Mod to Sev Chr. Low 
Back Pain 
(B4531002) 

QR.x.Pharma/ CRO-INC Research A DB, Rand, P, & AC, PG Study to Evaluate 
Austin, TX the Safety, Tolerability & Efficacy of Q8011 

Camped to OxyContin & Placebo in Pts w 
Mod to Sev Chr. Hip or Kneww Pain Due to 
Osteoarthritis (Q8011-201) 

Roxane I CRO-Quintiles A Multicenter, Open-Label, Safety & PK 
Durham, NC Study of Oral Codeine Sulfate Adm of 

Pediatric Subjects 2 yrs old thru 17 yrs old w 
Post-Procedural Pain 
(Code-OS+ T -(2-17)-SPK -1) 

Table 1 Cont. 
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Shire I CRO-Premier A Phase 3, Multicenter, Open-Label, 
Research Group 12-Month Extension Safety-and Tolerability 

Bluff City, TN Study of SPD489 in the Treatment of Adults 
with Binge Eating Disorder 
(SPD489-345) 

Shire I CRO-Premier A Phase 3, Multicenter, Randomized, 
Research Group Double-Blind, Parallel-Group, 

Philadelphia, P A Placebo-Controlled, Dose-Optimization Study 
to Evaluate the Efficacy, Safety, and 
Tolerability of SPD489 in Adults Aged 18-55 
Years with Moderate to Severe Binge Eating 
Disorder 
(SPD489-344) 

Shire Pharmaceuticals A Phase I, Rand, DB, PC Study to Evaluate 
NewYork,NY the Safety, Tolerability, & PK of Single & 

Multiple-Doses of SPD489 in Japanese & 
Caucasian Healthy Adult Subjects 
(SPD489-121) 

Shire I CRO'"'Premier A Phase 4, Rando, DB, MC, PG, AC, 
Research Group Forced-dose Titration, Safety & Efficacy 

Alexander, NC Study of SPD489 (Vyvanse) Compared w 
OROS-MPH (Concerta) w a Placebo 
Reference Arm, in Adolescents Aged 13-17 
Years w ADHD 
(SPD489-406) 

Shire I CRO-Premier A Phase 4, Rando, DB, MC, PG, AC, 
Research Group Dose-optimization Safety & Efficacy Study of 

Alexander, NC SPD489 (Vyvanse) Compared w OROS-MPH 
( concerta) w a Placebo Reference Arm, in 
Adolescents Aged 13-17 Years w ADHD 
(SPD489-405) 
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PI/ Sponsor Title of Study I Clinical Drug 
Trial Protocol 

Shire I CRO-Premier A Phase 3, Multicenter, Randomized, 
Research Group Double-Blind, Parallel-Group, 

Philadelphia, P A Placebo"'Controlled, Dose-Optimization Study 
to Evaluate the Efficacy, Safety, and 
Tolerability of SPD489 in Adults Aged 18-55 
Years with Moderate to Severe Binge Eating 
Disorder 

(SPD489-343) 


Sunovion I CRO-INC Research A Randomized, Double-Blind, Parallel-Group, 

Seattle, WA Multicenter Efficacy and Safety Study of 


SEP-225289 Versus Placebo in Adults with 

Attention Deficit Hyperactivity Disorder 

(ADHD) 

(SEP360-201) 


LizaGorgon Phase 2, Double-Blind, Placebo-Controlled, 

NIDA Parallel-Group, Multi-Center Trial of 

Bethesda, MD N epicastat for Cocaine Dependence 


(CS# 1031) 


Edythe London, Ph.D. Safety and Initial Efficacy of Buspirone for 

Semel Institute, UCLA Methamphetamine Dependence 

Los Angeles, CA 

1 
1 
i 
.~ 

Table 1 Cont. 
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TABLE2 

RESEARCH STUDIES CLOSED IN 2012 

Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

Hussein Al-Shamma, Ph.D. 
 Evaluation of lorcaserin for abuse liability 
Arena Pharmaceuticals 
 using the Drug Discrimination Test in the 
San Diego, CA 
 Rat 

Danilyn Angeles, Ph.D. 
 A Double-blind randomized Clinical Trial 
Lorna Linda Univeristy Medical Ct. 
 on the Use of Pre-emptive Morphine 
Lorna Linda, CA 
 Infusion in Asphyxiated Term and 

Near-Term Infants 

Mariusz Banaszczyk, Ph.D. 
 Development of In-vitro Immunoassays 
Biosite Diagnositics 
 for the Detection of Abused Substances 
San Marcos, CA 


Selena Barrett, Ph.D. 
 The role of cannabinoids and ibogaine in 
Ernest Gallo Clinic & Research Ct. 
 the treatment of alcoholism and drug 
Emeryville, CA · 
 addiction 

Marthias Behrends, M.D. 
 A Randomized, Parallel, Double-Blind 
Dept. of Anesthesia, UCSF 
 Efficacy and Safety Study ofBiphentin™ 
San Francisco, CA 
 Methylphenidate Hydrochloride Extended 

Release Capsules Compared to Placebo in 
Children and Adolescents 6 to 18 years 
with Attention Deficit Hyperactivity 
Disorder 
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Table 2 Cont. 

Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

Jack Berger, Ph.D. Prospective, Double-Blinded, and 
LAC + USC Medical Center Randomized Control Trial of Multimodal 
Los Angeles, CA Pain Relief with Intravenous Magnesium, 

Lidocaine and Ketorolac in Patients with 
Opiate Refractory, Post-Operative Pain 

Nancy Buckley, Ph.D. Effects of delta-9-tetrahydrocannabinol on 
Biological Sciences Dept Candida albicans infection 
CA State Polytechnic University 

Peggy Compton, RN, Ph.D. Pain, Opioids, and Pro-inflammatory 
UCLA School ofNursing Immune Responses 
Los Angeles, CA 

Keith Flower, M.D. A Pilot Trial ofNaltrexone for 
APRL/CPMC Research Institute Methamphetamine Addiction - Role of the 
San Francisco, CA All8GSNP . 

Keith Heinzerling, MD, PhD Pilot Trial ofBupropion versus Placebo 
UCLA Geffen School ofMedicine for Methamphetamine Abuse in 
Los Angeles, CA Adolescents 

Scott Irwin, MD, PhD An Open label Trial of Oral Ketamine for 
Sari Diego Hospice and the Raid Treatment of Depression in 
Institute for Palliative Medicine Hospice Patients 
San Diego, CA 
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Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

Daniel Levin, Ph.D. Evaluation of Cannabinoids derived form 
N orac Pharrn.a the Natural Product Marijuana 
Azusa, CA 

Walter Ling, M.D. Optimizing Outcomes U .sing Suboxone 
UCLA Geffen School ofMedicine for Opiate Dependence 
Los Angeles, CA 

Edythe London, Ph.D. A Study to Assess the Cardiovascular, 
UCLA Geffen School ofMedicine Cognitive, and Subjective Effects of 
Los Angeles, CA Atomoxetine in Combination with Oral 

Methamphetamine 

James McCracken, M.D. An 8-Wk, Rndmzd, Dbl-Blind 
APRL/CPMC Research Institute Comparison of Twice-Daily Guanfacine, 
San Francisco, CA Once-Daily d-Methylphenidate ER 

(Focalin XR) and the Combination, with a 
12 Month Open-Lbl Extension for the 
Treatment ofADHD in Pediatric Subjects 
Aged 7 to 14 years 

John E. Mendelson, M.D. Bioavailability and Urinary Excretion of 
APRL/CPMC Research Institute Oral L-Methamphetamine 
San Francisco, CA 

Table 2 Cont. 
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Table 2 Cont. 

Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

John E. Mendelson, M.D. The Effects ofMDMA on Sleep 

APRL/CPMC Research Institute Architecture, Water Homeostasis, and 

San Francisco, CA Cognitive Function 


Loren Parsons, Ph.D. Cognitive and Neurochemical Effects of 
The Scripps Research Institute .6.9-tetrahydrocannabinol and related 
La Jolla, CA cannabinoids in roderits 

Lara Ray, Ph.D. Genetics ofNaltrexone in 

UCLA Methamphetamine Users 

Los Angeles, CA 

Rajesh Venu.gopal Cocaine Use Reduction with 

NIDA, The EMMES Corp. Buprenorphine (CURB) 

Rockville, MD (CTN-0048) 


Ronald Victor, M.D. Cocaine and Sympathetic Nerve Activity 
Cedars-Sinai Medical Center in Humans- "Cocaine and the Heart" 
Los Angeles, CA 

Mark Wallace, M.D. Efficacy of Inhaled Cannabis for the 
Center for Pain Medicine, UCSD Treatment ofPainful Diabetic Peripheral 
La Jolla, CA Neuropathy 
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Table 2 Cont. 

Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

Barth Wilsey, M.D. The Analgesic Effect of Vaporized 

UC Davis Medical Center Cannabis on Neuropathic Pain 

Sacramento, CA 

Titan Pharmaceuticals, Inc. A Randomized, Placebo and 
S. San Francisco, CA Active-Controlled, Multi-Center Study of 

Probuphine in Patients with Opioid 
Dependence 
(PR0-806) 

. Titan Pharmaceuticals, Inc. A Phase 3, Six-Month, Open-Label 

S. San Francisco, CA Re-Treatment Study ofProbuphine in 


Opioid Addiction 

(PR0-811) 


Astra Zenica I CRO-Quintiles An Open-label, Parallel-group, Phase I 
Overland Park, KS Study to Compare the Pharmacokinetics 

ofNKTR-118 Following a Single-Oral 
Dose in Subjects with Renal Impairment 
and Subjects with Normal Renal Function 
(D3 820C00009) 
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Table 2 Cont. 

Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

BRC Operations 
 International Study to Predict Optimized 
Ultimo, NSW 
 Treatment in Attention 

Deficit/.Hyperactivity Disorder 

Cephalon, Inc. 
 A 12 wk, Rand, Dbl-Blind, P-C. Study to 
Fort Washington, P A 
 Eval. the Efficacy & Safety of 

Hydrocodone Bitartrate ER Tabs 
(CEP-33237) at 15-90mg q12 hrs for 
Relief ofMod to Sev Pain in Pts w/ OA or 
Low Back Pain Who Require Opioid Tx 
for an Ext. Period of Time 
(C33237/3079) 

Cephalon, Inc. 
 A 12-Month, Open-Label Study to 
Fort Washington, P A 
 Evaluate the Long-Term Safety of 

Hydrocodone Bitartrate Extended-Release 
Tablets (CEP-33237) at 15 to 90mg Every 
1:? Hours in Patients Who RequireOpioid 
Treatment for an Extended Period of Time 
(Cephalon C33237/3080) 

GW Pharmaceuticals 
 Panel Approved Research 
Mill Valley, CA 
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Table 2 Cont. 

Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

Janssen I J&J A Rand, DB, Parallel Arm, Clinical Trial 
Titusville, NJ to Compare the Clin Effectiveness of 

Tapentadol ER vs Oxycodone CR in 
Subjects w Mod to Sev Chronic Low 
Back Pain 
(R331333P AI4003) 

Johnson & Johnson PRD Single-Dose, Open-Lbl. Ran. Two-Way 
Malvern, PA Crossover Study to Assess the BE of 

Tapentadol Given as Two 50mg ER TRF 
Tabs Relative to One 1 OOmg ER TRF Tab 
in Healthy Japanese Male Subjects 
(PAl 1063) 

Johnson & Johnson PRD A Randomized-Withdrawal, 
Titusville, NJ Placebo-Controlled, Study Evaluating the 

Efficacy, Safety, and Tolerability, of 
Tapentadol.Extended-Release (ER) in 
Subjects with Chronic, Painful Diabetic 
Peripheral Neuropathy (DPN) 
(PAl 3027) 

Johnson & Johnson PRD A Single-Dose, Open-Lbl, Ran. Two-Way 
Malvern, PA Crossover Study to Assess the BE of 

Tapentadol Given as Two 25mg ER 
Tamper-Resistant Form (TRF) Tabs 
Relative to One 50mg ER TRF Tab in 
Healthy Japanese male Subjects 
(PAl 1062) 
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Table 2 Cont. 

Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

Johnson & Johnson PRD A Single-Dose, Open-Label, Rand. 4-Way 
Malvem,PA Crossover Study to Assess the 

Dose-Proportionality of the PK of 
Tapentadol, Given as Tamper-Resistant 
Tabs, in Healthy Japanese & Korean Male 
Subjects 
(PAI 1064) 

Mallinckrodt A Phase 3 MC, R, DB, PC, PG Evaluation 
Hazelwood, MD of the Safety & Analgesia Efficacy of 

COV795 (Oxycodone HCl I 
Acetaminophen) ER Tablets in Mod to 
Sev Post-Operative Bunionectomy Pain 
Followed by an Open Label Extension 
(COV15000 182US) 

Mallinckrodt I CRO-INC Research .An Open Label Safety Study of COV795 
Middleton,.WI in Subjects with Osteoarthritis or Chronic 

Low Back Pain 
(COV15000181US) 

Mundipharma I CRO-Parex A Confirmatory, Placebo-Controlled, 
Woburn,MA Rand, D-B, Single-Dummy, Parallel Gr, 

Ratio-Finding Study in Constipated Pain 
Pts to Establish an Optimal 
Hydromorphone-naloxone ratio w an 
Improved Bowel Funt & a Comp Analg 
EffComp to H-morphone alone 
(HMX3501) 
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Table 2 Cont. 

Sponsor /PI Title of Study I Clinical Drug 
Trial Protocol 

NextWave Pharmaceuticals A Multicenter, Dose-Optimized, 
Chapel Hill, NC Double-Blind, Randomized, 

Placebo-Controlled Study to Evaluate the 
Efficacy ofNWP09 in Pediatric Patients 
with Attention DeficitHyperactivity 
Disorder (ADHD) in a Laboratory 
Classroom 
(NWP09-ADHD-300) 

Novartis Pharmaceuticals A 6-Month, Open-Label Extension to a 
East Hanover, NJ 40-Week, Randomized, Double-Blind, 

Placebo-Controlled, Multicenter Efficacy 
and Safety Study of Ratain LA in the 
Treatment ofAdult Patients with 
Childhood-Onset ADHD 
(CRJT124D2302El) 

N ovartis Pharmaceuticals A 40-Week, Randomized, Double-Blind, 
East Hanover, NJ Placebo controlled, Multicenter Efficacy 

and Safety Study ofRitalin® LA in the 
Treatment of Adult Patients with 
Childhood-Onset ADHD 
(CRJT124D2302) 

Purdue I CRO-PRA International An Open-label, MC Study of the Safety of 
Lenexa, KS Twice Daily Oxycodone HCl CR Tabs in 

Opioid Experienced Children from Ages 6 
to 16 Years Old, Inclusive, w/ Mod to Sev 
Malignant and/or Nonmalignant Pain 
Requiring Opioid Analgesics 
(OTR3001) 
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Table 2 Cont. 

Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

Purdue I CRO-PRA International An Open-label Study to Characterize the 
Lenexa, KS PK and Safety ofOxycodone HCl q12h 

CR (ORF) Tabs in Pediatric Pts Aged 6 to 
16 years inclusive, Who Require Opioid 
Analgesia 
(OTR 1020) 

Rhodes I CRO-NuTec Inc. ·A Random, Dbl-Blind Study ofthe Time 
Boston, MA Course of Response of Biphentin ® 

Methylphenidate HCl ER Caps As 
Compared to Placebo in Children 6-12 
y.o. wl ADHD in an Analog Classroom 
Setting 
(RP-BP-EF001) 

Rhodes I CRO-NuTec Inc. A Randomized, Parallel, Double-Blind 
Boston, MA Efficacy and Safety Study of Biphentin™ 

M~thylphenidate Hydrochloride Extended 
Release Capsules Compared to Placebo in 
Children and Adolescents 6 to 18 years 
with Attention Deficit Hyperactivity 
Disorder 
(RP-BP-EF002) 

Roxane I CRO-Quintile A Multicenter, Open-Label, Safety & PK 
Durham,NC Study of Oral Codeine Sulfate Adm of 

Pediatric Subjects 2 yrs old thru 17 yrs old 
w Post-Procedural Pain 
( Code-OS+ T -(2-1 7)-SPK -1) 
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Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

Roxane I CRO-Quintile A MC, Open Label, Safety & PK Study of 
Durham, NC Oral Morphine Sulfate Admin. In 

Pediatric Subjects 2 yrs old thru 17 y.o. wl 
Postoperative Pain 
(MORP-OS+T-(2-17)-SPK-1) 

Shire Pharmaceuticals A Phase 1, R, DB, PC Study to Assess the 
Wayne, PA Safety, Tolerability, PK, & PD of 

Ascending, Multiple Oral Doses of 
SPD489 in Clinically Stable Adults w 
Schizophrenia 
(SPD489-119) 

Shire I CRO-Premium Research A Phase 2 Multicenter, Randomized, 
Bluff City, TN Double-blind, Parallel-group, 

Placebo-controlled, Forced-dose Titration 
Study to Evaluate the Efficacy, Safe, and 
Tolerability of SPD489 in Adults Aged 
18-55 Years with Binge Eating Disorder 
(SPD489-208) 

.J 

Table 2 Cont. 
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Table 2 Cont. 

Sponsor I PI Title of Study I Clinical Drug 
Trial Protocol 

Shire /Hampshire Intn'l A Phase III, Db-Blind, Placebo-Cont. 

Hampshire, UK Randomized Withdrawal, M -C, 


Extension, Safety & Efficacy study of 

LDX in Children & Adoles. Aged 6-17 w/ 

ADHD 

(SPD489-326) 


Shire Pharmaceuticals A Phase I, Rand, DB, PC Study to 

New York, NY . Evaluate the Safety, Tolerability, & PK of 


Single & Multiple-Doses of SPD489 in 

Japanese & Caucasian Healthy Adult 

Subjects 

(SPD489-121) 


Shire I CRO-INC Research A Phase 2, MC, Rand, DB, PC, 

Raleigh, NC Parallel-gr. Study to Evaluate the 


Efficacy, Safety & Tolerability of SPD489 

in Adults w Clin. Signif. Persistent · 

Executive Function Impairments (EFI) & 

Partial or Full Remission ofRec. Major 

Depressive Disorder 

(SPD489-205) 


Zogenix Inc. A Long-Term Open-Label Safety Study of 

Emeryville, CA Hydrocodone Bitartrate 


Controlled-Release Capsules with 

Flexible Dosing to Treat Subjects with 

Moderate to Severe Pain 

(Zx002-0802) 
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APPENDIX A 

CURRENTLY OPEN (through December 31, 2012) 

SCHEDULE I AND SCHEDULE II 


NON-HUMAN AND ACADEMIC HUMAN 

RESEARCH STUDIES 

Principal Investigator Title of Study 

Mark A. Agius, M.D. Cannabis for Spasticity in MS: Placebo
UC. Davis Controlled Study 
Davis, CA 

Philip E. Bickler, MD, PhD Detecting Apnea in Healthy Volunteers 
Dept of Anesthesia, UCSF Receiving Opiate or Sedative Medications 
San Francisco, CA 

John R. Cashman, Ph.D. Molecular Evolution of Human Cocaine 
Human BioMolecular Catalysis 
Research Institute 
San Diego, CA 

Kent S. Chu, Ph.D. Immunochromatographic Test Device for 
YJ Bio-Products THC and LSD 
Cordova, CA 

Laura Colin Panel Approved Research 
Biostride, Inc. 
Redwood City, CA 

Mark A. Geyer, Ph.D. Behavioral and Cytoflourimetric Studies of 
Dept of Psychiatry, UCSD Psychoactive, Drugs in Rats 
,La Jolla, CA 
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Valerie Gruber, Ph.D. Investigation of Age Differences in Analgesic, 
SF General Hospital Cognitive, and subjective effects of 
UCSF Oxycodone, Hydrocodone, and 
San Francisco, CA Acetaminophen 

Kanthi Hettiarachchi, Ph.D. Analysis of Controlled Substances 
SRl International 
Menlo Park, CA 

Reese Jones, M.D. Phase I Study of Interactions between Oral 
UCSF Naltrexone and Bupripion and Intravenous 
San Francisco, CA Methamphetamine in Mathamphetamine 

Experienced Volunteers 

Thomas S. Kilduff, Ph.D. Neurobiological Studies of 
SRl International Gammahydroxybutyrate (GHB) 
Menlo Park, CA 

Adam Leventhal, Ph.D. Influence of Genes and Emotions on 
USC Keck School of Medicine medication Effects 
Alhambra, CA 

Daniel Levin, Ph.D. Panel Approved Research 
NORAC Pharma 
Azusa, CA 

Daniel Levin, Ph.D.· Panel Approved Research 
NORAC Pharma 
Azusa, CA 

Daniel Levin, Ph.D. Panel Approved Research 
NORAC Pharma 
Azusa, CA 
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Appendix A Cont. 

Principal Investigator Title of Studv 

Marie Lin, Ph.D. R.Ph. Lin-Zhi Immunoassay Development Study 
Lin-Zhi International, Inc. 
Sunnyvale, CA 

Edythe London, Ph.D. A Study to Assess the Cardiovascular, 
UCLA Cognitive, and Subjective Effects of 
Los Angeles, CA Atomoxetine in Combination with Intravenous 

Amphetamine 

Sean Mackey, MD, PhD Neural and Immune Effects of Short-term 
Stanford University Opioid Use in Chronic Pain Patients 
Palo Alto, CA 

Sean D. McAllister, Ph.D. 
 Panel Approved Research Project 
CPMC Research Institute 

San Francisco, CA 


Ardis Moe, Ph.D. Phase III, Placebo-Controlled, Double-Blind 
UCLA Center for AIDS Research Crossover Study of Slow-Release 
Los Angeles, CA Methylphenidate ·(Concerta ™) for Treatment 

'of HIV Dementia . 

Richard Reznichek, M.D. A prospective, randomized, double-blind 
Harbor-UCLA Medical Center· study comparing the efficacy and safety of 
Torrance, CA intra nasal fentanyl spray to placebo as an 

analgesic in patients undergoing outpatient 
cystoscopic procedures 

Rajkurnar J. Sevak, Ph.D. Safety and Initial Efficacy of · 

UCLA Lisdexamfetamine for Modifying the 
Los Angeles, CA Behavioral Effects of Intravenous 

Methamphetamine in Humans 
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Rajkumar J. Sevak, Ph.D. Human Methamphetamine 
UCLA Self-Administration in a Progressive-Ratio 
Los Angeles, CA Paradigm 

Matthew L. Springer, Ph.D. Assessment of Impairment of Vascular 
UCSF Function in Rats by Environmental Exposure 
·San Francisco, CA to Marijuana Second Hand Smoke 

Raymond Stevens, Ph.D. Structure Determination of the Hallucinogens 
The Scripps Research Institute LSD and Psylocin Bound to the Serotonin 
La Jolla, CA Receptor 5-HT2B 

Michael Taffe, Ph.D. Behavioral and physiological toxicities of 
The Scripps Research Institute cannabinoids 
La Jolla, CA 

Michael Taffe, Ph.D. Behavioral Toxicities of amphetamine and 
The Scripps Research Institute cathinone stimulant drugs 
La Jolla, CA 

Michael Taffe, Ph.D. Behavioral toxicities of amphetamine and 
The Scripps Research Institute cathinone stimulant drugs 
La Jolla, CA 

Michael Taffe, Ph.D. Behavioral and Physiologicai Toxicities of 
The Scripps Research Institute Cannabinoids: Effects of Cannabidiol 
La Jolla, CA 

Stephen Van D1en, Ph.D. 
 Panel Approved Research Project 
Genomatica, Inc. 

San Diego, CA 
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Principal Investigator 
 Title of Studv 

Jennifer L. Whistler, Ph.D. 
 Endocytosis and Opioid Receptors 
Ernest Gallo Clinic & Research Ct. 

Emeryville, CA 


Timothy Wigal, Ph.D. 
 Brain Dopamine Function in Adults with 

UC Irvine 
 Attention Deficit/Hyperactivity Disorder 

Irvine, CA 
 (ADHD) 


Barth Wilsey, M.D. 
 The Effect of Vaporized Cannabis on 
UC Davis Medical Center 
 Neuropathic Pain in Spinal Cord Injury 
Sacramento, CA 
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APPENDIXB 


CURRENTLY OPEN (through December 31, 2012) 

SCHEDULE IT CLINICAL DRUG TRIAL STUDIES 

Description or Title 
Sponsor of Clinical Drug Trial Protocol 

AcelR:x A Multicenter, Randomized, Double-Blind, 
Redwood City, CA Placebo-Controlled Trial to Evaluate the 

Efficacy and Safety of the Sufentanil 
NanoTab for the Management of Acute Pain 
Following Bunionectomy Alone or with 
Hammertoe Repair 

(SAP202) 


AcelR:x A Multicenter, Randomized, Double-Blind, 
Redwood City, CA Placebo-Controlled Trial to Evaluate the 

Efficacy and Safety ofthe Sufentanil 
NanoTab PCA System/15 meg for the 
Treatment of Post-Operative in Patients after 
Open Abdominal Surgery 
(IAP310) 

AcelR:x 
 A Multicenter, Randomized, Open-Label, 
Redwood City, CA 
 Parallel-Group Trial to Compare the Efficacy 

and Safety of the Sufentanil NanoTab PCA 
System/15 meg to Intravenous Patient
Controlled Analgesia with Morphine for the 
Treatment of Acute Post-Operative Pain 
(IAP309) 

Alkermes, Inc. A Phase 2, Randomized, Double-Blind, 
Waltham,MA Placebo-Controlled Study to Evaluate ALKS 

5461 in Subjects with Major Depressive 
Disorder and Inadequate Responses to 
Antidepressant Therapy 
(ALK5461-2) 
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Description or Title 
Sponsor of Clinical Drug Trial Protocol 

Astra Zenica I CRO - Quintiles A Randomized, Double-Blind, Placebo

Overland Park, KS Controlled Study to Assess the Efficacy and 


Safety ofNKTR-118 in Patients with Non

Cancer-Related Pain and Opioid-Induced 

Constipation (OIC) 

(D3 820C00004) 


Astra Zenica I CRO - Quintiles A Randomized, Double-Blind, Placebo

Overland Park, KS Controlled Study to Assess the Efficacy and 


Safety ofNKTR-118 in Reljeving Opioid

Induced Constipation (OIC) in Patients with 

Cancer-Related Pain 

(D3 820C00006) 


Astra Zenica I CRO - ·Quintiles A Randomized, Double-Blind, Placebo

Overland Park, KS Controlled 12-Week Extension Study to 


Assess the Safety and Tolerability ofNKTR
118 in Patients with Non-Cancer-Related Pain 

and Opioid-Induced Constipation (OIC) 

(D3 820C00007) 


Astra Zenica I CRO - Quintiles An Open-Label 52 week Study to Assess the 

Overland Park, KS · Long-Term Safety ofNKTR-118 in Opioid


Induced Constipation (OIC) in Patients with 

Non-Cancer-Related Pain 

(D3 820C00008) 


Astra Zenica I CRO - Quintiles An Open-label, Parallel-:group, Phase I Study 

Overland Park, KS to. Compare the Pharmacokinetics ofNKTR

118 Following a Single-Oral Dose in Subjects 

with Renal Impairment and Subjects with 

Normal Renal Function 

(D3 820C00009) 
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Description or Title 
Sponsor of Clinical Drug Trial Protocol 

Collegium /CRO-INC Research A Phase 3, Multi-Center, Randomized, 
Raleigh, NC Double-Blind, Placebo-Controlled, Safety, 

Tolerability, and Efficacy Study of 
Oxycodone DETERx™ Versus Placebo in 
Opioid-Experienced and Opioid-Naive 
Subjects with Moderate-to-Severe Chronic 
Low Back Pain 
(CO-OXYDET -08) 

GW Pharmaceuticals Panel Approved Research Project 
Mill Valley, CA 

GW Pharmaceuticals Panel Approved Research Project 
Milly Valley, CA 

GW Pharmaceuticals Panel Approved Research Project. 
Milly Valley, CA 

INTRuST Clinical Consortium Randomized Cmitrolled Trial of Galantamine, 
La Jolla, CA Methylphenidate, and Placebo for the 

Treatment of Cognitive Symptoms in Patients 
with Mild Traumatic Brain Injury (mTBI) 
and/or Posttraumatic Stress Disorder (PISD) 
("Cognitive REmediation After Trauma 
Exposure" Trial = CREATE Trial") 

Mitsubishi I CRO-Quintiles A Phase 2, Randomized, Double-Blind, 
Overland Park, KS Placebo-Controlled, Fixed-Dose, 

Parallel-Group, Multicenter, Efficacy, and 
Safety Study ofMT-9938 for Treatment of 
Uremic Pruritus in Subjects with End-Stage 
Renal Disease Receiving Hemodialysis 
(MT-9938-01) 
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Description or Title 
Spons-or of ClinicaL Drug Trial Protocol 

Nektar A Phase 2, Enriched-EnrQllment, 
San Francisco, CA Randomized-Withdrawal, DB, PC, MC Study 

to Assess the Efficacy, Tolerability, & Safety 
ofNKTR-181 in Opioid-Na'ive Subjects w 
Mod to Sev Chr Pain Due to Osteoarthritis of 
the Knee 
(12-181-04) 

Noven I CRO-PRA A Randomized, DB, PC, Cross-Over, Lab 
Lenexa, CA Classroom Study to Evaluate the Safety & 

Efficacy of d-Amphetarnine Transdermal 
Drug Delivery System (d-ATS) Compared to 
Placebo in Children & Adolescents w ADHD 
(N25-006) 

Nqven Pharmaceuticals An Investigational Study to Evaluate the 
NewYork,NY Usability of Reformulated Methylphenidate 

Transdermal System in Children, Adolescents 
and Adults with ADHD and Caregivers 
(N17-030) 

Pfizer Inc. An Investigational Study to Evaluate the 
New York, NY Usability of Reformulated Methylphenidate 

Transdermal System in Children, Adolescents 
and Adults with ADHD and Caregivers 
(B4531002) 

Purdue I CRO-INC Research A MC, R, DB, PC Study w an OL Run-in to 
Raleigh, NC Assess the Efficacy & Safety of Hydrocodone 

Bitartrate (HYD) Tabs 20 tO 120 mg 
Once-day in Subjects w Mod to Sev Chronic 
Low Back Pain 
(HYD3002) 
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Description or Title 
Sponsor of Clinical Drug Trial Protocol 

Purdue I CRO-PRA A Randomized, Double-blind, Placebo
Raleigh, NC controlled, Multicenter Trial with an Enriched 

Study Design to Assess the Efficacy and 
Safety of Oxycodone/Naloxone Controlled
release Tablets (OXN) Compared to Placebo 
in Opioid-experienced Subjects with 
Moderate to Severe Pain due to Chronic Low 
Back Pain who Require Around-the-clock 
Opioid Therapy 
(ONU3701) 

Purdue I CRO-Quintiles A Randomized, Double-blind, Double
Overland Park, KS dummy, Placebo-controlled, Active

controlled, Parallel-group, Multicenter Trial 
of Oxycodone Naloxone Controlled-release 
Tablets (OXN) to Assess the Analgesic 
Efficacy (Compared to Placebo) and the 
Management of Opioid-induced Constipation 
(Compared to Oxycodone Controlled-release 
Tablets (OXY) in Opioid-experienced 
Subjects with Uncontrolled Moderate to 
.Severe Chronic Low Back Pain and a History 
of Opioid-induced Constipation who Require 
Around-the-clock Opioid Therapy 
(ONU3704) 
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Description or Title 
Sponsor of Clinical Drug Trial Protocol 

Purdue I CRO-Quintiles A Rand, DB, DD, PC, AC, PG, MC Trial of 
Overland Park, KS OXN to Asses the Analg Effie (Comp to Plac) 

& the Magro of Opioid-induc Const (Comp to 
OXY) in Opioid-exp Sub w Cont Mod to Sev 
Chr Low Back Pain & a His of Opioid-induc 
Const w Req ATC Opioid Therapy 
(ONU3705) 

Purdue I CRO-INC Research An Open-label, Multicenter Study to Assess 
Raleigh, NC the Long-Term Safety ofHydrocodone 

Bitartrate (HYD) Tablets 20 to 120 mg Once
daily in Subjects with Moderate to Severe 
Chronic Non-malignant and Non-neuropathic 
Pain 
(HYD3003) 

Purdue I CRO-PRA An Open-label, Extension Study to Assess the 
Charlottesville, VA Long-Term Safety of Twice Daily Oxycodone 

Hydrochloride Controlled-:-release Tablets in 
Opioid Experienced Children Who Completed 
the OTR3 001 Study 
(OTR3002) 

QrxPharma I CRO-INC A DB, Rand, P, & AC, PG Study to Evaluate 
Austin, TX the Safety, Tolerability & Efficacy of Q8011 

Comped to OxyContin & Placebo in Pts w 
Mod to Sev Chr. Hip or Kneww Pain Due to 
Osteoarthritis 
(Q8011-201) 
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Description or Title 
Sponsor of Clinical Drug Trial Protocol 

Shire I CRO-ICON Phase 3, Multicenter, Randomized, Double

Brentwood, TN blind, Parallel-group, Placebo-controlled, 
Flexible Dose Titration, Efficacy and Safety 
Study of SPD489 in Combination with an 
Antidepressant in the Treatment of Adults 
with Major Depressive Disorder with 
Inadequate Response to Prospective 
Treatment with an Antidepressant 
(489-322) 

Shire I CRO - ICON Phase 3, Multicenter, Randomized, Double
Brentwood, TN blind, Parallel-group, Placebo-controlled, 

Flexible Dose Titration, Efficacy and Safety 
Study of SPD489 in Combination with an 
Antidepressant in the Treatment of Adults 
with Major Depressive Disorder with 
Inadequate Response to Prospective 
Treatment with an Antidepressant 
(SPD489-323) 

Shire Pharmaceuticals A Phase 2, Multicenter, Double-blind, 
Wayne, PA 'Parallel-group, Randomized, Placebo

controlled, Forced-dose Titration, Dose
ranging Efficacy and Safety Study of SPD489 
in Combination with an Antidepressant in the 
Treatment of Adults with Major Depressive 
Disorder with Inadequate Response to 
Prospective Treatment with an Antidepressant 
(SPD 489-209) 
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Description or Title 
Sponsor of Clinical Drug Trial Protocol 

Shire I CRO-Premier A Phase 4, Rando, DB, MC, PG, AC, 

Research Group Dose-optimization Safety & Efficacy Study of 
Alexander, NC SPD489 (Vyvanse) Compared w OROS-MPH 

(concerta) w a Placebo Reference Arm, in 
Adolescents Aged 13-17 Years w ADHD 
(SPD489-405) 

Shire I CRO-Premier A Phase 4, Rando, DB, MC, PG, AC, 
Research Group Forced-dose Titration, Safety & Efficacy 

Alexander, NC Study ofSPD489 (Vyvanse) Compared w 
OROS-MPH (Concerta) w a Placebo 
Reference Arm, in Adolescents Aged 13-17 
YearswADHD 
(SPD489-406) 

Shire I CRO-Premier 
Research Group 

Alexander, NC 

A Phase 3, Multicenter, Open-Label, 
12-Month Extension Safety and Tolerability 
Study of SPD489 in the Treatment of Adults 
with Binge Eating Disorder 
(SPD489-345) 

Shire I CRO-Premier A Phase 3, Multicenter, Randomized, 
Research Group Double-Blind, Parallel-Group, 

Alexander, NC Placebo-Controlled, Dose-Optimization Study 
to Evaluate the Efficacy, Safety, and 
Tolerability of SPD489 in Adults Aged 18-55 
Years with Moderate to Severe Binge Eating 
Disorder 
(SPD489-344) 
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Description or Title 
Sponsor of Clinical Drug Trial Protocol 

Shire I CRO-ICON Phase 3, Open-label, Multicenter, 12-month 
Brentwood, TN Extension Safety and Tolerability Study of 

SPD489 in Combination with an 
Antidepressant in the Treatment of Adults 
with Major Depressive Disorder with 
Residual Symptoms or Inadequate Response 
Following Treatment with an Antidepressant 
(SPD489-329) 

Shire I CRO-Premier A Phase 3, Multicenter, Randomized, 
Research Group Double-Blind, Parallel-Group, 

Alexander, NC Placebo-Controlled, Dose-Optimization Study 
to Evaluate the Efficacy, Safety, and 
Tolerability ofSPD489 in Adults Aged 18-55 
Years with Moderate to Severe Binge Eating 
Disorder 
(SPD489-343) 

Shire Pharmaceuticals A Phase 3b, Dbl-blind, Randomized, 

Wayne, PA Active-controlled, Parallel-gr Study to 


·Compare the Time to Response of 

Lisdexamfetamine to Atomoxetine in 

Children & Adolescents aged 6-17 w ADHD 

who have had an Inadequate Response to 

Methylphenidate Therapy 

(SPD489-317) 


Sunovion I CRO-INC A Randomized, Double-Blind, 

Seattle, WA Parallel-Group, Multicenter Efficacy and 


Safety Study ofSEP-225289 Versus Placebo 

in Adults with Attention Deficit Hyperactivity 

Disorder (ADHD) 

(SEP3 60-20) 
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APPENDIXC 


CURRENTLY OPEN (December 31, 2012) RESEARCH STUDIES 

ON THE TREATMENT OF CONTROLLED SUBSTANCE ABUSE 


Description or Title 
Investigator or Sponsor of Research Study 

Gantt P. Galloway, Pharm.D. A Dose Ranging Study of Modafinil for 
APRL/CPMC Research Institute Methamphetamine Dependence 
San Francisco, CA 

Liza Gorgon Phase 2, Double-Blind, Placebo-Controlled, 

NIDA Parallel-Group, Multi-Center Trial ofNepicastat 

Bethesda, MD for Cocaine Depend,ence 


(CS#1031) 


Keith Heinzerling, MD, MPH Pharmacogenomics and Medication 

UCLAISAP Development for Methamphetamine 
Los Angeles, CA Dependence 

Walter Ling, M.D. Sustained-Release Methylphenidate for 
UCLAISAP management of Methamphetamine 
Los Angeles, CA Dependence 

Edythe London, Ph.D. Safety and Initial Efficacy ofBuspirone for 
Semel Institute, UCLA Methamphetamine Dependence 
Los Angeles, CA 

Steven Shoptaw, Ph.D. Phase I Safety Interaction Trial of Ibudilast 
UCLA. with Methamphetamine 
Los Angeles, CA 
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Description or Title 
Investigator or Sponsor ofResearch Study 

Steven Shoptaw, Ph.D. 
 V arenicline for Methamphetamine 
UCLA. 
 Dependence 
Los Angeles, CA 


Douglas Winship Vigabatrin for Treatment of Cocaine 
Catalyst Dependence: A Phase II Study Multi-Center 
Coral Gables, FI Drug Trial 
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APPENDIXD 

SECTIONS CONCERNING THE RESEARCH ADVISORY PANEL 

FROM THE CALIFORNIA HEALTH AND SAFETY CODE 


§ 11213. Persons who, under applicable federal laws or regulations, are lawfully 
entitled to use controlled substances for the purpose of research, instruction, or analysis, 
may lawfully obtain and use for such purposes such substances as are defined as 
controlled substances in this division, upon approval for use of such controlled 
substances in bona fide research, instruction, or analysis by the Research Advisory Panel 
established pursuant to§ 11480 and§ 11481. 

Such research, instruction, or analysis shall be carried on only under the auspices of the 
head of a research project which has been approved by the Research Advisory Panel 
pursuant to§ 11480 or§ 11481. Complete records of receipts, stocks at hand, and use 
of these controlled substances shall be kept. 

§ 11480. The Legislature finds that there is a need to encourage further research into the 
nature and effects ofmarijuana and hallucinogenic drugs and to coordinate research 
efforts on such subjects. 

There is a Research Advisory Panel which consists of a representative of the State 
Department of Health Services, a representative of the California State Board of 
Pharmacy, a representative of the Attorney General, a representative of the University of 
California who shall be a pharmacologist, a physician, or apersonholding a doctorate 
degree in the health sciences, a representative of a private university in this State who 
shall be a pharmacologist, a physician, or a person holding a doctorate degree in the 
health sciences, a representative of a statewide professional medical society in this state 
who shall be engaged in the private practice of medicine and shall be experienced in 
treating controlled substance dependency, a representative appointed by and serving at 
the pleasure of the Governor who shall have experience in drug abuse, cancer, or 
controlled substance research and who is either a registered nurse, licensed pursuant to 
Chapter 6 (commencing with§ 2700) ofDivision 2 of the Business and Professions 
Code, or other health professional. The Governor shall annually designate the private 
university and the professional medical society represented on the Panel. Members of 
the Panel shall be appointed by the heads of the entities to be represented, and they shall 
serve at the pleasure of the appointing power. 

The Panel shall annually select a chairman from among its members. 
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§ 11480. Cont. 

The Panel may hold hearings on, and in other ways study, research projects concerning 

marijuana or hallucinogenic drugs in this state. Members of the Panel shall serve 

without compensation, but shall be reimbursed for any actual and necessary expenses 

incurred in connection with the performance of their duties. 


The Panel may approve research projects, which have been registered by the Attorney 
General, into the nature and effects of marijuana or hallucinogenic drugs, and shall 
inform the Attorney General of the head of the approved research projects which are 
entitled to receive quantities of marijuana pursuant to § 11478. 

The Panel may withdraw approval of a research project at any time, and when approval 
is withdrawn ·shall notify the head of the research project to return any quantities of 
marijuana to the Attorney General. 

The Panel shall report annually to the Legislature and the Governor those research 

projects approved by the Panel, the nature of each research project, and, where 

available, the conclusions of the research project. 


§ 11481. The Research Advisory Panel may hold hearings on, and in other ways study, 
research projects concerning the treatment of abuse of controlled substances. 

The Panel may approve research projects; which have been registered by the Attorney 
General, concerning the treatment of abuse of controlled substances and shall inform the 
chief of such approval. The Panel may withdraw approval of a research project at any 
time and when approval is withdrawn shall so notify the chief. 

The Panel shall, annually and in the manner determined by the Panel, :report to the 
Legislature and the Governor those research projects approved by the Panel, the nature 
of each research project, and where available, the conclusions of the research project. 

§ 11603. The Attorney General, with the approval of the Research Advisory Panel, may 
authorize persons engaged in research on the use and effects of controlled substances to 
withhold the names and other identifying characteristics of individuals who are the 
subjects of the research. Persons who obtain this authorization are not compelled in any 
civil, criminal, administrative, legislative, or other proceedings to identify the 
individuals who are the subjects of research for which the authorization was obtained. 
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§ 11604. The Attorney General, with the approval of the Research Advisory Panel, may 
authorize the possession and distribution of controlled substances by persons engaged in 
research. Persons who obtain this authorization are exempt from state prosecution for 
possession and distribution of controlled substances to the extent of the authorization. 

§ 24172. Experimental subject's bill ofrights; contents 

As used in the chapter, "experimental subject's bill of rights," means a list of the rights 
of a subject in a medical experiment, written in a language in which the subject is fluent. 
Except as otherwise provided in§ 24175, this list shall include, but not be limited to the 
subject's right to: 

(a) Be informed of the nature and purpose ofthe experiment. 

(b) Be given an explanation of the procedures to be followed in the medical 
experiment, and any drug or device to be utilized. 

(c) Be given a description of any attendant discomforts and risks reasonably to be 
expected from the experiment. 

(d) Be given an explanation of any benefits to the subject reasonably to be expected 
from the experiment, if applicable. 

(e) Be given a disclosure of any appropriate alternative procedures, drugs or devices 

that might be advantageous to the subject, and their relative risks and benefits. 


(f) Be informed of the avenues of medical treatment, if any, available to the subject 

after the experiment if complications should arise. 


(g) Be given an opportunity to ask any questions concerning the experiment or the 

procedures involved. 


(h) Be instructed that consent to participate in the medical experiment may be 

withdrawn at any time and the subject may discontinue participation in the medical 

experiment without prejudice. 
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§ 24172. Cont. 

(i) Be given a copy of the signed and dated written consent form as provided for by 

§ 24173 or§ 24178. 


G) Be given the opportunity to decide to consent or not to consent to a medical 
experiment without the intervention of any element of force, fraud, deceit, duress, 
coercion, or undue influence on the subject's decision. 

§ 24173. Informed consent 

As used in this chapter, "informed consent" means the authorization given pursuant to 
§ 2417 5 to have a medical experiment performed after each of the following conditions 
have been satisfied: 

(a) The subject or subject's conservator or guardian, or other representative, as specified 
in§ 24175, is provided with a copy of the experimental subject's bill of rights, prior to 
consenting to participate in any medical experiment, containing all the information 
required by§ 24172, and the copy is signed and dated by the subject or the subject's 
conservator or guardian, or other representative, as specified in§ 24175. 

(b) A written consent form is signed and dated by the subject or the subject's 

conservator or guardian, or other representative, as specified in§ 24175. 


(c) The subject or subject's conservator or guardian,. or other representative, as specified 
in§ 24175, is informed both verbally and within the written consent form, in 
nontechnical terms and in a language in which the subject or the subject's conservator 
or guardian, or other representative, as specified in§ 24175, is fluent, of the following 
facts of the proposed medical experiment, which might influence the decision to 
undergo the experiment, including; but not limited to: 

(1) An explanation ofthe procedures to be followed in the medical experiment and 
any drug or device to be utilized, including the purposes ofthe procedures, drugs, or 
devices. If aplacebo is to be administered or dispensed to a portion of the subjects 
involved in a medical experiment, all subjects of the experiment shall be informed 
of that fact; however, they need not be informed as to whether they will actually be 
administered or dispensed a placebo. 
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§ 24173. Cont. 

(2) A description of any attendant discomfort and risks to the subject reasonably to 
be expected. 

(3) An explanation of any benefits to the subject reasonably to be expected, if 
applicable. 

(4) A disclosure of any appropriate alternative procedures, drugs; or devices that 
might be advantageous to the subject, and their relative risks and benefits. 

(5) An estimate of the expected recovery time of the subject after the experiment. 

(6) An offer to answer any inquiries concerning the exp~riment or the procedures 
involved. 

(7) An instruction to the subject that he or she is free to withdraw his or her prior 
consent to the medical experiment and discontinue participation in the medical 
experiment at any time, without prejudice to the subject. 

(8) The name, institutional affiliation, if any, and address of the person or persons 

actually performing and primarily responsible for the conduct of the experiment. 


(9) The name of the sponsor or funding source, if any, or manufacturer if the 
experiment involves a drug or device, and the organization, if any, under whose general 
aegis the experiment is being conducted .. 

(1 0) The name, address, and phone number of an impartial third party, not 
associated with the experiment, to whom the subject may address complaints about the 
experiment. 

(11) The material financial stake or interest, if any, that the investigator or research 
institution has in the outcome of the medical experiment. For purposes of this section, 
"material" means ten thousand dollars ($1 0,000) or more in securities or other assets 
valued at the date of disclosure, or in relevant cumulative salary or other income, 
regardless ofwhen it is earned or expected to be earned. 
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§ 24173. Cont., 

(d) The written consent form is signed and dated by any person other than the subject or 
the conservator or guardian, or other representative of the subject, as specified in 
§ 24175, who can attest that the requirements for informed consent to the medical 
experiment have been satisfied. 

(e) Consent is voluntary and freely given by the human subject or the conservator or 

guardian, or other representative, as specified by§ 24175, without the intervention of 

any element of force, fraud, deceit, duress, coercion, or undue influence. 
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July 9, 2013 

Jan Jamison 
California State Board of Pharmacy 
Public Information Officer 
1625 N Market Blvd N219 
Sacramento, CA 95834 

. ·v 

Re: Notice of Interpreter Availability "Point to Your Language" Notice (Section 
1707.6(c)) 

Dear Ms. Jamison: · 

This letter is a formal request by Costco Wholesale for approval from the Board 
for an alternative form of notice pursuant to 16 California Code of Regulations 
Section 1707.6(c). Costco would like to use our own form of notice of 
interpreter services. A sample of this is included in attachment two. We would 
be using this in color, on an 8 %" by 11" easeL 

Thank you, · 

9~0LA:::J 
Jon McArthur 
Pharmacy Compliance 
Costco Wholesale 
999 Lake Drive 
Issaquah WA 98027 

999 Lake Drive • Issaquah, WA 98027 • 425/313-8100 • www.costco.com 

_...i ., 
: 

http:www.costco.com


Interpretation Services Available 
English Translation: Point to your language. An interpreter will be called. The interpreter is provided at no cost to you. 

Arabic ~_JC §BlJ 

...!11 <.,? ).; t"'=";... ~~ J Y""-' .~ Jl.?i 
.l..i \;;. t.>J _,ill t"'=" jl.l (.):!).; ~ 

Japanese 

~tJ:t-::0)~59 §m~:t~GTr~ v~o 
~~..}"C'Ji~~1~{~ G~9 o 

B::zfs:~~ 

Armenian ~WjbptO §BlJ Korean ~~61~ 
SnJg mmt,g n·r Litl.j LbqmG l.j(} tuou~_g· rawrqliwG~~ Li(} 

l.jwu~bl l.j(} mwd_g. law[lq.Liwu~~(} l.j(} U1[1WUWI'J.[lnL~ wut.J.llW[l. 
~~~~4%~~~~=~~~~~~~ 
<i} 01 ~~ ~-~ Bl A: _1f- .li.£ :A~l ~"5~ ~ 1J t1 q. 

Cambodian (Khmer) 
flJYti~mm!'t!l!;!l'i ~ ttiillsllturl!:fMtmitum!'t!lYI'i~a, 

!:fl'iUMitum!'t!lsll~ru!:fi'itU1rutiann'i~ , 

l'i~md~n~ Mandarin 
~:rl::l ,!,w19.rt 8~ -an-=i'iF.J S i'i1C.'JD\ ' J:lt:! j=i 9 

t)~~f~~f:tt~Ji'S~D~~IH~ o 

~~~ 

Cantonese 
~:3=: tl::l ~j7)19.rt 1¥1 -an~ 
J:JF-j S l=r't''t::!l.' ' I=IP t=t ' 

tJ~~f~~f:ttmJts~ft~~~u~ o 

JUI~~~I!i ~ Polish Polski~ 

Prosze wskazac sw6j jezyk i wezwiemy 
tlumacza. Tlumacza zapewnimy bezplatnie. 

Farsi cr'.J'J ~ 
<.::..~...I..?.J.l w (.SlY. ~y.. ~ .~~ 1J .l..,? P ..l.J_,... w4j 

• ..l$. 1..5" )) W .J~I J..l w~IJ u.J~ ~.Ju. .~ ..lol>i_?. 

Portuguese Portugues ~ 
Indique o seu idioma. Urn interprete sera chamado . 
A interpreta9ao e fomecida sem qualquer custo para voce. 

French Fran<;ais 

Pointez vers votre langue et on appellera un 
interprete qui vous sera fourni gratuitement. 

~ Russian PyccKMH~ 

YKIDKHTe 513biK, Ha KOTopoM Bbi rosopHTe. BaM Bbi30B)'T 
rrepeso,n;'IHKa. YcnyrH rrepeso,n;'IHKa rrpe.n;ocTaBIDIIOTC51 6ecrrrraTHO. 

German Deutsch~ Spanish Espaiiol~ 

Zeigen Sie auf lhre Sprache. Bin Dolmetscher wird 
gerufen. Der Dolmetscher ist flir Sie kostenlos. 

Sefi.ale su idioma y llamaremos a un interprete. 
El servicio es gratuito. 

Hindi ~ §BlJ Tagalog Tagalog~ 

~~'R~~:afu:~~~~l 
~CflT~ am<RmM~~M"fRRT~I 

lturo po ang inyong wika. 
Isang tagasalin ang ipagkakaloob nang libre sa inyo. 

Hmong Hmoob~ Thai 1VH.I~ 

Taw rau koj hom Ius. Yuav hu rau ib tug neeg txhais lus. 
Yuav muaj neeg txhais lus yam uas koj tsis tau them dab tsi. 

"li1£Jilvl5l1:1!1'1vlvi1U~~ LL~1L'i1~~~~'\,nt:h:ut~vi1U 
m~111t:h:ut:llGieh'IL~£Jc:h111~1£J 

Italian Italiano~ 

Puntare sulla propria lingua. Un interprete sara 
chiamato. 11 servizio egratuito. 

Vietnamese Tie'ng Vi~t ~ 
Hay chi v?w ngon ngli cua quy vi. M(\t thOng dich vien se duqc 
g9i Mn, quy vi se khong phli.i tra ti~n cho thong dich vien. 

Posler provided by longooge Une Se>vices © 2013 • l·SD0-752-6096 • www.longuogeUne.com 

---+-.,-
~ 

http:www.longuogeUne.com
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Walmart 
Save money. Live better. 

Health and Wellness 
Practice Compliance 
Debbie Mack, R.Ph, CHC 

Sr. Director, Corporate Compliance 

702 SW 8111 Street 
Bentonville, AR 72716 
Phone 479.277.0491 
Fax 4 79-273-8675 
Debbie.Mack@wal-mart.com 

July 26, 2013 

California State Board of Pharmacy 
Jan Jamison, Public Information Officer 
1625 N. Market Blvd. N219 
Sacramento, CA 95834 
Phone: 916-574-7957 
Fax: 916-574-8618 

RE: Notice of Interpreter Availability 

Dear Ms. Jamison: 

Thank you for considering this request for approval by the California State Board of Pharmacy for 
Walmart and Sam's Club Pharmacies to use the enclosed sign for the Notice of Interpreter Availability 
pursuant to 16 California Code of Regulations Section 1707.6(c). 

The attached example is for Walmart Pharmacies only. We plan to co-brand the logo to include 
Walmart and Sam's Club. · 

Thank you again for considering this request. Should you have any questions or need additional 
information regarding this matter, please do not hesitate to contact me at 479-277-0491. 

Sincerely, 

f)-t &hu,· /)/)uf!l-
Debbie Mack, R.Ph, CHC 

Walmart Stores, Inc. 
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Spanish 
Servicios de interprete disponible sin costa alguno para 

usted. Por favor se:fiale su idioma. 

Bbr MMeeTe rrpaBo Ha 6ecrrnaTHbie ycnyrM rrepeBo,n;qMKa. 

IImKanyifcTa rrpocMM Bac YKa3aTb Ha Barn H3biK. 


Portuguese (Brazilian) 
Servi~os de tradutor disponivel para voce gratuitamente. 


Favor apontar para o seu idioma. 

Pacjenci mogq korzystac z bezplatnych uslug tlumacza. 

· Proszy wskazac sw6j jyzyk. 

Hmong 
Peb yuav muaj tug paab txhais lug rua koj dlawb dlawb. 


Thov taw rua koj yaam lug. 

Services d'interprete disponibles sans frais pour vous. 


Veuillez indiquer votre langue. 


German 
Sie konnen von kostenlosen Dolmetschdiensten Gebrauch 

machen. Bitte zeigen Sie auf Ihre Sprache. 

Dich V\1 ThOng dich luon c6 s~n mi6n phi cho quy vi. Vui 

long cho bi6t ngon ngfr cua quy vi. 


Cantonese (Simplified) 
t~~}!JE~~~1~9M5!1*tr5Dtlm~~ ~~m~PJ1i1~:92.JtJJf*~D~,ij~~ 

Mandarin (Traditional) 
~6i<lf- '~~ 1\f .lQ¥;/.EI-R<,'l!!E',F.im~Q=mRl1.~
i]F.Jmp}S~.VA1.>'<:1"f'X~~IJO ii:P/::11)(~75 t~,~~}!JEPJ~~1~:92.~11twtrso tlij~~ 


Korean 
~~ J-1l:ll~~ lf-E..£. A-11-t?-~Yt:.l-. n.nn ntnm2nunmt 

t:n Btl2 i:l rurutcn nH2ft i:ltcn uiaBHnJlliUJ'1 
II + I 1

hltrtH:mruGtc"'m n.mu nJrutcnnHBn'1 
+ 1 + v 

Mga Serbisyo ng Tagasalin nang walang gastos sa iyo. 

Pakituro sana ang iyong lengguwahe. 


Tagalog 

Farsi 
.U-1.1.11 .l~9-0 ~ D'..>-! u~b ~;J .:Jl.o~ · 

"" .~ o;L11 .lp. uLJ ~ Li.bJ 
Italian 

Servizi di interpretariato gratuiti. Indicare la lingua. rul
h.~-~t•4rlr.r~l.llf• 141~(.1.1•.u•-..r•f{nu.n~bJll! u.~l.ll{llr.r~r• bu ~bq c,(.l.l..r""l 

!'lpmu Lu.J!''U?LI r\J.p pln.npwoiliJ.spn•u: 

Russian 

Polish 

French (Canadian) . 

Vietnamese 


Cantonese (Traditional) 

Mandarin (Simplified) 


Cambodian/Khmer 

Armenian 

n1··· _CERTJI=IED LANGUAGES 
INTERNATIONAL ·-



Spanish 
Servicios de interprete disponible sin costa alguno para 

usted. Por favor sefiale su idioma. 

Bbi HMeeTe rrpaBo Ha 6ecrrnaTHbie ycnyrH rrepeBO~HKa. 


Ilo:>Kanyil:cTa rrpocaM Bac yKroaTb Ha Barn H3biK. 


Portuguese (Brazilian) 
ServiyOS de tradutor disponfvel para voce gratuitamente. 


Favor apontar para o seu idioma. 

Pacjenci mogllkorzystac z bezplatnych uslug tlumacza 


Prosz~ wskazac sw6j j~zyk. 


Hmong 
Peb yuav muaj tug paab txhais lug rua koj dlawb dlawb. 


Thov taw rua koj yaam lug. 

Services d'interprete disponibles sans frais pour vous. 


Veuillez indiquer votre langue. 


German 
Sie konnen von kostenlosen Dolmetschdiensten Gebrauch 

machen. Bitte zeigen Sie auflhre Sprache. 

Dich V\1 ThOng dich luon c6 s~n mi~n phi cho quy vi. Vui 

long cho bi6t ngon ngfr cua quy vi. 


Cantonese (Simplified) 
IZL~lZl ~!.XlZ]q~~lZl!lZllZlDlZJ~& lZl ~J~~~J...XiH~~RJJl*~D~~&~ 

Mandarin (Traditional) 
~fli~~J...X~JH~~-~~~D~~&~ lZJ,~lZ]~J...XlZ]q~~lZJifJmlZJDlZJ~&lZJ 

Korean 
~~ J.i 1:'11 A~ lf!-li~ ~1.:g-wy 4. 

Tagalog 

~ llll.lB8IIZI181181~~~1811811)"lgl 


1811)"lg1181~181~ ~ ~ IZIIZI~181181181 ~ 181~~181 ~ ~ IZI 

181 ~~~~~ ~~ IZ!I)"lgj ~~ 181 ~ ~IZI~~181 


Mga Serbisyo ng Tagasalin nang walang gastos sa iyo. 

Pakituro sana ang iyong lengguwahe. 


Farsi 
-~' .)~~ ~ .siJ-! u~b ~.,r:i ~Lo~ 

"" .~ oJLill .)~ uLJ ~ Li..bJ 

Italian 
Servizi di interpretariato gratuiti. Indicare la lingua. ru"l•'l pm u LU.J? l•? L1 iiJ.Jl pl1U1 pu.u' 1J..Jp n • u: 

I•J.I.Itl4rl'rul.l,tfr (.11~-l'mlll~frli~m~MIJll! ~~~lul.fi,mrr hu dhq C.•u•r~~~~ 

Russian 

Polish 

French (Canadian) 

Vietnamese 


Cantonese (Traditional) 

Mandarin (Simplified) 

Cambodian/Khmer 

Armenian 
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California State Board of Pharmacy 
1625 N. Market Blvd, N219, Sacramento, CA 95834 
Phone: (916) 574-7900  
Fax: (916) 574-8618 
www.pharmacy.ca.gov 

BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

Request for Approval of Alternate Format or Display Methodology 
“Point To Your Language” Notice (Notice of Interpreter Availability) 

Every pharmacy is required to post or provide a notice of interpreter availability in a place 
conspicuous to and readable by a consumer, at or adjacent to each counter in the pharmacy where 
dangerous drugs are dispensed or furnished. Every pharmacy shall use the standardized notice 
provided by the board unless prior approval has been received to use another format or display 
methodology. 16 Cal. Code Reg. 1707.6(c). 

Completion of this form is not mandatory. You may submit a written request to the board at the 
address below. Unless approved by the board in advance, each pharmacy must use the standard 
notice provided by the board, available on the board’s website: 

http://www.pharmacy.ca.gov/publications/point_to_your_language.pdf 

IMPORTANT: All twelve languages specified in the board’s regulation must be on the “Point To 
Your Language” notice. 

Please send your request, a sample of your proposed notice, and any relevant / additional 
information to the board at the following address: California State Board of Pharmacy, 1675 North 
Market Blvd., Suite 219, Sacramento, CA 95834. 

Name of Pharmacy: License Number: 

Address: 

Contact Person: Phone Number: 

E‐mail address: 

Please complete the following: 

1. What are you requesting? (Check all that apply.) 

Print 
Approval of an alternate printed format of the notice of interpreter availability. 
Approval of a specific display methodology of the printed notice. 

Video 
Approval of another video format of the notice of interpreter availability. 
Approval of a specific display methodology of the video notice. 

http:www.pharmacy.ca.gov


                 
   

 
 
 
                             

   
 
                   
 
 
                               
     

 
                   
 
               
 
 
                   
 
 
                           
 
                   
 

                   
 
                               
 
                             

 
 

 

   

 
 
     
 

Request for Approval of Alternate Format or Display Methodology 
Page 2 

2.	 Are all twelve languages required by 16 California Code of Regulations Section 1707.6(c) on 
your notice? 

YES	 NO 

3.	 Are additional languages (in addition to the twelve languages required by 16 CCR § 1707.6(c)) 
on your notice? 

YES	 NO 

a. If YES, what additional languages are listed? 

b. How did you determine what additional languages to include? 

4.	 Did you contract with a translation service to provide translations for your notice? 

YES	 NO 

a.	 If YES, is the translation service certified or accredited? 

b.	 If YES, what is the agency or agencies that certified or accredited the translation service? 

c.	 Please provide the name, address and phone number of the translation service you used. 

NAME: 
ADDRESS:
 
PHONE NO:
 

5. Additional Information: 
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Key Facts About 
Emergency Contraception 

Emergency Contraception (EC) is a safe and 

effective way to prevent pregnancy after sex.
�

Consider using Emergency Contraception (EC) if: 
•	 You had unprotected sex, or 
•	 You think your contraceptive didn’t work. 

What are Emergency Contraceptive pills? 
Emergency Contraceptive pills contain the same 
medication as regular birth control pills, and help to 
prevent pregnancy. There are three basic types of 
Emergency Contraceptive pills: 

•	 Progestin-only pills (Plan B® One-Step,
 
Next Choice®)
 
•	 Ulipristate acetate (ella®) 
•	 High doses of regular oral contraceptive pills 

Don’t wait! Take EC as soon as possible. 
•	 It is best to take EC as soon as possible; the sooner 
you take EC the more effective it is. 

•	 It has been shown to be effective for up to 5 days. 
•	 For more information talk to your pharmacist or
 
doctor.
 

When taken as directed Emergency Contraception 
has been shown to be safe and effective. 
•	 Emergency Contraception may reduce the risk of
 
pregnancy by up to 89 percent.
 

•	 The effectiveness of EC varies based on the type
 
used and when it is taken.
 
•	 EC is only recommended as a backup and should 
not be used as your primary method of birth control. 

•	 Emergency Contraceptive pills do not protect
 
against sexually transmitted infections, including
 

HIV/AIDS.
 

What EC does: 
•	 Emergency Contraceptive pills prevent
 
pregnancy.
 
•	 Emergency Contraceptive pills are not effective 
after pregnancy has occurred and they will not 
harm the developing fetus. 

•	 Emergency Contraceptive pills are NOT the
 
same as RU-486 (the abortion pill).
 
•	 Using Emergency Contraceptive pills will not 
affect a woman’s ability to become pregnancy in 
the future. 

Follow-up after taking Emergency 
Contraceptive pills: 
•	 If you vomit after taking emergency 
contraception you may need to take another 
dose. Before you do, contact a pharmacist or 
healthcare provider immediately. 
•	 If you do not get a normal period within three
 
weeks, take a pregnancy test.
 
•	 It is important to visit your doctor or clinic for 
a regular birth control method and information 
about preventing sexually transmitted infections. 
•	 Medical providers or your pharmacist can 
provide Emergency Contraception for future use 
if needed. 

In California, women and men may receive free 
family planning services through Family PACT 
based on income. 

If you don’t have a doctor or clinic, call 
(800) 942-1054 to find a Family PACT provider 
near you. 

Under the Affordable Care Act (ACA), Emergency 
Contraception may be covered with a prescription. 

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

www.pharmacy.ca.gov 
(916) 	574-7900 	
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TABULATION OF SURVEY RESULTS 

Survey Results Regarding Pharmacy Compliance
 
With Translated Labels and Interpreter Availability
 

A total of 239 surveys were collected by Board inspectors. The results are as follows: 

1.	 Do you provide prescription container labels with translated directions? 

a)	 Yes 185 (77.4%) b) No 54 (22.6%) 

Individual Comments: 
Limited Spanish 
No occasion has arisen 
Spanish/French Canadian on label and as counseling information 
Spanish 
Spanish only 

2.	 How do you provide the translation of the directions for use? 

a) Pharmacy staff translates the labels: 69 (37.3%) 

Individual Comment: Spanish Only 

b) The pharmacy uses the Board of Pharmacy’s online translated directions for use: 5 (2.7%) 

c) The pharmacy uses computer software or online programs: 151 (81.67%) 

Comments: Spanish only; by Sigs only; no free‐form Sigs can be translated on label. 

d) The pharmacy uses other means of providing translations (describe): 12 (6.5%) 

Individual Responses: 
1.	 Third party Language Line, although the occasion has never arisen 
2.	 Language Line 
3.	 Store employees (Spanish only). No other language translations have ever come up 



                                    
 
                  
 
         
       

                           
       

              
               
                 

                         
       

              
           
                    
 
                         
 
                        
 
                              
 
                             
 
                                
 
       
     
        
 
                                
 
                          
 
 
                     
 
                            
 
                  
   
                                
 
         
                      

               

 

3.	 If you translate the labels, do you also provide the English language equivalent on the label? 

a)	 Yes 47 (26%) b) No 134 (74%) 

Individual Comments: 
Optional 
If the software is used correctly an additional leaflet prints in English, with label 

information and medication information 
No room/space for both 
Hard copy is in English 
RPh translates based on Spanish experience 
Some prescribers write both English and the foreign language, so the pharmacy puts 

both on the label 
Has never come up 
Don’t use often 
Don’t know if label provides English translation. 

4.	 If you do not provide translated directions on the label, why? 

a) The pharmacy has no requests for translated labels 28 (51.9%) 

b) The pharmacy has too many patients with diverse language needs 4 (7.4%) 

c) The pharmacy’s software will not print in foreign language fonts 18 (33.3%) 

d) The pharmacy is concerned that errors on the label will go undetected 14 (25.9%) 

e) Other: 

Individual Responses:
 

Pharmacy has not contracted with any software vendor to provide labels yet (new pharmacy).
 

Pharmacy has no prescription processing software at this time (new pharmacy).
 

5.	 How does the pharmacy comply with the interpreter requirements? 

a) Uses pharmacy staff at this or other pharmacies to interpret 138 (57.7%) 

b) Uses a telephone language service 190 (77.5%) 

c) Is not compliant with current requirements to have access to an interpreter 15 (6.3%) 

Individual Comments:
 
Is not in full compliance. Only has Spanish‐speaking staff.
 
Both staff and rarely Language Line
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CURRENT REGULATIONS (2013) 

§ 1707.5. Patient-Centered Labels for Prescription Drug Containers; Requirements. 

(a) Labels on drug containers dispensed to patients in California shall conform to the following format: 

(1) Each of the following items shall be clustered into one area of the label that comprises at least 50 percent 

of the label. Each item shall be printed in at least a 10-point sans serif typeface or, if requested by the 

consumer, at least a 12-point typeface, and listed in the following order: 

(A) Name of the patient  

(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 of the drug, or the generic name and the name of the manufacturer. 

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

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

prescription.  

(2) For added emphasis, the label shall also highlight in bold typeface or color, or use blank space to set off 

the items listed in subdivision (a)(1). 

(3) The remaining required elements for the label specified in section 4076 of the Business and Professions 

Code, as well as any other items of information appearing on the label or the container, shall be printed so as 

not to interfere with the legibility or emphasis of the primary elements specified in paragraph (1) of 

subdivision (a). These additional elements may appear in any style, font, and size typeface. 

(4) When applicable, directions for use shall use one of the following phrases: 

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

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

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

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

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

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



     

 

 

 

  

 

 

 

 

 

 

 

     

 

 

 

 

   

 

  

 

CURRENT REGULATIONS (2013) 

(G) Take 1 [insert appropriate dosage form] in the morning, and Take 1 [insert appropriate dosage form] at 

bedtime  

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

bedtime  

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

bedtime  

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

[insert appropriate dosage form] in the evening  

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

[insert appropriate dosage form] in the evening  

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

[insert appropriate dosage form] in the evening  

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

[insert appropriate dosage form] in the evening, and 1 [insert appropriate dosage form] at bedtime  

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

[insert appropriate dosage form] in the evening, and 2 [insert appropriate dosage form] at bedtime  

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

[insert appropriate dosage form] in the evening, and 3 [insert appropriate dosage form] at bedtime  

(P) If you have pain, take __ [insert appropriate dosage form] at a time. Wait at least __ hours before taking 

again. Do not take more than __ [appropriate dosage form] in one day  

(b) By October 2011, and updated as necessary, the board shall publish on its Web site translation of the 

directions for use listed in subdivision (a)(4) into at least five languages other than English, to facilitate the 

use thereof by California pharmacies. 

(c) The board shall collect and publish on its Web site examples of labels conforming to these requirements, to 

aid pharmacies in label design and compliance. 

(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. The pharmacy shall, at minimum, provide interpretive services in the patient's language, if 



     

   

 

 

 

 

 

 

 

  

 

CURRENT REGULATIONS (2013) 

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. 

(e) The board shall re-evaluate the requirements of this section by December 2013 to ensure optimal 

conformance with Business and Professions Code section 4076.5. 

(f) As used in this section, “appropriate dosage form” includes pill, caplet, capsule or tablet. 

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

4076 and 4076.5, Business and Professions Code. 
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California State Board of Pharmacy 
1625 N. Market Blvd, Suite N219, Sacramento, CA  95834  
Phone (916) 574-7900  
Fax (916) 574-8618 
www.pharmacy.ca.gov 

BUSINESS, CONSUMER SERVICES AND  HOUSING AGENCY  
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR.  

Communication and Public Education Committee 
Minutes 

Date:	 Monday,	October	7,	2013	 
Location:	 Department	of	Consumer	Affairs

First	Floor	Hearing	Room	
1625	N.	Market	Boulevard	
Sacramento, CA		95834	 

Committee Members Present:
Stan	Weisser,	Professional	Member	(Chairing)	
Cheryl	Butler,	Professional	Member	
Ramon	Castellblanch,	Public	Member	
Albert	Wong,	Professional	Member	 

Committee Members Absent:
Ryan	Brooks,	Public	Member	(Chair)	
Rosalyn	Hackworth,	Public	Member	
Shirley	Wheat,	Public	 Member	 

Virginia	Herold,	Executive	Officer
Anne 	Sodergren,	 Assistant	Executive	Officer
Kristy	Shellans,	DCA	Sr.	Staff	Counsel	
Carolyn	Klein,	Manager
Laura	Hendricks,	Administrative	 Analyst 

Staff Present:

Stan	Weisser,	President	of	the	Board,	appointed	himself	to 	serve	 as	Chair	of	the	 meeting	for this	 
date.		He	called	the	meeting	 to	 order	at	12:33	p.m.	and	conducted	a	roll	call	of	the	members.	 

1.	 Review and Discussion of the 42nd Annual Report of the Research Advisory Panel of 
California 

The	Research	Advisory Panel	of	California	was established to	oversee	 research	involving	use	
of	controlled	substances.		Section	11213	provides	that:	 

Persons who, under applicable federal laws or regulations, are lawfully entitled to 
use controlled substances for the purposes of research, instruction, or analysis, may 
lawfully obtain and use for such purposes such substances as are defined as 

Minutes of the Public Education and Communication Committee – October 7, 2013 Page 1 of 12 

http:www.pharmacy.ca.gov


 

                               

	 	 	 	 	 	 	 	 	 	 	 	
	 	 	 	 	 	 	 	 	 	 	 	

	 	 	 	 	 	 	 	
	

	

	
		 	 	 	 	 	 	 	 	 	 	 	
	 	 	 	 	 	 	 	 	 	 	 	 	

	 	 	
	

	
	

	
	

	

	 	

	
	

	
	

controlled substances in this division, upon approval for use of such controlled 
substances in bona fide research, instruction, or analysis by the Research Advisory 
Panel established pursuant to Sections 11480 and 11481. 
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regulation	change	would	be	required	if	the	board	determined	that	only	the	board’s	notice,	
 

 

es	

Patrick	R.	Finley,	 Pharm.D.,	is	the	board’s	appointment	to 	the	 seven	member	advisory	panel.			

customized	with	an	 entity’s	banner,	should	be	required.			 

Mr.	Weisser	asked	counsel	if	adding	a	company’s	name	to	 the	board‐approved	poster	is	a	
deviation	from	the	regulation.	Ms.	Shellans	stated	it	was	not	a 	deviation;	that	the	 committee	 
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s	required	to	be	posted	by	the	California	Board	of	Pharmacy.”	

meeting	materials,	adding	that	the	board	is	currently	securing	bids	to	have	the	Fact	Sheet	
reproduced	in	six	languages:	Chinese,	Korean,	Russian,	Spanish,	Tagalog	and	Vietnamese.		
These	are	the	same	six languages in	which	the	board	makes	ava
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Dr.	Castellblanch	asked	if	the	board	should	require	that	the	board	logo	be	required	to	be	on
any	notice	 posted	pursuant	to	the	 regulation.		Counsel	stated	that	 the	current	requirements	
do	not	require	the board’s	logo	on	such	a	notice.	 
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at	no	cost”	is	not	on	each	of	the	alternate	formats.			In	addit

 

  

nterpreter	 

 

services	will	be	provided	to	you	upon	request	 

 
  

ion,	the	committee	would	like	to	

 

Counsel	reference	a	draft	request	 form	provided	in	 the	 meeting	 materials.		She	stated	she	

Motion/Second (Castellblanch/Wong):

statement	“This	notice	i

Public	Comment:		There	was	no	public	comment.	

ilable	its	“Notice	to	
ill	be	

4.	

Title	 16	CCR	Section	1707.5	specifies	 requirements	for	patient‐centered	labels	 for	
prescription 	drug	containers.		When	the	board	promulgated	these requirements,	it	included	

  
     

would	like	to	see	the	 form	reference	the	required	text	that	shall	be	on	each	notice. 

Do	not	approve	the	alternate	formats	presented	by	Walmart	and	Costco	because	the	required

see	any	alternate	format	notice	submitted	for	the	committee’s	approval	to	include	the	

in	subdivision	(e)	a	requirement that	the	board	re‐evaluate	the	requirements	by	December	
2013	to	ensure	optimal	conformance	with	Business	and	Professions	Code	Section	4076.5.

The	committee	reviewed	the	factors	considered	when	developing	the	 current	regulatory	
requirements,	as	well	as	the	board’s	efforts	to	 date	to	 review	 the	patient‐centered	
requirements,	which	was	initiated	 by	the	committee	in	 April	2013.		 The	committee	discussed	
the	USP	guidelines	published	in	November	2012,	noting	the	close 	resemblance	to	the	board’s	 
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in	the	NCPDP	White	Paper	is	to	implement	the	use	of	universal	medication	instructions	in	an	
effort	to	help	get	the	e‐prescribing	directions	for	use	standardized.		In	its	surveys,	the	board	
has	looked	at	the	use	of font	sizes,	how	interpretive	services	requirements	are being	
implement

  

noting	they	
e
want	lar
d,	patient	

ger
s

 
 

 
atis
	 font,	a
fact

 
n
ion	(a	general	framework	of	what	

  

d	th

 

e	purpose	on	the	label.		Mr

 

.	Weisser	discussed	the	
 patients 

 

	are 	thinking)

 
 

distribution	of	these	surveys,	noting	that	CPEHN	had	the	survey translated	and	distributed	

 –	 

among	limited	English	and	other	groups.		Dr.	 Wong	indicated	the 	survey	was	available	in	 
  

    

requirements.		Ms.	Herold	indicated	that	staff	 continues	 to 	search	for	medical	literacy	 
research	regarding	standardized	 directions	 for	use,	noting	the	 goal	 of	such	a	schedule	is	to	 
increase	patient	understanding,	adherence	to 	medication instructions	and	improving	health	
outcomes.		She	stated	she	has	been	trying	to	build	support 	among	groups	by	highlighting	the 
benefits	of	 utilizing	standardized	 directions	 for	use,	and	 that 	there may	be	educational	
opportunities	to	work	with	the	prescribing	boards	to	this	end.	 	One	 of	the	recommendations	

Chinese	in	his	pharmacy.		Ms.	Herold	provided	the	results	of	a	recent	survey	conducted	by	
the	board,	the	results	of	which	will	be	appended	to	the	minutes of the	meeting.	

Regulation	

Should	 the	 

c

board

urrently	requires	th

	 modify	 what	 is

at	“patient‐centered”	items	sha

	 considered 	“patient‐centered”?	 

of	the	label	that	comprises	at	l
 

east	50	percent	of the	label:	 
ll	be	clustered	into	one	area	

1.		Name	of	the	patient	
  2.		Name	of	the	drug	and	strength	of	the	drug

3.		The	directions	for	use	
4.		The	condition	or	purpose,	if	it	is	indicated	on	the	prescription.	

Ms.	Herold	noted	tha

 

t	in	addition	

 

to	these	req

 

uired	elements,	some	pharmacies	include	

 

additional	information	within	th
expir
they	intend	

ation 	dates	o
 

e	50%	clustered	area,	su
 

be	included	within	
f	drugs,	or	other	

t
informa 

 he	p 
 
atient‐cen

tion
ter
.		She	asked	 

ch	as	t
t he	board	t
he	patient’s	address,	

o	clarify	exactly	wha

 

ed	clustered	a
 

 

rea.		Dr.	Castellblanch	spok
t	
e	

in	support	of	having	“only	the	four items”	(specified	at	Section	1707.5(a)(1)(A)‐(D))	–	and	
nothing	else	–	within	the	clustered	area.

Motion/Second	 (Castellblanch/Butler): 
  

 

		Recommend	that	Section	1707.5(a)(1)	be	
modified	to	read	as	follows	to	indicate	the	prominence	of	the	patient‐centered	clustered	
items:

	(1)	Each	of 	the	following	items	shall	be	clustered	into	one	 area	of	the	label	that	
comprises	at	least	50	percent	of 	the label,	and	only	those	four items.		Each	item	shall	be	
printed	in	 at	least	a	 10‐point	sans	serif	typeface	or,	if	 requested	by	the	consumer,	at	least	
a	12‐point	typeface,	and	listed	in	the	following	order: 
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There	was	 no	public	comment.	
 

Support:			4	 Oppose:		0	 Abstain:		0	
 

Does the committee wish to discuss any changes to the requirement that the “name of 
the patient” be in the patient‐centered cluster portion of the label? 

There	was	 no	committee	or	public	discussion. 

Current	regulation	at	S

the 	label? 	

ection	1707.5(a)(1)(B)	 specifies	that	th
	

or	the	gen
of	this	section,	“name	o
strength	of	the	drug	be	in	the	p

eric	name	
f	the	drug”	

atient‐centered
er	the	manufactur

 

and	the	name	of	the	manu
means	eith

  
 

e	name	of	the	drug	

    

and	

  
  

portion	of	the	label	and	that	“for	the	purposes	

  
facturer.”		The	com

er’s
mittee	discussed	the	value	
	trade	name	of	the	drug,	

ithin	 

 ic 

generic	name	fully	spelled	out	was	needed.		 In	addition,	 there	 was	consensus	that	the	suffixes	
referenced	 f 	the 	drug	name	and	should	be	used.	 

 if	 a	 prescription	 is	 written	 for	 a	 brand	 name	 and	 a generic	 
drug	is	dispensed	 then	 “generic	 for	[brand 	name]”	appear	on the label.			 

Ms.	Herold	stated	it	 is	required	that	the	manufacturer	name	be	 on	a	prescription	label,	and	
that	the	committee	 is	 considering 	whether	or	not	it	should	be	within	 the	patient‐centered	 
cluster	or	not.	 

Should changes be made to 1707.5(a)(1)(B) regarding the “name of the drug and 
strength of the drug”? 

Is it worthwhile to list the name of the manufacturer in the patient‐centered portion of 

of	having	the	manufacturer’s	name	as	one	of	the	patient‐centered	elements.				Dr.	Wong	
stated	his	support	of	having	the 	manufacturer’s	name	on	the	label,	but	not	necessarily	w
the	patient‐centered	 elements.		 

Ms.	Herold	noted	recommendations	provided	in	the	research:	 

USP	 suggests	 that	 the	 drug	 name	 be	 spelled	 out	 fully (brand	 AND 	 the  	 gener
name)	–	no	 abbreviations.	 

 NABP	suggests	inclusion	of	suffixes	(CD,	SR,	XL,	XR,	etc.)				 

It	was	the	consensus	of	the	committee	 that	having	both	the	trade/brand	name	and	the	

in	the	NABP 	recommendation	were	part	o

NABP	 suggests	 that	 
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Public	Comment 

Dr.	Steve	Gray	speaking for	CSHP	and	as	an 	individual/pharmacist	 noted	that	 CSHP	and	CHA	
had	a	joint	task	force	on	“transitions	for	care”	 which	addressed	medication	reconciliation.		
The	task	force	noted	too	high	a	percentage	of	confusion	among	patients	and	their	care	givers	
regarding	the	names	of	drugs.		He	provided	 examples	where	brand names	were	prescribed	
and	wher
an	example	of	a	verbal	consult	w

e	generic	substitutio 

 

ns	were	made	(and	communicated	to	the	patient).		He	provided	

for	Hydrodiuril,	and	th
hydrochlorothiazide.		When	the	p

e patient	goes	home	with	a	prescription	
here	a	p
   

 
 

atient	is	told	that	hydrochlorothiazid

atient	gets	
 label	that	indicates	

should	hav
(previous	Rx)	and	they	take	both

home,	they	also	hav

	one	of	tho

 e	a	vial	of	Hydr

e	taken	only
	and	have	an	adverse	event	–	be
se.		He	supported	the	use	of	“Generic	for…”	on	the	label	so	

cause	they	d
 

e is	substituted	

 
 

odiuril	

that	the	patient	or	car

 

	needs	to	change,	and	that	the	bo
e	giver	would	not	be	confused	as	to	 

		He	also	spoke	in	support	of	p
ard	may	want	to	look	into	this

what	medic

having	others	address	the	board.
He	said	

 

idn’t	know	they

something  
ation	should	be	taken.		

further by

f
the	same	place	no	ma
ormatted	the same,	usi

rescription	labels

tter	the	bank).					
ng	a

 
 “check	book”	example	(where	specifi 

 
c	items	are	alwa

 
 that	are	
ys	found	in	

 

With	rega
important	

r
t
d	to	direc
o	emergency	personn

tions	for	use,	
el
D 
.	
r.	Gray	provided	that	the	n ame	and	 strength of the drug 

   
is	

It	was	the	c
part	of	the	drug	name	and	

onsensus	of	the	co
should	be	on	the	label.	
mmittee	that	the	 “ 

 
suffix

 
es”	referenced	in	the	research	are	a	

The	committee	discussed	the	use	o

generic	is	dispensed	fo
trade	name	

 
 drug,	or	when	a	g 

r

 

 a	trade
en

 
eric	is	prescribed)	and	reached	c
f	generic	drug	names	(when	a	g

onsensus	that	when	a	
eneric	is	substituted	for	a	

	name	drug	that	the	label	speci fy	“Generic	for		 (trade name) .“		
Dr.	Wong	convey
informa

ed	the	importance	of	having	the	manufacturer’s	n 

Motion/Se

tion 

cond

was	import

 (Wong/Castellblanch):

ant	to	persons	who	might	have	drug	allerg

requirement	that	the	m
		Modify	Sec 

ies	to	a	particular	generic.	
ame,	because	that	

anufacturer be	in	the	“p
tion	1707.5(a)(

red”	 
   

atient‐cente clustered	items	(knowing	
1)(B)	to	remove	the	

 

manufacturer	name	will	be	elsewhere	on	the	label);	and	amend	th
the	

languages	that	would	accomp
is	dispensed	to	say	“generic	for

lish	t
”	(the	trade	name).		Staff	will
his	recommendation.

 
 
	work	with	counsel	to	bring	bac

e	language	where	a	generic
 

k	 

There	was	no	addit ional	public	comment	on	this	item. 

Support:			4	 Oppose:		0	 Abstain:		0	 
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Public	Comment

Dr.	Gray	stated	that	

 

patient	requests	it.		He	
a  

 

	pharmacis

pharmacist	can	use	professio
suggested	 

t	may	indic
a 	modificat 

ate	the	purpose	or	c

nal	judgment	as	
io
t o	whether	o
n	to	the	regulation	that	would	clarify	that	

ondition	on	the	label	if	the	
a

what	the	drug	is	being	used	for	i
should	be	on	the	label.		With	regar

n	order	to	provide	a	 
d	to	patient	consultatio

f 
 

ull	cons
n
r
,	a
 	not	the	purpose	or	condition	

 

to	figure	that	out	somehow.		Ms.

 
ultatio
pharmacist	needs	to	know	

	Anne	Sodergren,	AEO,	sought	th
 

n,	so	the	pharmacist	has	

suggesting	a	statutory	 amendment, 	and	noted	challenges	in	previ
e	committee’s	

make	a	statutory	change	to	require	the	purpose	or	condition	on	the	p
ous	years	wh

Jonathan	N
r

en	trying	to	
input	on	

 

escription	

 

label.		

language	th
within	t he	p 

elson,	CSHP,	spoke	in	
atient‐centered	clustered	ar

support	of	having	the	p
 

 urpose	o
 
r	condit

at	would	more	clearly	indicate	that	a	pharmacist	cou
ea.	Dr.	Gray	suggested	modifying	

 

judgment	to	include	the	purpose	or	condition	on	the	label.	

  
 ld	use 

ion	on
the	reg

the	label,	

 
his	or	her	professional	

ulation	

Motion/Se
language	to
included	in	

c

the	patient‐
either	amend	Sectio
ond (Butler/Castellblanch):

centered	cl
n	1707.5(a)	(
ustered	

 
  
 

Direct	staff	to	work	with	legal	counsel	to	draft	

items.	
1)(D)	to	allow	the	purpose	or	condition	to	be	 

the	“purpose	or	condit
Dr.	Steve	Gray,	Kaiser	P 

ion”	as	on
ermanent

e	
e,	
of	the	pat
a 

 
nd	Jonatha

 

n	Nelson,	CSHP,	s

 

ient‐cent
poke	in	support	of	having	

 

red required	it ems.	

Support:			4	

 

 

e

Oppose:		0	 Abstain:		0	 

What Font Size is Appropriate? 

Stan	Weisser	read	the	Governor’s	 recent	veto	letter	for	S B	205	

the	board’s	review	befo
size	on	a	pr

re	making

 
 escription	label,	indica

	a	statutory	c
ting	t 
 

he	Governor’s	pr
hange	to	th

efere
e font
nc
related	to	the	minimum	font	 
e	to	
	size	o
wait	 f	

 
 for	the	find 

 n 	a	prescription	label.	
ings	o

 

Should Purpose or Condition be in the patient‐centered clustered items? 

There	was	 wide	consensus	that	the	purpose	or	condition	 should	be	on	the	prescription	label	
within	 the	clustered	patient‐centered	items.		Staff	counsel	 commented 	that	a	statutory	 
change	may 	be	needed,	 as	Section 4076	states	 it	is	required	to	 be	on	the	label	only	if	it	is	 
specified	on 	the	prescription. 

Ms.	Herold	reviewed	 the	current	requirement	for	font	size	(10	point	minimum,	with	12	point	
required	 if	 requested	by	the	patient)	and	as	previously	discussed	at	this	meeting	 pharmacies,	
by	a	wide	preponderance,	are	using	12	point	 font	as	the	primary 	font	on	prescription	labels.		
It	was	the	consensus	of	the	committee	 that	the	 regulation	should	be	modified	to	require	a	
minimum	12	point	font.			 
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Current	regulation	at	S

Should 	the	 existing 	requirements

ection	1707.5(a)(2)	states	“For	added	em

	 for	 “added	 emphasis” 	be 	modified?

phasis,	the	label	shall	also	

	 

Dr.	Castellblanch	recognized	the 	many	reports,	research,	and	legislative	efforts	to 	address	 the	 
minimum	font	size	on	prescription	labels.	 

Motion/Second (Castellblanch/Butler): 		Modify	Section	1707.5(a)(1)	to	read	 as	follows:	 

(1)		Each	of	the	following	items 	shall	be	clustered	into	one	 area	of	the	label	that	 
comprises	at	least	50	percent	of 	the label.		Each	item	shall	be 	printed	 

listed	in	the	following	order:	 

Public	Comment

(a)(1).”			
    

Ms.	Herold	noted	tha

 

t	there	is	n ot	m uch	available	in	the	research	that	address 
    

es	these	items,	
 

 
l	

Mandy	Lee,	

 

required	at	
nt,	ther
some	point,
 
 
California	R

	 
e
and	that	
tailers	Association,	

12‐point	fo e	could	be	issu

 
i 
es	with	fitt
f	th

e 
 e	patient‐c

xpressed	concern	
entered	i tems	are	requ 

that	if	translations	will	be	

ing	everything	on 

 

the	label.	

  
ired	t o	be	printed	in	

be	impacted	by	the	motion.		Couns
Jonathan	Nelson,	CSHP,	sought	cl

 

arificat
el	referr

ion	o
ed	t
n	exac
o	the	four	it 

tly	which	pa
ems	curren 

tient‐center

 

tly	refer
ed	it
enc
ems	would	
ed	in	 

highlight	in	bold	typeface	or	color,	or	use	blank	space	to	set	off	the	items	listed	in subdivision	

however,	th
letters.		

ere	is	a	recommendation	in	the	research	that	sentence	casing	not	be	in	all	capita

There	was	no	further	c ommittee	or 	public	discussion	on	this	item.	 

	

	

	

	

	 	

	

Section	1707.5(a)(1)(A)	–	(D).

Support:			4	 Oppose:		0	

Translations 

Ms.	Sarah	de	Guia,	CPEHN,	thanked	the	board	for	its	 efforts	to	 encourage	translations	for	
prescription 	labels.		She	noted	 that translation services	are 	provided	in	health	care	settings	
on	a	regular	basis.		She	expressed	 concern	over	the	survey	results	that	indicated that	
pharmacies 	were	using on‐line	translation	 services,	such	as	Google	Translations. Ms.	de	Guia	
spoke	in	support	of	the	professional	field	of	 translators	 that	 are	certified	to	provide	these	 

in	at	least	 a 10‐point	
sans	serif	typeface	or,	 if	requested	 by	the	consumer,	at	least	 a	12‐point	typeface,	and	

Abstain:		0	
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services.		She	requested	that	as 	the 	board	moves	forward	that	it	considers	 the	use	of	such	
certified	translators,	and	that	 where	CPEHN	can	provide	 additional	information	to let	her	
know.		She	said	CPEHN	is	concerned	about	the	quality	of	translations	that 	are 	being	 
provided.		She	spoke	in	support	of	establishing	standards	for	providing	translations.		 

Dr.	Castellblanch	asked	how	the	 board	has	been	advising	 pharmacies 	of	the	patient‐centered
requiremen
as	e‐mail	subscriber	alerts.			

ts.		Ms.	Herold	noted	that	the	board	has	utilized	its  newsletter,	The  Script
 

,	as	well	

Ms.	Mandy	Lee,	Cal ifornia	Retail
ies	that	use	

ers	Associat

Ms.	Herold	indicat
their	member	pharmac

ed	that	two	mem
on‐line	tr

 
 

io
an
n,	ind
slations,	a
icated

s	descr
 they	are	no

ibed	a
t
t	the	meet
 aware	that	any	o

ing.		
f

software”	to	provide	the	translations.		Ms.	Sodergren	asked	if	
ber	pharmacies	indicated	they	

their	members	to	clarify	the	types	of	services	that	are	used	fo 
  

r	the	purpose	of	translating	
Ms.	Lee	might	be	able	to	survey	
used	“on‐line	c 

prescript

 
omputer	

ion drug	labels.	

There	was	no	further	 discussion	 o n	this	item.	 

5.	 Update	on 	the	Committee’s	Goals	for	2012‐2017	To	Fulfill	the Board’s	Strategic	Plan	

Ms.	Herold	stated	that	the	committee	go

  

 als	need	to	be	augmented. 

6.	 Update	on The	Script

Mr.	Weisser

 

 referred	to	the	update	 p rovided	in 	the	meet ing	materials. 

7.		 Public	Outreach	Activ

 

ities	Conducted	by	the	Board

A	listing	of	public	outreach	activities	are	appended	to	these	

 

minutes.	  

8.		 Public	Comment	for	Items	Not	on	the	Agenda	

There	were	no	public	comments.	

 

 

Mr.	Weisser adjourned	 the	meeting at	2:25	p.m.	
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      Spanish/French  Canadian  on  label  and  as  counseling  information  
      Spanish  
      Spanish  only  
 
2.   How  do  you  provide  the  translation  of  the  directions  for  use?  
 
  a)  Pharmacy  staff  translates  the  labels:    69  (37.3%)  
 
    Individual  Comment:   Spanish  Only  
 
  b)   The  pharmacy  uses  the  Board  of  Pharmacy’s  online  translated  directions  for  use:    5  (2.7%)  
 
  c)    The  pharmacy  uses  computer  software  or  online  programs:  151  (81.67%)  
   
    Comments:   Spanish  only;  by  Sigs  only;  no  free‐form  Sigs  can  be  translated  on  label.    
 
  d)   The  pharmacy  uses  other  means  of  providing  translations  (describe):   12  (6.5%)  
 
    Individual  Responses:   

1.  Third  party  Language  Line,  although  the  occasion  has  never  arisen   
2.  Language  Line  
3.  Store  employees  (Spanish  only).  No  other  language  translations  have  ever  come   up  

   
   
   
 
                                    
 
                  
 
         
       
                             

       
              
               

TABULATION 	OF	 SURVEY	 RESULTS	 

Survey  Results  Regarding  Pharmacy  Compliance  
 
With  Translated  Labels  and  Interpreter  Availability 
 

 
A  total  of  239  surveys  were  collected  by  Board  inspectors.  The  results  are  as  follows:  
 

1.  Do  you  provide  prescription  container  labels  with  translated  directions?  
 
  a)  Yes   185  (77.4%)    b)   No   54  (22.6%)  
 
    Individual  Comments:    
      Limited  Spanish   
      No  occasion  has  arisen  

3. If you translate the labels, do you also provide the English language equivalent on the label? 

a) Yes 47 (26%) b) No 134 (74%) 

Individual Comments: 
Optional 
If the software is used correctly an additional leaflet prints in English, with label 
information and medication information 
No room/space for both 
Hard copy is in English 
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28 (51.9%) 

18 (33.3%) 

14 (25.9%) 

c) 

Both staff and rarely Language Line 

RPh translates based on Spanish experience 
Some prescribers write both English and the foreign language, so the pharmacy puts 
both on the label 
Has never come up 
Don’t use often 
Don’t know if label provides English translation. 

4.	 If you do not provide translated directions on the label, why? 

a) The pharmacy has no requests for translated labels 

b) The pharmacy has too many patients with diverse language needs 4 (7.4%) 

c) The pharmacy’s software will not print in foreign language fonts 

d) The pharmacy is concerned that errors on the label will go undetected 

e) Other: 

5. 

a) 138 (57.7%) 

b) 

15 (6.3%) 

Individual Responses: 

Pharmacy has not contracted with any software vendor to provide labels yet (new pharmacy). 

Pharmacy has no prescription processing software at this time (new pharmacy). 

How does the pharmacy comply with the interpreter requirements? 

Uses pharmacy staff at this or other pharmacies to interpret 

Uses a telephone language service 190 (77.5%) 

Is not compliant with current requirements to have access to an interpreter 

Individual Comments: 
Is not in full compliance. Only has Spanish‐speaking staff. 
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Downey,	CA.	The	seminar	focused on	prescription	drug	abuse,	corresponding	responsibility
ion.	 The	seminar	was	well	 

August	13,	 2013:		Executive	Officer	Herold	provides	a	webinar	on	e‐Pedigree	requirements	at	

August	16,	 17,	18,	19:		 The	Board	 of	Pharmacy,	in	conjunction	with	Washington	
Headquarters	of	the	Drug	Enforcement	Administration,	co‐hosts		 four	day‐long	seminars	for	
pharmacists.		Two	were	held	in	San	Diego,	and	two	in	San	Jose.	 The	 seminars	focused	on	

on 	drug	abuse,	corresponding	 responsibility	of	 pharmacists,	and	other	issues	
on.	The	seminars	were	 well	attended,	with	at	least	300	

August	25:		 Supervising 	Inspector	Janice	Dang	 provides	a	 presentati
responsibility	of	pharmacies	to	 physicians	attending	 the	Napa	Pai

PUBLIC OUTREACH ACTIVITIES (July – September 2013) 

The	following	are public	outreach 	activities	we 	have	participated	 in	since	the	July	report	to	 the	 
board:		 

	 July	25,	2013:		The	Board	of	Pharmacy,	in	conjunction	with	the	 Los	Angeles	Field	Division	of	
the	Drug	Enforcement	 Administration,	co‐hosts	a	seminar	for	pharmacists	on	July	26	in	

of	pharmacists,	and	other	issues	 related	to	curtailing	drug 	divers

attended,	with	approximately	220	 in	attendance.	
 

 
to	a	webinar	audience hosted	by	the	FDAnews. 

 

prescripti

related	to	curtailing	drug	diversi

individuals	 in	attendance	each	day.
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n	Conference. 

 

 

 

 

New	Mexico	Board	of	Pharmacy	o
August	26:		E xecutive 	Officer	Hero
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vir 
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hone	connection	to	the	

and	drug	 

September	17:		Executive	Offic

Princeton,	
California’s	

N

   
 

 
e
J.	
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regulati
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to	300	attendees	o
rold	provides	a	presentation

f	a	LogiPharma	
	via	t
confer
elephone	c
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ion	on

September	17:		Executive	Offic
serialization	to	attend

er	H erold	provides	a	webinar	on	California’s	requirement 
   

s	for

October	2:		
regulations	

E 
to	att
xecutiv
endees	at	a	GS1	c
e 

ees	of	a	PricewaterhouseCoopers	virtual	meeting.			

	Officer	Herold	provides	a	presentation		on	California’s	 
 onference 	held	in	San	Francisco.		 

e‐pedigree	
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