Board of Pharmacy

Final Statement of Reasons
Subject Matter of Proposed Regulation: Pedigree Requirements
Title 16 Sections Affected: Add 16 Cal. Code Reg. § 1747 and § 1747.1

Updated Information

The Initial Statement of Reasons (ISR) is included in this rulemaking file. The information
contained therein accurately reflects the California Board of Pharmacy’s (Board) position
regarding the adoption of the above sections, but is updated to include the following
information. In addition, the following additional description is intended to provide additional
clarification of the information contained in the ISR and documents identified therein.

As described in the ISR, the purpose of the proposed regulation is to specify requirements as it
relates to the implementation of California’s “Pedigree” requirements, which addresses the
security of the pharmaceutical drug supply chain in California. California has '12.1 percent of
the nation’s population, and receives "10.5 percent of prescription drugs dispensed in the
nation.

To provide a historical perspective, and as referenced in some of the Underlying Data identified
in the ISR, California stepped into the area of regulating California’s drug supply chain out of a
perceived need, in the absence of federal standard(s) and in response to acts of counterfeiting
and other threats to security that led to the formation of the United States Food and Drug
Administration’s (FDA) Counterfeit Drug Task Force in 2003. As a result, between 2003 and
2008, the Board worked with the California Legislature to enact and amend California’s law(s)
to require a Pedigree/track-and-trace infrastructure. To date, no like federal regulations
addressing Pedigree or serialization measures for dangerous drugs have been implemented.
Upon the effective date of federal legislation or adoption of a federal regulation addressing
Pedigree or serialization measures for dangerous drugs, California’s Pedigree requirements
shall become "inoperative.

California’s Pedigree laws were first enacted in 2004 (SB 1307, Figueroa, Chapter 857, Statutes
of 2004) which made comprehensive changes to the drug distribution system to protect the
integrity of California’s pharmaceutical supply chain. At that time, it was the nation’s strongest
pharmaceutical consumer protection measure and included provisions pertaining to the
licensure and qualifications of wholesalers, restrictions on furnishing and the requirement
(beginning January 2007) of an electronic Pedigree (e-Pedigree) to accompany and validate
drug distribution at the saleable unit. This original legislation envisioned implementation in
2005 and 2006. Subsequent legislation (SB 1476, Figueroa, Chapter 658, Statutes of 2006)
delayed the implementation date for the e-Pedigree component to January 1, 2009, and
granted the Board the authority to extend the deadline an additional two years to allow the
industry additional time to implement technologies necessary for implementation.
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Since 2004, the Board has engaged in a substantial public education effort to bring to the table
the parties necessary to ensure compliance with California’s Pedigree requirements. This
includes discussions at quarterly public meetings of the full Board and of the Board’s
Enforcement Committee, at public meetings of an e-Pedigree Workgroup dedicated entirely to
e-Pedigree implementation, and at numerous industry conferences and meetings with industry
members, technology vendors, legislators, regulators, and other affected parties. In response
to feedback from industry related to challenges in complying with a 2009 implementation, the
Board on March 25, 2008, exercised its statutory authority to extend the Pedigree
implementation requirement to allow additional time for the development and testing of
technological innovations and applications used in the Pedigree process.

As noted, the Board has publicly discussed the potential benefits of establishing a method by
which dangerous drugs are tracked and traced to the smallest unit. One such benefit would
ensure that drug recalls could be targeted and their accuracy tracked. As reflected in the
¥comments the Board submitted to Representative Henry Waxman regarding House
Resolution 3026 — Safeguarding America’s Pharmaceuticals Act of 2011, and Securing
Pharmaceutical Distribution Integrity Act of 2012 (US Senate), the Board referred to gaps and
deficiencies in the nation’s current drug recall process, as evidenced by the Heparin recall(s) in
2008. The Board noted that a universal e-Pedigree/track-and-trace infrastructure could vastly
improve the operation, specificity, reliability and accountability of recall processes.

At proposed Section 1747, the Board incorporated by reference a March 2010 publication by
the U.S. Food and Drug Administration (FDA) titled “Guidance for Industry, Standards for
Securing the Drug Supply Chain — Standardized Numerical Identification for Prescription Drug
Packages” (referred to as the FDA Guidance Document). Since publication of the Notice of
Proposed Changes, and to date, the FDA has not modified this Guidance Document or issued
further guidance related to Standardized Numerical Identification of prescription drug
packages.

While this rulemaking addresses requirements as described in the ISR, the Board continues to
publicly discuss additional future proposals that would clarify and specify additional
requirements as it relates to the implementation of California’s Pedigree statutes in other
areas, such as the use of “inference” (pursuant to Section 4163.3 of the Business and
Professions Code).

Regulation Hearing

For this rulemaking, the Board did not schedule a Regulation Hearing. However, in response to
a request for such a hearing, the Board conducted a Regulation Hearing on December 13, 2012,
held in conjunction with a public Board meeting. A summary and response to the comments
received at the Regulation Hearing is provided herein.

Opportunities for Public Comment

As described in the Notice, the Board issued proposed text for a 45-day public comment period,
which concluded on November 5, 2012. At the Board meeting held December 13, 2012, and in
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response to comments received during the 45-day comment period, the Board issued a 15-day
Notice of Modified text. The (first) 15-day comment period commenced on December 21,
2012, and concluded on January 7, 2013. The Board received one comment in response to the
modified text notice. The Board considered and this comment at its public Board meeting held
February 5, 2013. A summary and response to this comment is provided herein.

Thereafter, staff discovered that a phrase/modification made in the first 15-day modified text
did not reflect the placement of the phrase (within a sentence) as instructed by the Board. As a
result, the Board issued a second notice of modified text to make this correction. The second
modified text comment period commenced on January 11, 2013 and concluded on January 28,
2013. No comments were submitted in response to the second modified text notice.
Thereafter, and in accordance with the Board’s (February 5, 2013) motion, the Executive Officer
adopted the text as described in the second modified text notice.

Local Mandate:

None.

Business Impact:

The Board determined that the regulation will not have a significant adverse economic impact
on businesses. While the Board received comments (#10, #13) that the Board’s regulation will
have an impact, the commenters provided no information to support or quantify the economic
impact that a representative business may incur. Thus, and in the absence of information that
would demonstrate what — if any — economic impact may be incurred, the Board maintained
that the regulation may not have a significant adverse economic impact on a representative
business.

The anticipated benefits of this regulatory proposal will ensure conformity and compliance with
California’s statutes to electronically track and trace serialized dangerous drugs to ensure the
safety of Californians.

Specific Technologies or Equipment:

As described herein (Updated Information) the underlying statutes require an interoperable
electronic system that shall track and trace the Pedigree of dangerous drugs through the
distribution chain to ensure the protection of California’s drug supply. When the California
Legislature enacted these provisions, they stated the intent for e-Pedigrees to be maintained
and passed via electronic means. The state envisioned the use of current and emerging
technologies but did not specifically mandate any one technology to be utilized. This approach
would allow those impacted by the California requirements to utilize one or more technology
solution(s), so long as the system(s) used allowed trading partners to communicate Pedigree
data from the beginning to the end of the supply chain. In other words, the law requires
“interoperability” while allowing companies to satisfy the requirements of the law by
developing individual compliance mechanisms.

Thus, the statutes do no mandate the use of specific technologies or equipment.
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Consideration of Alternatives:

No reasonable alternative which was considered or that has otherwise been identified and
brought to the attention of the Board would be more effective in carrying out the purpose for
which the regulation was proposed, would be as effective and less burdensome to affected
private persons than the adopted regulation, or would be more cost effective to affected
private persons and equally effective in implementing the statutory policy or other provision of
law.

Delay. The Board does not have the authority to further delay implementation of California’s
Pedigree statutes.

SUMMARY AND RESPONSE TO COMMENTS

Some of the comments received by the Board use acronyms that are not defined in Pharmacy
Law, nor are they referenced in the Board’s proposal. To aid the reader in understanding the
terms used in this document, the following information is provided. Many of the terms are
referenced in the FDA Guidance Document (incorporated by reference).

NDC — National Drug Code (set forth in 21 CFR Part 207).

sNDC — Serialized National Drug Code. The sNDC is composed of the NDC that corresponds to
the specific drug product, combined with a unique serial number, generated by the
manufacturer or repackager for each individual package.

SNI — Standardized Numeric Identifier used for package-level identification.
GTIN® — Global Trade Item Numbers®. A global standard for item and object identification.
sGTIN — Serialized GTIN.

GS1® - A consensus-based, not-for-profit, international standards organization that works with
manufacturers, distributors, retailers, and others in the drug supply chain.

GLN — Global Location Number.

EPCIS — Electronic Product Code™ Information Services for Pedigree and track and trace.

Comments Received During the 45-Day Public Comment Period:

Comments by Mike Durschlag, Allermed Laboratories, Inc.

Comment #1 — Mr. Durschlag referenced the FDA Guidance Document incorporated by
reference, which recommends that lot number and expiration date NOT be included in the
standardized numerical identifiers (SNI) to avoid complexity; however, it allows for the
information to be added so long as the serial number is easily distinguished and identifiable.
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Mr. Durschlag asked if the Board had a recommendation for including or omitting this
information from the SNI.

Response to Comment #1 — Page 5 of the FDA Guidance Document, Section lll. (C), states that
the expiration date and/or lot or batch numbers are not part of the recommended SNI. The FDA
Guidance Document states that the expiration date and/or lot or batch numbers are already
accessible because FDA regulations require the inclusion of the information on the label of each
drug product. The FDA Guidance Document further provides that the SNI can be linked to
databases containing this and other information and that the addition of the expiration date
and/or lot or batch numbers would unnecessarily increase the length of, and introduce
complexity into the SNI. This section concludes that if a manufacturer or repackager chooses to
include expiration date and/or lot or batch number with the SNI, it should ensure that the
resulting number still permit users to distinguish and make use of the SNI.

The Board clarified that, as Noticed, the regulation incorporates by reference the entire FDA
Guidance Document — which neither restricts nor requires the inclusion of the expiration date
and/or lot or batch numbers as part of the recommended SNI; thus (as reflected in the FDA
Guidance Document), a manufacturer or repackager that chooses to include this information
with the SNI would need to ensure that a resulting number would still permit users to distinguish
and make use of the SNI.

Comment #2 — Mr. Durschlag asked if the Board would further clarify regulations related to
generating an e-Pedigree that must be sent to the receiving party at the time of shipment of
the dangerous drug. He stated that more specifically, will the Board clarify the format, content
and depository for such information.

Response to Comment #2 — As reflected in the FDA Guidance Document incorporated by
reference (Section Il. Background, (B) Scope) the guidance (and by extension the Board'’s
regulation) does not address the standards for track and trace, authentication, and validation of
the SNI, nor does it address how to link a repackager SNI to a manufacturer SNI. Likewise,
Section 4034 of Business and Professions Code specifies that the “interoperable electronic
system” as used in California’s pedigree statutes means an electronic track and trace system for
dangerous drugs that uses a unique identification number, established at the point of
manufacture and supplemented by a linked unique identification number in the event that drug
is repackaged, contained within a standardized nonproprietary data format and architecture,
that is uniformly used by manufacturers, wholesalers, repackagers, and pharmacies for the
pedigree of a dangerous drug. This statute further provides that no particular data carrier or
other technology is mandated to accomplish the attachment of the unique identification
number described. The Board determined the comment is not within the scope of the regulation
proposal and rejected the comment.
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Comment #3 — Mr. Durschlag asked if proposed GS1 standards for SPL format are required to
be applied.

Response to Comment #3 — See response to Comment #2. Section Il. C. of the guidance
document states that if a manufacturer or repackager chooses to include the expiration date
and/or lot or batch number within the SNI, it should ensure that the resulting number still
permits users to distinguish and make use of the SNI. The guidance document provides an
example, where the expiration date and lot or batch number may be incorporated in accordance
with GS1 standards for use of GTINs. As referenced in the response to Comment #2, no
particular data carrier or other technology is mandated to accomplish the attachment of the
unique identification number. Additional information is provided in the Board’s underlying data
Questions and Answers Relating to the California Electronic Prescription Drug Pedigree Laws,
January 2008(Q72), which states that the Board has not proposed a technology mandate,
including any proposal to specify the format of GS 1 standards.

Comment #4 — Mr. Durschlag asks if there are inexpensive ways for independent pharmacies to
incorporate such a system.

Response to Comment #4 — See response to Comment #2. The Board noted that the scope of
this regulation proposal does not seek to establish a required interoperable electronic system
and as a result rejected this comment.

Comment #5 — Mr. Durschlag asked the Board to comment on transactions directly between
manufacturer and physician (end users).

Response to Comment #5 — The Board noted that the scope of the regulation proposal does not
seek to specify requirements between manufacturers and physicians, and as a result rejected
this comment. As outlined in the ISR, this rulemaking specifies Pedigree requirements for
manufacturers, wholesalers, repackagers, pharmacies and pharmacy warehouses — not
physicians.

Existing law at Section 4119.5 of the Business and Professions Code provides that a pharmacy
may repackage and furnish to a prescriber a reasonable quantity of dangerous drugs and
devices for prescriber office use.

Existing Law at Section 4171 of the Business and Professions Code permits a prescriber to
furnish a limited quantity of samples, so long as the prescriber dispenses the samples to the
patient in the package provided by the manufacturer, and complies with other stated
requirements.

The Board maintains information on its "website related to implementation of California’s
Pedigree laws. Q54 of this document provides observations related to ‘drop shipments’ made
from a manufacturer to an end user. Further, existing statute at Section 4163.1 of the Business
and Professions Code defines “drop shipment” as a sale of a dangerous drug by the
manufacturer of the dangerous drug through a wholesaler to an authorized person.
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Comment #6 — Mr. Durschlag asks if patient-named prescriptions are excluded from the Board'’s
proposed regulation.

Response to Comment #6 — The Board noted that the question asked by Mr. Durschlag is not
within the scope of the regulatory proposal and as a result rejected the comment. The Board
maintains information on its Ywebsite related to implementation of California’s Pedigree laws.
Q7 of this document describes a Pedigree to the time a dangerous drug is dispensed to a
patient.

Comments by Jean-Pierre Allard, Optel Vision, Inc.

Comment #7 — Mr. Allard states “lI would not reference with the SNI defined by the FDA in their
March 2011 [sic] guidance As the California regulations already requests the identifier to be a
GTIN + Serial Number, | would stick to that requirement.” He further states that it would be
confusing that “in some documents you request GTIN + Serial Number and it this new article
you now request only NDC + Serial Number.” Mr. Allard states that the GS1 datamatrix format
and EPCIS report standard are currently widely used by manufacturers implementing
serialization, and that the FDA Guidance Document does not identify the carrier of the data or
the IT aspect of track and trace.

Response to Comment #7 — The Board views Mr. Allard’s comment to be directed at the
proposed text at Section 1747, in which he appears to object to the FDA Guidance Document
that is incorporated by reference. As stated in the ISR, the Board’s proposal would establish the
standard numerical identifier that a drug manufacturer or repackager must establish and apply
to the smallest package or immediate container of a dangerous drug or dangerous device.
Existing law at Section 4034 of the Business and Professions Code defines a “Pedigree” and
specifies what information shall be included in the Pedigree; one such requirement is to include
a unique identification number. Subdivision (i) of Section 4034 of the Business and Professions
Code further defines an “interoperable electronic system” as an electronic track and trace
system that uses a unique identification number, established at the point of manufacture and
supplemented by a linked unique identification number in the event that a drug is repackaged,
contained within a standardized nonproprietary data format and architecture, that is uniformly
used by manufacturers, wholesalers, repackagers and pharmacies for the Pedigree of the
dangerous drug. The Board’s proposal, as noticed, would establish requirements for the
standardized numerical identifier. The Board does not have a regulation or other requirement
that requires this identifier to be a GTIN + Serial Number, as he references in his comment.

The FDA Guidance Document, Section F (page 7) speaks to the compatibility of the SNI with
international standards. While not requiring the use of specified standards, the FDA Guidance
Document states that the use of a SNDC is compatible with, and may be presented within a GTIN
to create a sGTIN. The document further states that GTIN is a global standard for item and
object identification, established by GS1. The Board’s proposal does not require the use of
standards established by GS1; rather, the FDA Guidance Document states the compatibility of

Final Statement of Reasons Page 7 of 19



GTIN with a sNDC. Based on the aforementioned and the fact that the Board has not required
that the unique identifier to be a GTIN + Serial number, the Board rejected this comment.

Comments by Consuelo Hernandez, California Healthcare Institute (CHI)

Comment #8 — Ms. Hernandez states that the California Healthcare Institute (CHI) members
would be the source point for much of the supply which will enter the proposed Pedigree
system, and that her comments reflect the feedback from the biomedical industry.

Ms. Hernandez speaks to proposal(s) at the federal level to improve the security of the
pharmaceutical supply change, and further states that CHI prefers that changes to the drug
distribution system take place at the national or international level. She states that separate
state-level standards could lead to conflicting requirements that increase the cost and
complexity of implementation and would significantly complicate manufacturing and supply
chain activities if different coding systems were introduced.

Response to Comment #8 — The Board views Ms. Hernandez’ comment as one that opposes
state regulation of Pedigree requirements, and that she would prefer the matter be handled at
the federal or international level. As enacted, section 4034.1 of the Business and Professions
Code specifies that upon the effective date of federal legislation or California’s adoption of a
federal regulation addressing Pedigree or serialization measures for dangerous drugs,
California’s Pedigree statutes (Sections 4034, 4163, 4163.1, 4163.2, 4163.4, and 4163.5) shall
become inoperative. At the time of notice of these proposed regulations, no federal legislation
or regulation had been enacted. California law (section 4034.1 of the Business and Professions
Code) recognizes that one standard (either at the state or federal level) should address Pedigree
or serialization measures for dangerous drugs — not both. Thus, if the Board'’s requirements
were enacted, and a later federal law or requirements were enacted, California’s requirements
would become inoperative. Also, the Board’s proposal does not specify requirements for
“coding systems” — rather, the proposal at Section 1747 specifies requirements for a “unique
identification number” that shall be established and applied to the smallest package or
immediate container. Based on the foregoing and that the comment is viewed as outside the
scope of the proposed requlation, the Board rejected the comment.

Comment #9 — Ms. Hernandez states CHI’s support of the Board’s proposal at Section
1747.1(a)(1)(B), which specifies various methods by which a manufacturer shall measure
percentages of drugs ready to be serialized, and submitted in a declaration to the Board.

Response to Comment #9 — The Board appreciates CHI’s support of the proposed rule.

Comment #10 — Ms. Hernandez comments on the economic impact as identified in the ISR,
stating that contrary to the Board’s assertion, the proposed regulation will have a significant
economic impact on drug manufacturers, distributors, pharmacies, physicians, and ultimately
patients. She states that manufacturers may be required to invest in new labeling equipment,
software, databases, and other implementation costs, depending on how e-Pedigree is

Final Statement of Reasons Page 8 of 19



implemented. She states that if California-unique requirements are put in place, a
manufacturer’s cost of compliance may very likely increase. Given the information in her
comment, she urged the Board to undergo a thorough, meaningful analysis of the potential
economic impact of the regulation.

Response to Comment #10 — As reflected in the Board’s Economic Impact Analysis, the Board
determined that the regulation will Impact, at minimum, drug manufacturers, wholesalers,
repackagers, pharmacy warehouses, pharmacies, and other entities that manufacture,
distribute or maintain prescription drug stocks. As described herein (see Updated Information)
the California Legislature determined in 2004 that it was necessary to make comprehensive
changes to the drug distribution system to protect the integrity of California’s pharmaceutical
supply chain. Since enactment of these statutes, the Board has engaged in a substantial public
education effort with those impacted by the requirements, and has worked with industry
partners and others to ensure that those impacted by the statutes were successful in complying
with the law. Under existing federal law, approved drug products have a NDC number (National
Drug Code). Existing California law (Section 4034 of the Business and Professions Code) requires
that the “interoperable electronic system” required for the tracking and tracking of dangerous
drugs use a unique identification number, as defined, and the Board’s regulation at Section 1747
specifies what the unique identification number shall be comprised of, and the document
incorporated by reference more specifically details how the unique identification number shall
be developed. The Board is not asserting that its proposal has NO cost associated with it;
however, the Economic Impact Analysis indicates that it has no cost information from industry
partners that identify what costs — if any — it may incur. Likewise, the Board has engaged in
considerable public discussion on this issue since the statutes were enacted in 2004, and
industry partners have not provided the Board with estimated or expected costs that may be
incurred. Thus, the Board’s conclusion was based on the (1) absence of information from
industry, (2) the statutory requirement that a drug be serialized, and (3) the NDC or other
identifying numbers that currently exist for dangerous drugs approved by the US Food and Drug
Administration.

With regard to the Board'’s proposal that requires declarations to be submitted to the Board,
Yiwholesalers, ""pharmacy warehouses, and pharmacies have existing requirements to maintain
accurate records of inventories. It is practical that the inventories that are currently required of
licensees will be utilized in the preparation of declarations required by proposed Section 1747.1,
thereby minimizing any impact on the declarant. Still, the Board since 2004 has not received
any cost impact data from industry partners to help identify any economic impact that may

affect a declarant affected by the Board’s rule.

Finally, it is important to note that when the underlying Pedigree statutes were amended in
2006, a great number of drug manufacturers and industry partners wrote in support of
legislation that would authorize the Board to extend the implementation of the Pedigree
requirements for an additional two years. As reflected in the letters in support of that
legislation, more than 60 industry partners provided statements as to their implementation
readiness — many of which noted their expectation to be fully ready to comply with California’s
statutes after 2011. For the reasons stated herein, the Board rejected the comment, and
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welcomed input from industry on what their cost impacts may be so that the Board could better
identify if any cost impact would be incurred.

Comments from Ronald M. McGuff, McGuff Pharmaceuticals, Inc. (MPI)

Comment #11 — Mr. McGuff states his disagreement with the Board’s proposed action. He
states that as a small business, MPI has the full intent to work with state and federal regulators
to help secure the supply chain against counterfeiting and diversion. He states that the current
proposed regulation does not first recognize that the implementation of a system to apply and
track a “unique identification number” is not a viable option in all instances; that the
technology for creation, application, and control of a “unique identification number” is not
easily obtained, and will be very costly to implement and manage. He states that the
infrastructure needed to effectively implement such a system is lacking, and that MPI is not
prepared to meet the Board’s expectations in this area.

Response to Comment #11 — The Board viewed Mr. McGuff’'s comments as opposing the
implementation of Pedigree requirements in their entirety. As stated in this document, the
California Legislature enacted California’s Pedigree statutes in 2004 to require a Pedigree/
track-and-trace infrastructure for dangerous drugs and dangerous devices. The FDA Guidance
Document (incorporated by reference at proposed Section 1747) Section Il describes a
package-level SNI for drugs that have a NDC, and also for products that do not currently use
NDC numbers. The Board’s proposal states that for dangerous drugs for which no NDC product
identifier is assigned or is in use, an equivalent serialized product identifier may be used in place
of the NDC consistent with the FDA Guidance Document. That number, then, shall be combined
with a unique numeric or alphanumeric serial number that is not more than 20 digits or
characters in length to establish the unique identification number. Based on the foregoing, and
because it is incumbent on the Board to implement California’s Pedigree statutes, the Board
rejected the comment.

Joint Comments of the California Retailers Association, the National Association of Chain Drug
Stores, and the California Pharmacists Association

Comment #12 — The commenters directed their comments at the Board’s proposal at

Section 1747.1(c) which specifies a date by which a pharmacy or pharmacy warehouse seeking
to designate dangerous drugs it possesses, owns, or controls that are not subject to the
e-Pedigree requirements, shall submit to the Board a declaration signed under penalty of
perjury, as specified. The section further defines the information that shall be contained within
that declaration.

The commenters state concern that the written declarations submitted be made under penalty
of perjury, and are concerned with the punitive nature of the language and the potential
liability exposure for pharmacy members for inadvertent, accidental, and unintended submitted
information and misstatements. The commenters state that their members have a significant
presence in California, with 4,005 pharmacy locations operated by 21 companies located across

Final Statement of Reasons Page 10 of 19



the state. They state that across their membership, thousands of pharmacies and their
pharmacy distribution centers with hundreds of thousands of drug products will have to be
inventoried on the item-level, while members maintain services to dispense prescriptions to
patients, and while pharmacy distribution centers must deliver medications to pharmacies.
They state is it reasonable to expect and anticipate some level of unintended human error. The
express their concern that the proposed language does not led consideration to human error
and, instead, proposes criminal penalties for any misstatement whether it was intentional or
accidental. The commenters offer recommended language (to add as a new paragraph (4) at
subdivision (c) of Section 1747.1) to read as follows:

“(4) An affirmation that the pharmacy has conducted due diligence and a
reasonable inquiry in obtaining the information stated in the declaration and
to the best of the declarant’s knowledge, the information contained in the
declaration is true and correct.”

Likewise, and in addition to the written comments submitted during the 45-day comment
period, Mandy Lee of the California Retailers Association, Brian Warren of the California
Pharmacists Association, and Jennifer Snider of the National Association of Chain Drug Stores
addressed the Board during the Regulation Hearing held December 13, 2012, and reiterated the
concerns expressed in their letter. At the Regulation Hearing, the commenters also reiterated
their grave concerns with the punitive nature of the regulatory proposal, because the language
does not allow for human error.

Response to Comment #12 — At the Board Meeting held December 13, 2012 (following the
Regulation Hearing) the Board addressed this comment at length and considered the
recommended added text, as well as the testimony of the commenters at the Regulation
Hearing.

Staff clarified that the language in the Board’s proposal at Sections 1747.1(a)(1), 1747.1(a)(2),
1747.1(b), and 1747.1(c), requiring that declarations be signed “under penalty of perjury,”
reflects the statutory requirement found in Section 4163.2 of the Business and Professions Code
which provides that specified entities lawfully possessing or owning dangerous drugs
manufactured or distributed prior to the operative date of the Pedigree requirements specified
in Sections 4134 and 4153 of the Business and Professions Code, may designate these
dangerous drugs as not subject to the Pedigree requirements by preparing a written declaration
“made under penalty of perjury” that lists the dangerous drugs. Thus, the Board’s proposal is
consistent with the existing law.

With regard to the recommended added text, Board counsel stated that any declaration based
on “penalty of perjury” is done so on the basis of due diligence. He clarified that the
declarations must be submitted to the Board “if” a specified entity wishes to submit a
declaration. By way of adding additional language, he expressed his belief that the group is
attempting to create a safe harbor. He advised the Board that the proposed regulation states
the minimum requirements for a declaration that is submitted to the Board — and that an entity
may add additional information (such as the recommended added language) if they so wished.
He cautioned that to include the recommended added language to the Board’s regulation places
an additional requirement of information to be included. Staff counsel stated her slight
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disagreement, noting when you add a statement that “to the best of your knowledge” the
statement is true, that places an additional burden on the Board to prove that someone did not
exercise due diligence. She stated her belief that including the proposed added language
created an additional proof element. The Executive Officer commented that a pharmacy does
an “each” inventory every year, which could be used in creating a declaration submitted
pursuant to the proposed regulation. She also noted that many pharmacies now have “real
time inventory” — and that many pharmacies don’t have drug stocks on their shelves for two or
more years.

Board counsel stated he wanted to make it clear that the Board intends to use the declarations
when inspectors conduct inspections, and they discover drug stock that is not serialized. He
stated that one of the first things they may do is to check a declaration that may have been filed
with the Board.

Board Member Veale spoke in support of adding the text because she thought it was a
reasonable request, and also reflected that the stakeholders felt strongly about the issue, yet
she agreed with Board counsel that it may be much ado about nothing. Board Member Zee
spoke in opposition to adding the recommended text because he felt that it would water down
the ‘under penalty of perjury’ provision. He added that there are already provisions in place
when litigating, and he questioned why the Board would want to water down its statutory
authority. Mr. Zee commented on the group’s comment that the phrase “under penalty of
perjury” is punitive in nature. He stated there are already mechanisms in place to address it. He
stated that the Board grants latitude to its enforcement officers; the Board grants latitude to
the Attorney General’s office, and he thinks the added language is unnecessary. Board Member
Veale disagreed, adding her belief that the phrase “to the best of their knowledge” protects
someone who may make a human error. Board Member Randy Kajioka spoke in opposition to
adding the language to the proposal, because an entity can add such a phrase to their
declaration if they choose to.

Board counsel stated that for a ”“legitimate good player” the recommended added language
doesn’t do anything, but for a ‘bad player’ it may provide wiggle room, and creates an
additional proof burden on the Board. He stated that the point of the recommended added
language is to create a safe harbor, and that these are optional declarations anyway. He stated
that in the unlikely and rare case that there is a bad actor out there, the added language
provides a way for a bad player to manipulate the Pedigree requirements.

The Board discussed if modifying the regulation to include the recommended added language
(above) would be necessary or provide clarity. Board counsel offered that the term “under
penalty of perjury” would not generally be applied to an “unwitting mistake.” He clarified that
pursuing prosecution of a statutory requirement would indicate a “willful act” — not an
“unwitting mistake.”

In response to the Board’s discussion, Ms. Lee stated the group shared the Board’s goal and
mission to protect patients. She stated that the intent of the recommended language was to
provide a “starting point” for the Board; she added that watering down the requirements was
not the intent. She stated that when counting hundreds of thousands of drug products, the goal
was to create a way to acknowledge human error. Ms. Snider stated that the group is looking
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for clarity. She stated that they understand that the Board inherently will be sensitive to
pharmacies that have some type of human error, but that they didn’t see any such provision in
the proposed regulation. She said they were seeking some type of due process to be allowed.
Mr. Warren noted that, legally speaking, the Board could take action on a licensee that reports
1,007 drugs but that actually had 1,008 drugs. The Board’s Executive Officer asked the
commenters what the average shelf life is of drugs in their member stores — adding that she has
been told that it is not 2.5 years. Ms. Veale spoke of isolated situations that may occur where
pharmacies may have to hire a service to inventory and verify accuracy of inventoried drugs.

Board counsel stated that he wanted to point out that with regard to “penalties for perjury,”
perjury is a specific intent crime. He stated there is no way someone would be prosecuted for
perjury for an honest or unwitting mistake. Likewise, he stated there is no enforcement
mechanism for using the declarations that are submitted pursuant to the proposed regulations
at 1747.1. He added that the declarations could be used as evidence for a prosecution for false
inventory.

Based on the discussion as described herein, the Board rejected the comment requesting the
inclusion of additional text at Section 1747.1(a)(4).

Comment #13 — The commenters disagree with the Board’s fiscal analysis associated with the
proposed rulemaking, “which states that Pedigree implementation will have a negligible fiscal
impact to businesses.” The commenters note that conforming to the requirements of the
regulation will require an exhaustive effort from member employees in order to prepare for
compliance in the coming years. They note that [this] will take attention and resources away
from other matters of importance in providing dispensing and patient care services.

Response to Comment #13 — See Response to Comment #10 regarding economic impact and
Response to Comment #12 regarding inventories of drugs.

Comment #14 — The commenters ask how the Board’s regulation will be enforced, for clarity of
the enforcement process, and asks that the Board establish an appeals process so that each
incident be treated with due process. They ask that with regard to enforcement, the Board
consider the circumstances and give reasonable and appropriate consideration to the high
potential for human error in a process that is “as labor intensive as this is.”

Response to Comment #14 — At the regulation hearing held December 13, 2012, Board staff
clarified that existing statute at Section 4314 of the Business and Professions Code authorizes
the Board to issue citations and administrative fines for any violation of Pharmacy Law. Further,
Board regulation at Title 16 of the California Code of Regulation (CCR) Section 1775.1 specifies
that failure of a person or entity cited to pay a fine within 30 days of the date of assessment,
unless the citation is being appealed, may result in disciplinary action by the Board. Existing
regulation at 16 CCR Section 1775.4 specifies provisions to contest citations. Various existing
statutes authorize the Board to discipline a license that has been issued by the Board, to include
Sections 4300 and 4301 of the Business and Professions Code. Likewise, the Board’s document
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entitled “Questions and Answers Relating to the California Electronic Prescription Drug Pedigree
Law(s)” (see Underlying Data) provides comment (Q2) on the enforcement of California’s
Pedigree law. The Board rejected the comment to specify a separate appeals process for
violations of Pedigree statutes, as the Board has sufficient existing authority — and licensees
have sufficient appeal / recourse in this area.

Comment #15 — The joint comments state concern with and asked for clarity of the Board’s
proposal at Section 1747.1(c)(3) which requires that the declaration submitted by a pharmacy
or pharmacy warehouse seeking to designate dangerous drugs it possesses, owns, or controls
that are not subject to the serialized e-Pedigree requirements include “a statement that
specifies the anticipated means of any subsequent distribution or disposition.” They ask for
guidance, as the provisions “seems to call for speculation as it asks for information about the
future.”

Response to Comment #15 — When the Board discussed this comment at its Board meeting held
December 13, 2012 (and just following the Regulation Hearing), staff counsel noted that the
intent of the provision is so the Board can understood the breadth of drugs that are not
serialized, and that are distributed after e-Pedigree requirements are operative. Staff clarified
that existing statute provides for a staggered implementation of California’s Pedigree statutes.

As summarized, beginning July 2016, a wholesaler or repackager may not sell, trade, or transfer
a dangerous drug at wholesale without providing a Pedigree, nor may the wholesaler or
repackager acquire a dangerous drug without receiving a Pedigree.

Starting July 2017, a pharmacy may not sell, trade, or transfer a dangerous drug at wholesale
without providing a Pedigree, nor can the pharmacy acquire a dangerous drug without receiving
a Pedigree.

Further, commencing July 2017, a pharmacy warehouse may not acquire a dangerous drug
without receiving a Pedigree.

The staggered implementation of California’s Pedigree statutes recognizes that wholesalers,
repackagers, pharmacies and pharmacy warehouses may be in possession of dangerous drugs
that they acquire from authorized sources prior to the time when California’s Pedigree statutes
go into effect. The Board’s proposal does not restrict these entities from possessing those
drugs; however, the proposal does require that these dangerous drugs be identified, and that —
as specified in the regulation proposal — declarations be filed with the Board that identifies
these drugs. As discussed publicly at Board meetings, the declarations will assist inspectors
when the Pedigree statutes and rules go into effect.

For example, a Board of Pharmacy Inspector may be conducting an inspection at a pharmacy
after July 1, 2017, and may discover dangerous drugs in the pharmacy’s possession that are not
serialized. Existing law at Section 4081 of the Business and Professions code requires all records
of manufacture and of sale, acquisition or disposition of dangerous drugs or dangerous devices
to be at all times during business hours open to inspection, and requires those records to be
preserved for at least three years from the date of making. This section further requires every
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manufacturer, wholesaler, pharmacy, and others who maintain a stock of dangerous drugs or
dangerous devices, as specified, to maintain a current inventory of those drugs. If the inventory
records at a pharmacy do not reflect the legal possession of the non-serialized drugs, the
Inspector may utilize the declaration filed with the Board by that pharmacy to determine if, on
July 1, 2017, the drugs were in the possession of the pharmacy. Being unable to account for
dangerous drugs in the pharmacy’s possession may indicate a violation of Pharmacy Law.

Thus, the Board'’s proposal at Section 1747.1(c) specifies the information that shall be contained
in a declaration submitted to the Board. Paragraph (1) of subdivision (c) specifies the
information that must be documented for the dangerous drugs that are in the control of the
pharmacy or pharmacy warehouse — not subject to the serialized e-Pedigree requirements.
Paragraph (2) of subdivision (c) requires a statement that specifies the means and source of
acquisition of those dangerous drugs. That is, how were they acquired? Paragraph (3) of
subdivision (c) requires that a statement that specifies the anticipated means of any subsequent
distribution or disposition be provided. That is, what will the pharmacy or pharmacy warehouse
do, or anticipate doing with those drugs? Based on the foregoing, the Board rejected the
comment and chose not to modify the proposal to modify paragraph (3) of subdivision (c) to
provide additional clarity.

Comment from Dirk Rogers, Dirk Rogers Consulting LLC

Comment #16 — Mr. Rogers commented on the Board’s proposal at Section 1747.1 where the
proposal requires a manufacturer to submit a declaration to the Board “by December 1, 2014,
but no later than December 31, 2014.” He states that the text seems contradictory —is the
deadline December 1, 2014, or is it December 31, 20147

Response to Comment #16 — The Board discussed Mr. Rogers’ comment and agreed that the
text would be clearer to define a specific, single date by which a declaration shall be submitted
to the Board. The Board determined that it would be clearer to strike the earlier date
(December 1) and maintain the later date (December 31) in response to the comment. As a
result, the Board voted to modify the proposed language at Section 1747.1(a)(1), and also at
proposed Section 1747.1(a)(2) to strike the references to “December 1.” The Board determined
these modifications would provide clarity to the requlated community as to the dates on which
declarations shall be submitted to the Board.

Within the context of this conversation, staff counsel pointed out to the Board that at proposed
Sections 1747.1(b) and 1747.1(c), the Board specifies “August 1” as a date by which declarations
shall be submitted to the Board. These sections specify the requirements for declarations
related to drugs that are not subject to the serialized e-Pedigree requirements. Staff counsel
noted that existing statute at Section 4163.2 of the Business and Professions Code specifies at
paragraph (2) of subdivision (a) that declarations related to the designation of drugs not subject
to Pedigree shall be submitted to and received by the Board no later than 30 days after the
operative date of the Pedigree requirements. Counsel noted that existing statute at Section
4163 of the Business and Professions Code specifies the commencement dates on which
Pedigree shall be operative.

Final Statement of Reasons Page 15 of 19



With regard to proposed Section 1747.1(b), Business and Professions Code Section 4163(c)
specifies that the Pedigree requirements become operative on July 1, 2016. Thus, 30 days
thereafter is July 31, 2016 — not August 1, 2016 as reflected in the Board'’s proposal.

Likewise, with regard to proposed Section 1747.1(c), Business and Professions Code
Section 4163(e) specifies that the Pedigree requirements become operative on July 1, 2017.
Thus, 30 days thereafter is July 31, 2017 — not August 1, 2017 as reflected in the Board'’s
proposal.

Based on the foregoing, the Board voted to also modify the language at proposed subdivisions
(b) and (c) of Section 1747.1 to strike the references to “August 1” and, instead, specify “July 31”
as the dates on which the declarations shall be submitted to and received by the Board. These
modifications would ensure that the Board’s regulation is consistent with the underlying
statutes.

Comment # 17 — In Mr. Rogers’ e-mail, he asks the Executive Officer a series of questions
related generally to California’s Pedigree statutes for the purpose of preparing a possible future
“RxTrace essay(s).” One such question related to the industry using GS1 Global Service
Relationship Numbers to reflect the relationship between a buyer and the seller. He asked for
the Executive Officer’s input as to likely (future) acceptance by the Board that EPCIS events be
allowed to meet the requirements of Pedigree laws.

Response to Comment #17 — The Board did not view Mr. Rogers’ questions as comments
specific to the Board’s proposal and, as a result, rejected the comments.

Moadifications in response to Counsel’s Suggestions

During the discussions at the Regulation Hearing held December 13, 2012, and with regard to
the Board’s proposal at Section 1747, the Board received various comments asking the Board to
further define the packages to which the “unique identification number” is to be applied. In
response to these comments, counsel offered that existing law at subdivision (d) of

Section 4034 of the Business and Professions Code defines the “smallest package or immediate
container” to include any dangerous drug package or container made available to a repackage,
wholesaler, pharmacy, or other entity for repackaging or redistribution, as well as the smallest
unit made by the manufacturer for sale to the pharmacy or other person furnishing,
administering, or dispensing the drug. The Board discussed whether or not adding reference to
Section 4034 within the proposed language would make the proposal clearer, and the Board
subsequently voted to include the phrase “as defined in subdivision (d) of Section 4034” within
the first sentence of proposed Section 1747 after the words “established an applied to the
smallest package or immediate container....”
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Comments Received During the First 15-Day Public Comment Period:

On December 21, 2012, the Board issued a notice and modified text for a 15-day comment
period, during which time the Board received one comment, which is summarized below.

Comments from Bill Connell, Maxiom Group

Comment #18 — Mr. Connell asked if “...extensions [will] be given for those companies that are
unable to meet the deadlines? Specifically, if a company acquires a new pharmaceutical
company in 2014, which has not made any effort to serialize their products, will there be an
extension for the acquiring company to allow additional time for them to get the new products
compliant?

Response to Comment #18 — Staff noted that Mr. Connell’s comment is not directed at the
proposed action as specified in the modified text. Further, Pedigree statutes provides dates by
which written declarations shall be submitted to and received by the Board. Thus, the Board is
not able to provide extensions as suggested by Mr. Connell.

The Board received no public comment regarding this comment.

Because existing statutory requirements specify dates by which declarations shall be submitted
to and received by the Board, and because Mr. Connell’s comment was not directed at the
proposed action as specified in the modified text, the Board rejected the comment.

Comment #19 — Mr. Connell asked “What is the policy for grandfathering inventory that was
brought into the CA supply chain prior to January 1, 2015?”

Response to Comment #19 — Staff noted that Mr. Connell’s comment does not appear to be
directed at the proposed action as specified in the modified text. Staff noted that the term
“grandfathering” is one that is not used in statute, but is a term utilized by the Board and
industry to identify those dangerous drugs that are in the legal supply chain prior to the
effective date of California’s Pedigree requirement. That is, the designation of dangerous drugs
possessed by manufacturers, wholesalers, repackagers, pharmacies, and pharmacy warehouses
that are “not subject” to the serialized e-Pedigree requirements (see Section 4163(g) of the
Business and Professions Code). Staff noted that the process for designating those drugs and
the dates by which the specified entity must comply are already set forth in the regulatory
proposal at Sections 1747.1 (b) and (c) — and these provisions were not modified as part of the
modified text. Likewise, in the Board’s document entitled Questions and Answers Relating to
the California Electronic Prescription Drug Pedigree Law(s)” (January 2008) (see Underlying
Data, Item 3), Q45 refers to the use of the term “grandfathering” as it relates to California’s
Pedigree statutes. This document denotes that the working definition of “grandfathering”
employed by the Board is that it refers to some time- and/or quantity-limited exception or
allowance that industry participants hope to secure from the Board, which would permit
transfers without Pedigrees of prescription drugs otherwise requiring Pedigrees for some time
(and/or quantity) after the effective date of the law, because those drugs were transferred or
acquired before the effective date of the (Pedigree) law, without e-Pedigrees. The Board further
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noted that because the comment is not specific to the modified text, the Board rejected the
comment.

Comment #20 — Mr. Connell asked for the definition of the “drug product family” as specified in
the Board’s proposal (see proposed Section 1747.1(a)(1)(B), 1747.1(a)(2)(B)).

Response to Comment #20 — The Board noted that the term “drug product family” is not
defined in the Board’s proposal, and that the comment is not directed at the specific text as it
relates to the modified text. However, “drug product family” is one of three ways by which a
percentage of drugs may be measured drugs ready to be serialized (1747.1(a)(1)(B)) or the final
percentage of drugs to be serialized (1747.1(a)(2)(B)).

In consideration of the information provided by counsel, and noting that the comment is not
directed at the specific text related to the modified text notice, the Board rejected the
comment and further determined that it did not wish to consider further defining the term
“drug product family” in a future regulatory action.

Comment #21 — Mr. Connell asked what the Board’s definition is of the term “dangerous drug”
and if it is equivalent to the FDA’s definition of “prescription drug.”

Response to Comment #21 — Staff advised the Board that existing statute at Section 4022 of the
Business and Professions Code defines the term “Dangerous Drug.” The Board determined that
Mr. Connell’s comment was not directed at the modified text, that the term “dangerous drug” is
already specified in California statute, and therefore, the Board rejected the comment.

Note: the federal definition of a “drug” can be found at Title 21 United States Code
Section 321(g)(1):

(9)(1) The term “drug” means (A) articles recognized in the official United States Pharmacopoeia, official
Homoeopathic Pharmacopoeia of the United States, or official National Formulary, or any supplement to any of
them; and (B) articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in
man or other animals; and (C) articles (other than food) intended to affect the structure or any function of the
body of man or other animals; and (D) articles intended for use as a component of any article specified in clause
(A), (B), or (C). A food or dietary supplement for which a claim, subject to sections 343(r)(1)(B) and 343(r)(3) of
this title or sections 343(r)(1)(B) and 343(r)(5)(D) of this title, is made in accordance with the requirements of
section 343(r) of this title is not a drug solely because the label or the labeling contains such a claim. A food,
dietary ingredient, or dietary supplement for which a truthful and not misleading statement is made in accordance
with section 343(r)(6) of this title is not a drug under clause (C) solely because the label or the labeling contains
such a statement.

Comment #22a — Mr. Connell asked about the violation and penalty for not complying with the
Board’s proposed regulations, asking if such penalty would be based on Sections 4320 and 4321
of the Business and Professions Code.

Response to Comment #22a — See Response to Comment #14.
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Comment #22b — As it relates to Mr. Connell’s prior question, he asks “Would each saleable
unit that is not serialized and that goes again the manufacturer’s 50% declaration be an
individual offense?”

Response to Comment #22b — See Response to Comment #14. Staff noted that Mr. Connell’s
comment is not related to the specific text of the modified text proposal. The executive officer
added that in addition to other possible sanctions for non-compliance with Pedigree
requirements, up to and including civil or criminal prosecutions, the Board may cite and fine
55,000 per occurrence (each saleable unit) or take formal disciplinary action. Because the
comment was not related to the language as specified in the modified text proposal, the Board
rejected the comment.

' US Census (2010) Population 308,745,538, and California Population (2010, Department of Finance)
37,253,956.

 State Health Facts, viewed 3/20/13
http://www.statehealthfacts.org/comparemaptable.jsp?ind=2658&cat=5&sub=66&sort=a&rgnhl=1#

Section 4034.1 of the Business and Professions Code

" Board of Pharmacy letter dated May 9, 2012 to Representative Waxman. See Underlying Data, Item 8,
Letter provided to the Board and the public as part of the June 12, 2012, Enforcement Committee and
e-Pedigree Meeting Materials.

Y Underlying Data. Item 3.

' Underlying Data. Item 3.

i Wholesalers: Section 4081 and 4332 of the Business and Professions Code, and 16 CCR 1718; DEA
Inventory of controlled substances, 21 CFR 1304.11.

Vil pharmacies: Section 4081, 4105 and 433 of the Business and Professions Code, and 16 CCR 1718; DEA
Inventory of controlled substances, 21 CFR 1304.04, 21 CFR 1304.11.
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