BOARD OF PHARMACY

INITIAL STATEMENT OF REASONS

Subject Matter of Proposed Regulation: Delegation of Certain Functions

Section Affected: Amend § 1703 of Article 1 of Division 17 of Title
16 of the California Code of Regulations

Specific Purpose of the Proposed Changes/Problems Addressed

The Board of Pharmacy (Board) proposes to amend section 1703 of Article 1 of Division
17 of Title 16 of the California Code of Regulations (CCR) and to update Authority and
Reference citations for the purpose of amending the Board’s regulations specific to the
delegation of certain functions to the executive officer.

Existing regulation at section 1703 sets forth certain functions delegated and conferred
upon the executive officer including filing accusations, setting cases for hearing, and
issuing notices of suspension. This proposed regulatory change would update the
regulation to increase the functions delegated to the executive officer including the
authority to make changes to its regulation without regulatory effect and to approve
requests for waivers from the requirements for patient-centered labels pursuant to
Business and Professions Code (B&P) section 4076.5(e).

Title 1, CCR section 100 specifies the requirements for regulatory changes that are
without regulatory effect also known as “Section 100” changes. Currently, the board
must vote to authorize or delegate the authorization of the adoption of these changes.
This regulatory proposal would delegate to the executive officer the authority to adopt
regulation changes that are deemed to be without regulatory effect without requiring
additional motion by the board to vote to adopt the language.

B&P section 4076.5 specifies statutory requirements for patient-centered labels for
prescription drug containers and contains a provision that allows the Board to provide a
waiver from the requirements in certain circumstances. Currently, the process for a
licensee requesting the waiver is to come before the Communication and Public
Education committee for approval of the waiver which is then ratified by the full board.
This proposed change would delegate authority to approve waivers to the executive
officer provided the licensee has demonstrated meeting the required elements of
subdivision (e) of that section.

The objective of this proposal is to enhance the efficiency of board operations thus
adding to consumer protection. Delegating to the executive officer the authority to make
changes without regulatory effect will shorten the timeframe for initiation of the
rulemaking process for “Section 100” changes allowing these changes to become
effective in a timely manner. In addition, delegating to the executive officer the authority
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to approve requests for waivers will facilitate and expedite review and approval of
waiver requests as well as lesson agenda during board meetings and result in a minor
savings of board members’ time.

Factual Basis/Rationale

B&P section 4001.1 specifies that protection of the public shall be the highest priority for
the California State Board of Pharmacy (Board) in exercising its licensing, regulatory,
and disciplinary functions. This section further states that whenever the protection of the
public is inconsistent with other interests sought to be promoted, the protection of the
public shall be paramount.

B&P section 4003 provides that the Board may appoint an executive officer to carry out
the duties delegated by the Board.

B&P section 4005 generally authorizes the Board to amend rules and regulations
necessary for the protection of the public pertaining to the practice of pharmacy and the
administration of the Pharmacy Law (Chapter 9 of Division 2 of the Business and
Professions Code).

B&P section 4311 authorizes suspension of a license issued by the Board for a felony
conviction and applicable proceedings.

The Administrative Procedure Act specifies the requirements and process to establish a
regulation (Chapter 3.5, commencing with section 11340, Part 1, Division 3, Title 2 of
the Government Code). The board must authorize or delegate the authorization of the
adoption of a regulation related to Pharmacy Law. In addition to the traditional
rulemaking process, Title 1, CCR section 100 specifies the requirements for regulatory
changes that are “without regulatory effect.” These types of “Section 100” changes
would include (1) grammatical corrections, (2) updating, reordering, renumbering or re-
locating the laws or regulations listed on the self-assessment forms, and (3) updating
the authority and reference citations for regulations when the number of the cited
statutes or regulations changes, and other types of changes that do not materially alter
any requirement, right, responsibility, condition, or other regulatory element of a
regulation. The Section 100 rulemaking process is significantly shorter than a traditional
rulemaking in that the Board does not make a formal notice of the proposed action nor
is an opportunity for public comments required. Title 1, CCR section 100 provides that
upon the filing of a Section 100 regulation change, Office of Administrative Law (OAL)
will make a determination within 30 days. A traditional rulemaking lasts about a year.

The Board has completed the Section 100 rulemaking process in the past when the
updating its self-assessment forms to reflect reference changes as a result of statutory
changes made in the past year. Because updating a ‘reference’ would meet the
requirements of Section 100, and if the executive officer were delegated the authority to
adopt such a rulemaking, the executive officer could file such a regulation change
without requiring an additional motion by the board.
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At the October 25-26, 2012 Board Meeting, the board voted to delegate to the executive
officer the authority to adopt regulation changes that are deemed to be “without
regulatory effect” in accordance with Section 100 of Title 1 of the California Code of
Regulations. Further, the board specified that upon the adoption of any Section 100
regulatory changes, the executive officer shall report to the board at its next regularly
scheduled Board Meeting any regulations authorized by this motion. This delegation
expired on December 31, 2012. Further, as part of its motion, the board directed staff to
prepare draft amendments to add the “Section 100” delegation to Title 16, CCR section
1703 and to bring the draft to the next meeting of the Legislation and Regulation
Committee for consideration. The board voted to amend Title 16 CCR section 1703 to
delegate to the executive officer the authority to initiate a rulemaking to adopt “changes
without regulatory effect” at the October 29-30, 2013 Board Meeting.

B&P section 4076.5 specifies statutory requirements for patient-centered labels and
contains a provision that allows the Board to provide a waiver from the requirements in
certain circumstances. The Board has received requests from several entities over the
years.

At the October 6, 2015 Communication and Public Education Meeting, the committee
approved the first waiver for Title 16, CCR section 1707.5 regarding patient-centered
labels for prescription drug containers as authorized by B&P section 4076.5 to Coram
CVS/Specialty Infusion Services. The approved waiver was for a two-year trial period
with the condition that during the trial period, all consumer-based complaints are tracked
by Coram CVS/Specialty Infusion Services and reported to the Board. The decision was
ratified by the full board at the Board Meeting held on October 28-29, 2015.

At the Communication and Public Education Meeting held on January 20, 2016, the
committee discussed the development of regulations to allow for the waiver from the
patient-centered label requirements and considered delegating the authority to board
staff to review and approve these waivers; in accordance with B&P section 4076.5 (d)
and (e).

At the February 24-25, 2016 Board Meeting, board staff recommended amending CCR
section 1703 to more efficiently achieve the committee’s intent to delegating the
authority to approve label waivers to the executive officer. The board voted to direct
staff to initiate the formal rulemaking process, issue the amended text as discussed at
this meeting for a 45-day public comment period. If no negative comments are received,
direct staff to take all steps necessary to complete the rulemaking process, including the
filing of the final rulemaking package with the OAL, delegate to the executive officer the
authority to make any non-substantive changes to the proposed regulations before
completing the rulemaking process, and adopt the proposed regulation at section 1703
as described in the text notice.
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Underlying Data

1.
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Administrative Procedure Act (Chapter 3.5, commencing with section 11340, Part
1, Division 3, Title 2 of the Government Code)

October 25-26, 2012 Board Meeting Materials and Minutes

October 29-30, 2013 Board Meeting Materials and Minutes

January 29-30, 2014 Board Meeting Materials and Minutes

October 6, 2015 Communication and Public Education Meeting Materials and
Minutes

October 28-29, 2015 Board Meeting Materials and Minutes

January 20, 2016 Communication and Public Education Meeting Materials and
Minutes

February 24-25, 2016 Board Meeting Materials and Minutes

Business Impact

The Board of Pharmacy (Board) has made an initial determination that the
proposed regulatory action would have no significant statewide adverse
economic impact directly affecting businesses, including the ability of California
businesses to compete with businesses in other states.

The Board has determined that only the following types of businesses may be
affected by the proposal:

For facility licensed by the board that is requesting waiver from the patient-
centered labels requirements, that business may experience minor cost
avoidance as this proposal would allow this decision to be made by the executive
officer. They would not have to wait to have the approval of the waiver approved
by board and this would ensure timely approval of waiver requests for eligible
licensees that have demonstrated meeting the required elements of Business
and Profession Code section 4076.5(e).

Economic Impact Assessment

This regulatory proposal will have the following effects:

e |t will not create or eliminate jobs within the State of California because this
proposal will not be of sufficient amount to have the effect of creating or
eliminating jobs. This initial determination is based on the fact that the
proposed regulatory changes are administrative in nature to ensure
efficiency of board operations.

¢ It will not create new business or eliminate businesses within the State of
California because the proposed regulation will not be of a sufficient
amount to have the effect of creating or eliminating business. This initial
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determination is based on the fact that the proposed regulatory changes are
administrative in nature to ensure efficiency of board operations.

e |t will not affect the expansion of businesses currently doing business within
the State of California because the proposed regulation will not be of a
sufficient amount to have the effect of limiting or furthering the expansion
of businesses. This initial determination is based on the fact that the
proposed regulatory changes are administrative in nature to ensure
efficiency of board operations.

e This regulatory proposal benefits the health and welfare of California
residents because the proposed regulation will enhance the efficiency of
the board’s operations thus adding to consumer protection.

e This regulatory proposal does not affect worker safety because this proposal
is not relative to worker safety. This initial determination is based on the fact
that the proposed regulatory changes are administrative in nature to ensure
efficiency of board operations.

e This regulatory proposal does not affect the state’s environment because
this proposal is not relevant to the state’s environment. This initial
determination is based on the fact that the proposed regulatory changes are
administrative in nature to ensure efficiency of board operations.

Specific Technologies or Equipment

This regulation does not mandate the use of specific technologies or equipment.

Consideration of Alternatives

No reasonable alternative to the regulatory proposal would be either more effective in
carrying out the purpose for which the action is proposed or would be as effective or
less burdensome to the affected private persons and equally effective in achieving the
purposes of the regulation in a manner that ensures full compliance with the law being
implemented or made specific. The only alternative would be to not pursue the
conforming changes; however, the Board would not be in compliance with current law,
as such, this is not a viable option.
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