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LEGISLATION AND REGULATION COMMITTEE REPORT AND ACTION 
 
 Report of the Meeting held on July 14, 2010. 
 
PART 1:  REGULATION REPORT AND ACTION 
 
a. FOR DISCUSSION AND POSSIBLE ACTION 
 

1. Discussion and Possible Action Regarding a Regulation Specifying Consumer Notice for 
Language Assistance Interpretive Services Provided in Pharmacies and the Ability to 
Request 12-Point Font on Prescription Drug Container Labels 

ATTACHMENT 1 
Background 

On June 10, 2010, the board adopted proposed regulation 16 CCR 1707.5 to establish 
requirements for a patient-centered prescription drug container label.  That regulation is currently 
undergoing administrative review  

The patient-centered prescription label regulation requires a pharmacy to provide a consumer with 
12-point font for certain components of a prescription label, if requested; and also requires a 
pharmacy to provide oral interpretive services. 

During the rulemaking process to adopt the prescription drug labeling requirements, it was 
suggested that the board establish requirement(s) that consumers be notified of the availability of 
oral language interpretive services and of 12-point font, as specified in the adopted regulation.  At 
the April 2010 Board Meeting, staff indicated that draft proposed language to establish consumer 
notices for these purposes will be provided for the board’s consideration and possible action at 
this meeting.  Attachment 1 contains draft proposed text for the board’s consideration. 

Request 

Staff is requesting that the board discuss the following: 

1. Policy Discussion – Does the board wish to amend 16 CCR § 1707.2 (Duty to Consult; 
existing consumer notices) to move existing consumer notices from §1707.2 to a new section 
that also includes notices re: language interpretive services and large font sizes? 
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2. Review draft text prepared by staff to establish consumer notices to advise patients of their 
right to the 

• Availability of Oral Interpretive Services; and 
• Availability of 12-Point Font on Prescription Labels 

If the board approves the draft text and so chooses, direct staff to take all steps necessary to 
initiate the formal rulemaking process to add Section 1707.6 to Division 17 of Title 16 of the 
California Code of Regulations to specify the content of consumer notices related to the 
availability of interpretive language services for and of the availability of 12-point font on 
prescription drug container labels.  If no adverse comments are received during the 45-day 
comment period or at the regulation hearing, authorize the Executive Officer to adopt the 
proposed addition of Section 1707.6 as filed with the Office of Administrative Law. 

Committee Discussion / Action 

This item was not before the Legislation and Regulation Committee for discussion at its recent 
meeting. 

Recent Updates 

None. 

2. Future Amendment of 16 California Code of Regulations Section 1793.5 Regarding 
Modifications to the Pharmacy Technician Application Form 

ATTACHMENT 2 
Background 

Title 16 California Code of Regulations Section 1793.5 was established in 1992 and incorporates 
by reference the Pharmacy Technician Application.  Section 1793.5 was amended in 1995, 2002, 
and 2004 – primarily to update references to the fee required for obtaining a Pharmacy 
Technician license.  The Office of Administrative Law last reviewed the Pharmacy Technician 
Application in 1995.  Since that time, the Pharmacy Technician Application has been revised by 
staff  to address common deficiencies and to reflect statutory requirements implemented since 
1995. 

Request 

Staff is requesting that the board review the proposed changes to § 1703.5 and to the Pharmacy 
Technician Application.  A copy of proposed changes to the application will be provided to the 
board at the July 2010 Board Meeting. 

If the board concurs with the proposed changes and so chooses, direct staff to take all steps 
necessary to initiate the formal rulemaking process to amend Section 1793.5 to reflect the 
revision of the Pharmacy Technician Application (Form 17A-5, incorporated by reference) of 
Article 11 in Division 17 of Title 16 of the California Code of Regulations.  If no adverse comments 
are received during the 45-day public comment period and no hearing is requested, authorize the 
Executive Officer to adopt the proposed amendment of Section 1793.5 as filed with the Office of 
Administrative Law. 
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Committee Discussion / Action 

The Legislation and Regulation Committee did not discuss this item. 

Recent Updates 

Recently, counsel advised staff that in order to use a revised Pharmacy Technician Application 
that the board must amend 16 CCR § 1793.5 (which incorporates the application by reference) 
and have the application approved through the formal rulemaking process. 

Revisions to the application reflect changes in application requirements, as well as reorganization 
of information in an effort to eliminate the number of applications that are received as deficient. 

 
3. Future Update of the Self-Assessment Forms for Pharmacies and Wholesalers 
 (16 California Code of Regulations Sections 1715 and 1784) 

 
Background 
 
Pharmacy Law requires pharmacies and wholesalers to conduct self-assessments to promote 
compliance with various federal and state laws and regulations through self-examination and 
education.  Self-assessment forms provide references to relevant laws and regulations, and also 
serve as an easy reference guide for the Pharmacist-in-Charge (PIC) or Designated 
Representative-in-Charge (DRIC). 
 
Section 1715 of Title 16 Cal. Code of Regs applies to the self-assessment of a pharmacy by the 
Pharmacist-in-Charge.  The regulation was established in 1997 and was last amended in 2009 
The following self-assessment forms are incorporated by reference in § 1715: 
 
17M-13 (Rev 10/08) “Community Pharmacy & Hospital Outpatient Pharmacy Self-Assessment” 
17M-14 (Rev 10/08) “Hospital Pharmacy and Self Assessment” 
 
Section 1784 of Title 16 Cal. Code of Regs applies to wholesalers.  This regulation was 
established in 2007 and was last updated in 2009.  It incorporates by reference the following self-
assessment form: 
 
17M-26 (Rev 10/08) “Wholesaler Dangerous Drugs & Dangerous Devices Self-Assessment” 
 
After the conclusion of the 2009/2010 Legislative Session, board staff will draft changes to the 
self-assessment forms to reflect statutory changes for the board’s consideration at a future 
meeting. 
 
Committee Discussion / Action 
 
The Legislation and Regulation Committee did not discuss this item. 
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b. RECENTLY APPROVED REGULATIONS 
 
 Adopt New Section at Title 16 California Code of Regulations Section 1702 – Fingerprint Submissions 

for Pharmacists 

ATTACHMENT 3 

The Office of Administrative Law approved and filed with the Secretary of State a new Board of 
Pharmacy regulation regarding fingerprint submissions for pharmacists.  Title 16 California Code of 
Regulations Section 1702 is effective on December 7, 2010. 

The regulation specifies that as a condition of renewal, a pharmacist must disclose on the renewal 
form any arrest or conviction, as specified, since the licensee’s last renewal; that a pharmacist 
applicant must pay the actual cost of compliance with the submission of fingerprints; a requirement 
that the licensee retain proof of compliance, as specified; and that failure to comply with the 
fingerprint requirement will result in an application for renewal being considered incomplete.  
Attachment 3 contains a copy of the approved regulation. 

Committee Discussion / Action 

Chair Schell advised that board staff will be developing an implementation plan and hopes to advise 
all affected licensees by late summer of the fingerprint requirements.  An article also will be included 
in the next version of The Script. 

 

c. BOARD APPROVED REGULATIONS UNDERGOING ADMINISTRATIVE REVIEW 
 

1. Adopt Sections 1721 and 1723.1 in Division 17 of Title 16 of the California Code of Regulations 
Regarding Dishonest Conduct During a Pharmacist’s Licensure Examination / Confidentiality 

ATTACHMENT 4 

At the October 2007 Board Meeting, the board voted to approve proposed amendments to 
16 CCR § 1721 and § 1723.1 to strengthen the penalty an applicant would incur for dishonest 
conduct during an examination, as well as further clarify the penalty an applicant would incur for 
conveying or exposing any part of a qualifying licensing examination. 

The formal rulemaking was noticed on October 30, 2009, and the board did not receive any 
comments to the proposed rulemaking during the 45-day public comment period. 

The board adopted this regulation at its January 2010 Board Meeting.  The rulemaking file was 
compiled and submitted to the department for review in March 2010 and staff was advised in early 
July of the department’s approval.  The rulemaking was filed with the Office of Administrative Law 
on July 9, 2010, where it is currently undergoing administrative review.  A copy of the adopted text 
is provided in Attachment 4. 
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2. Adopt Section 1707.5 in Division 17 of Title 16 of the California Code of Regulations Regarding 
Patient-Centered Prescription Drug Container Labels 

ATTACHMENT 5 
 
During the June 2010 Board Meeting, the board voted to adopt proposed 16 CCR Section 1707.5 
creating the patient-centered prescription label requirements.  A copy of the adopted text is 
provided in Attachment 5. 

The formal rulemaking was noticed for the 45-Day comment period on November 20, 2009 and a 
regulation hearing was held on January 20, 2010.  The first 15-day comment period started on 
February 22, 2010, and the second 15-day comment period began on April 28, 2010.  The board 
received about 1,200 comments.  The board adopted the final text at its meeting held June 10, 
2010. 

As directed by the board, staff prepared the Final Statement of Reasons and compiled the 
rulemaking file.  The rulemaking was submitted to the department for review on July 12, 2010.  
The file will be reviewed by the Department of Consumer Affairs, the Department of Finance 
(fiscal), and State and Consumer Services Agency.  Upon approval by department/agency, the 
rulemaking will be filed with the Office of Administrative Law for further administrative review. 

 
d. BOARD APPROVED REGULATIONS – AWAITING NOTICE 
 

1. Amend Title 16 of the California Code of Regulations Section 1746 Regarding Emergency 
Contraception Protocol (to include correction of typographical error:  Mcg instead of Mg) 

In 2004, the board adopted a statewide protocol for dispensing emergency contraception 
products, resulting in the codification of Title 16 CCR Section 1746.  The regulation became 
operative on December 2, 2004. 

Staff recommends that an error be corrected in the ‘chart’ of Dedicated Emergency Contraception 
that is specified in 16 CCR §1746(b)(11) to correct the heading of “Ethinyl Estradiol per Dose 
(mg).”  The heading should designate micrograms – not milligrams.  While the board deems this 
to be a typographical error, the regulation (as originally adopted) specified milligrams, not 
micrograms.  As a result, a formal regulation proposal is required to correct this heading.   

Committee Discussion / Action 
 
Chair Schell advised that at the January 2010 Board Meeting, the board voted to initiate the 
rulemaking process.  He stated that board staff had anticipated releasing this regulation change 
for comment for adoption prior to the July 2010 Board Meeting, however, because of competing 
priorities, has been unable to do so. 

Ms. Herold suggested that the board consider forming a committee to update the regulation as 
after six years, the medication may have changed. 
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2. Amend Title 16 of the California Code of Regulations Section 1732.2 Regarding Board Accredited 
Continuing Education 
 
Competency Committee members serve as the board’s subject matter experts for the 
development of the California Practice Standards and Jurisprudence Examination for 
Pharmacists.  At the October 2008 Board Meeting, the board approved a recommendation 
from the Licensing Committee to award Competency Committee members up to six hours 
of continuing education (CE) credit annually to complete review of examination questions if 
the committee member is not seeking reimbursement for their time.  Additionally, the 
board previously voted to award CE for the following: 
 
 Attending one board meeting annually (6 hours of CE),  
 Attending two committee meetings annually (2 hours of CE for each meeting, must be 

different committee meetings), and  
 Completing the PSAM, which is administered by the National Association of Boards of 

Pharmacy (6 hours). 
 
The provisions above were included in the board’s continuing education policy, but never formally 
amended into the regulation 
 
Committee Discussion / Action 
 
Committee Chair Schell advised that at the February 2010 Board Meeting, the board voted to 
initiate the rulemaking process.  He stated that board staff anticipates initiating the rulemaking for 
action at the October 2010 board meeting. 

 
 
e. BOARD APPROVED REGULATIONS – UNDER DEVELOPMENT 
 

1. Title 16 CCR § 1785 – Self-Assessment of a Veterinary Food-Animal Drug Retailer 
 
The adoption of Section 1785 of the California Code of Regulations would establish a self-
assessment form for veterinary food-animal drug retailers and require the designated 
representative-in-charge to complete this form to ensure compliance with pharmacy law.  This 
form would also aid these licensees in complying with legal requirements of their operations and 
therefore increase public safety as a result of this compliance.   

 
The draft form was reviewed and approved at the September 2007 Enforcement Committee 
Meeting.  During the October 2007 Board Meeting, the board voted to approve the regulation for 
the 45-day comment period.  Subsequent to those actions however, the licensing committee was 
advised of potential problems with the licensing requirements for designated representatives 
working at these facilities. 
 
The board was advised at its Board Meeting in April 2010 that the Licensing Committee is 
completing a program review of the Veterinary Food-Animal Drug Retailer program, and that staff 
does not anticipate proceeding with this regulation until the Licensing Committee completes its 
review of the Veterinary Food-Animal Drug Program for possible changes. 
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Committee Discussion / Action 
 
The committee was advised that this regulation has been tabled until the Licensing Committee 
completes its review of the Veterinary Food-Animal Drug Retailer program. 
 

2. Title 16 CCR § 1751.9 – Accreditation Agencies for Pharmacies that Compound Injectable 
Sterile Drug Products 
 
Business and Professions Code section 4127.1 requires a separate license to compound sterile 
injectable drug products.  Section 4127.1(d) provides exemptions to the licensing requirement for 
pharmacies that have current accreditation from the Joint Commission on Accreditation of 
Healthcare Organizations, or other private accreditation agencies approved by the board.  Since 
the inception of this statute, the board has approved two such agencies.  The proposed language 
will specify the criteria the board will utilize to consider approval of accrediting agency requests. 
 
Committee Discussion / Action 
 
Ms. Herold advised the committee that at least one of the accreditation agencies seeking board 
recognition will be in attendance at the July 2010 Board Meeting to seek accreditation from the 
board. 
 
 

3. Title 16 CCR § 1780 – Update the USP Standards Reference Material 
 
Section 1780 of the California Code of Regulations sets minimum standards for drug wholesalers.  
This regulation currently references the 1990 edition of the United States Pharmacopeia 
Standards (USP Standards) for temperature and humidity.  USP Standards are updated and 
published annually.  Section 1780(b) requires amendment to reflect the 2005 version of the USP 
Standards and to hold wholesalers accountable to the latest standards, if determined appropriate. 
 
Committee Discussion / Action 
 
Chair Schell provided that because of stated concerns about whether referencing the 2005 USP 
standards would be an unreasonable burden on wholesalers, at the October 2008 Board Meeting, 
the board voted to address the issue of updating the USP Standards reference materials within 
this section. 

Chair Schell indicated that a subcommittee had been established; but, as a result of recent 
vacancies, the subcommittee has not held any meetings and no action has been taken with 
respect to this regulation change.  Public comment suggested that the subcommittee seek some 
additional assistance in order to fully evaluate the standards. 
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