
 
 

 

	
	 	 	 	

	
	 	 	 	 	 	 	 		

	
	

	

	

	
	

	
	

	
	

	

	

 	
 	
 
 

	

                                            
	

	
	 	 	

	 	
	 	

 

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.  

DATE: November 14, 2013 

RE: Agenda Item IV – Regulation Report 

As	discussed	at	the	board	meeting	 held	October	29,	2013,	the	board	received	verbal	
notification	on	October	18,	2013, that	the	Office	of	Administrative	Law	(OAL)	would	be	
disapproving	the	board’s	proposed	rulemaking	to	add	 Title	16,	California	 Code	 of	
Regulations (CCR)	Sections	1747	 and	1747.1	related	 to	E‐Pedigree.		A	formal	Notice	of	
disapproval 	was	issued	 thereafter	on October	25,	2013. 

On	October	 31,	2013,	the	board	received	a	 Disapproval Decision from	OAL.		A	copy	of	the	
Disapproval Decision	is 	provided	 in	Attachment	1. 

The	regulation	text	itself	was	not	questioned	by	OAL.		The	basis	of	OAL’s	disapproval	was	
discussed	in	length	in	the	Disapproval	Decision,	and	are	 briefly	summarized	below.	 

First,	OAL	determined	that	the	“necessity	standard”	was	not met 	as	it	relates	 to	the	
requirement	that	certain	declarations	(required	by	1747.1)	be	made	under	penalty	of	
perjury.		OAL	stated	that	because 	the	Initial	Statement	of	Reasons	did	 not	include	 statement	
as	to	the	specific	purpose	of	requiring	a	declaration	be	made	under	penalty	of	perjury,	nor	
address	why	this	provision	was	 necessary,	 the	board	did	 not	meet	 the	“necessity 	standard”	 
for	these	 declarations1.	 

Second,	OAL	determined	that	the	 board’s	economic	impact	assessment	did	 not	 meet	the	
requirements	of	Government	 Code 	section 	11346.3(b)(1)	which	requires	an	agency	to	 
assess	whether	and	to	 what	extent 	the	rule	would	affect	the 	following2:	 
 The	creation of	or	elimination	of	jobs	within	the	state; 
 The	creation 	of	new	businesses	or	 the	elimination	of	 existing	businesses	in	 the	state; 
 The	expansion	of	businesses	currently	doing	business	within	the 	state,	and	 
 The	benefits	of	the	regulation	to	the	health	and	welfare	of	California	residents,	worker	
safety	and	the	state’s	environment.	 

1 	Business	and	Professions	Code	Section	4163.2	requires only	one 	type	of	 declaration 	to be	made	 under	 
penalty	of	perjury	–	that	which	 is	made	by specified 	entities	designating	certain drugs	in	 their	inventory	 that	 
are	not subject to 	the	pedigree	 requirements.		All	other	declarations	require	a	further	explanation 	as to	why	 a	 
declaration	is	 to	be	 made	under	penalty	of perjury.		
2 	OAL	 determined	that	the	board’s 	economic impact	 analysis	 did address	the 	benefits	 of	 the 	regulation 	to	 the 
health	 and welfare of	 California	residents,	 worker	 safety	 and	 the state’s	environment,	but	 that it	 did	not	 
sufficiently	address	the	other	three	items	required. 
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Following	a	disapproval,	the	board	has	 3120	days	to	correct 	the	items	identified	in	 OAL’s	 
Disapproval 	Decision	and	resubmit 	the	file	to	 OAL	for	review.		 The	Disapproval	Decision	
was	issued	 on	October	 31,	2013;	thus,	the	file	 must	be	resubmitted	to	OAL	no	later	than	
February	28,	2014. 

To	correct	the	deficiencies	outlined in	the	Disapproval	Decision,	staff	 is	preparing	an	 
Addendum to the Initial Statement of Reasons 	to	address	 the	“necessity	standard”	 as	it	 
relates	to	the 	board’s	requirement	that	declarations	be	made	under	penalty	of	perjury.	 

Likewise,	staff	 is	preparing	 an	 Addendum to the Economic Impact Statement to	address	
whether	and	to	what	extent	the	rule	will	affect	the	items	outlined	in	 Government	Code	 
section	 11346.3(b)(1).	 

When	finalized,	staff	will	prepare	a	 “Notice	of	Documents	Added 	To	The	Rulemaking	File”	 
and	issue	 the	notice 	for	 a 	15‐day	comment	period.		In	accordance	with the	board’s	motion	
on	October	 29,	2013,	if	 no	negative	comments	are	received,	staff	will	complete	the	
rulemaking 	process	and	resubmit	the	rulemaking	package	with	OAL	prior	to	the	expiration
of	the	120‐day	period.	 

If	comments	are	received	related 	to	the	items	 outlined	in	 the	Notice,	 the	board	will	need	 to	
review	and	 accept	or	reject	comments	prior	 to	resubmitting	the	 file to	OAL.		 

3 Government	Code	section	11349.4. 
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State of California
 
Office of Administrative Law
 

In re: 
Board ofPharmacy 

Regulatory Action: Title 16 
California Code ofRegulations
 

Adoptsections: 1747,1747.1 
Amend sections:
 
Repeal sections:
 

DECISION OFDISAPPROVAL OF
 
REGULATORY ACTION
 

Government Code Section 11349.3
 

OAL File No. 2013-0913-06S
 

SUMMARYOFREGULATORY ACTION
 

The Baard ofPharmacy(Board)proposed this action to add Article 5.5 entitled "Pedigree
 
Requirements"to title 16 ofthe California Code ofRegulations and to adopt sections 1747 and
 
1747.1,which establish requirements for serialized electronic pedigrees ofdangerous drugs.l The
 
purpose ofthe drug pedigree legislation and related regulations is to prevent the introduction of
 
counterfeit,altered,diverted,misbranded,or expired drugs from entering into California's
 
pharmaceutical. drug supply chain.
 

Among other things,proposed section 1747.1 establishes dates by which a manufacturer that
 
distributes a dangerous drug in California shall submit to the Board declarations related to the
 
manufacturer's readiness to comply with statutory electronic pedigree requirements,as well as
 
information that is to be contained in those declarations,pursuant to Business and Professions
 
Code sections 4163.5.Proposed section 1747.1 aisa sets forth requirements for manufacturers,
 
wholesalers,repackagers,pharmacies,and pharmacy warehouses to submit specified
 
declarations to the Board in order to designate dangerous drugs thatthey possess as not subject to
 
the serialized electronic pedigree requirements,as provided in Business and Professions Code
 
sections 4163.2 and 4163.4,as well as information that is to be contained in those declarations.
 
All declarations required by proposed section 1747.1 are required to be signed under penalty of
 

'̀As defined in Business and Professions Code section 4034(a)"pedigree"means the following:
 

(a)"Pedigree"means a record,in electronic form,containing information regarding each
 
transaction resulting in a change ofownership ofa given dangerous drug,from sale by a
 
manufacturer,through acquisition and sale by one or mare wholesalers, manufacturers,
 
repackagers,or pharmacies,until final sale to a pharmacy or other person furnishing,
 
administering,or dispensing the dangerous drug.The pedigree shal]be created and maintained in
 
an interoperable electronic system,ensuring compatibility throughout all stages ofdistribution.
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perjury by an owner,officer,or employee with authority to bind the entity submitting the
 
declaration.
 

DECISION
 

On September 13,2013,the Board submitted the above-referenced regulatory action to the
 
Office ofAdministrative Law(OAL)for review in accordance with the Administrative
 
Procedure Act(APA).On October 25,2013,OAL notified the Board that OAL disapproved the
 
proposed action because the Board failed to provide a sufficient economic impactassessment
 
that complied with Government Code section 11346.3(b)(1)and failed to meetthe necessity
 
standard ofGovernment Code section 11349.1.
 

DISCUSSION
 

The Board's regulatory action must satisfy requirements established by the part ofthe APA that
 
governs rulemaking by a state agency. Any regulation adopted by a state agency to implement,
 
interpret,or make specific the law enforced or administered by it, or to govern its procedure,is
 
subjectto the APA unless a statute expressly exempts the regulation from APA coverage.(Gov.
 
Code,sec. 11346.)
 

Before any regulation subjectto the APA may become effective,the regulation is reviewed by
 
4AL for compliance with the procedural.requirements ofthe APA and for compliance with the
 
standards for administrative regulations in GovernmentCode section 11349.1. Generally,to
 
satisfy APA standards,a regulation must be legally valid,supported by an adequate record,and
 
easy to understand.In this review,OAL is limited to the rulemaking record and may not
 
substitute itsjudgmentfor that ofthe rulemaking agency with regard to the substantive content
 
ofthe regulation. This review is an independent check on the exercise ofrulemaking powers by
 
executive branch agencies intended to improve the quality ofregulations that implement,
 
interpret,and make specific statutory law,and to ensure that the public is provided with a
 
meaningful opportunity to commenton regulations before they become effective.
 

A.The Board Famed to Provide in the Rulemaking Record a SufficientEconomicImpact
 
Assessment that Complies with Government Code Section 11346.3(b)(1).
 

On September 21,2012,the Board commenced the proposed regulatory action by publishing a
 
public notice as required by the APA.Atthat time,Government Code section 11346.3(b)(1)
 
provided the following:
 

(b)(1)All state agencies proposing to adopt,amend,or repeal a regulation ... shall
 
prepare an economic impact analysis2that assesses whether and to what extent it
 
will affect the following:
 
(A)The creation or elimination ofjobs within the State ofCalifornia.
 

Z In S.B. 1520(Stats.2012,c.766;eff. Sept.29,2012),nonsubstantive amendments were made to Government
 
Code section 113463(b)(1).Among these amendments,"economic impact assessment'was substituted for
 
"economic impact analysis"in subdivision(b)(1).OAL uses the currentterm"economic impact assessment" in this
 
decision.
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(B)The creation ofnew businesses or the elimination ofexisting businesses
 
within the State ofCalifornia.
 
(C)The expansion ofbusinesses currently doing business within the State of
 
California.
 
(D)The benefits ofthe regulation to the health and welfare ofCalifornia
 
residents, worker safety,and the state's environment.
 

The economic impact assessment(EIA)required by GovernmentCode section 11346.3(b)(1)
 
mandates an assessment ofany economic impacts described in subdivisions(b)(1)(A)through
 
{C)and the benefits ofthe regulation described in subdivision(b)(1)(D).The EIA thatthe Board
 
provided to OAL in the rulemaking record is notsufficient because it fails to comply with all of
 
the elements addressed by subdivisions(b)(1)(A)through(D)ofGovernment Code section
 
11346.3(b).The EIA provided only addresses the benefits ofthe regulation described in
 
subdivision(b)(1)(D); however,it does not contain the economic impact assessments that are
 
required in subdivisions(b)(1)(A)through(C)ofGovernmentCode section 11346.3.In its EIA,
 
the Board must perform an analysis explaining why and how it made the initial determinations
 
stated in its 45-day notice thatthe proposed regulatory action would not have a significant
 
impacton the creation or elimination ofjobs(subdivision(b)(1)(A))or existing businesses
 
(subdivision(b)(1)(B)),or the expansion ofbusinesses(subdivision(b)(1)(C))in the State of
 
California to address the missing elements ofits EIA.
 

In discussing this issue with the Board,the Board has indicated it will prepare an addendum to its
 
EIA that addresses the economic impacts described in subdivisions(b)(1)(A)through(C)of
 
GovernmentCode section 11346.3.The Board mustthen make this document available to the
 
public for at least 15 days prior to the Board adopting the regulations and resubmitting these
 
regulations to OAL.(Gov.Code,sec. 11347.1.)Additionally,any comments made in relation to
 
this addendum to the Board'sEIA must be considered by the Board,and summarized and
 
responded to in the final statement ofreasons.(Gov.Code,sec. 11347.1,subd.(d).)
 

B.The Requirementin Proposed Section 1747.1 that Certain Declarations be Signed under
 
Penalty ofPerjury Fails to Meetthe Necessity Standard.
 

GovernmentCode section 11349.1 (a)(1)requires OALto review all regulations for compliance
 
with the necessity standard. GovernmentCode section 11349(a),defines"necessity"to mean:
 

(a)... the record ofthe rulemaking proceeding demonstrates by substantial evidence
 
the need for a regulation to effectuate the purpose ofthe statute, court.decision,or
 
other provision oflaw thatthe regulation implements,interprets,or makes specific,
 
taking into accountthe totality ofthe record. For purposes ofthis standard,
 
evidence includes,butis notlimited to,facts,studies,and expert opinion.
 

To further explain the meaning ofsubstantial evidence in the context ofthe necessity standard,
 
title 1, California Code ofRegulations,section 10(b)provides:
 

(b)In orderto meetthe"necessity"standard ofGovernmentCode section
 
11349.1,the record ofthe rulemaking proceeding shall include:
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(1)A statementofthe specific purpose ofeach adoption,amendment,or repeal;
 
and
 
(2)information explaining why each provision ofthe adopted regulations is
 
required to carry outthe described purpose ofthe provision.Such information
 
shall include,but is notlimited to,facts,studies,or expert opinion. When the
 
explanation is based upon policies,conclusions,speculation,or conjecture,the
 
rulemaking record mustinclude,in addition,supporting facts, studies,expert
 
opinion,or other information.An"expert" within the meaning ofthis section is a
 
person who possesses special skill or knowledge by reason ofstudy or experience
 
which is relevantto the regulation in question.
 

In order to provide the public with an opportunity to review and commentupon an agency's
 
perceived need for a regulation,the APA requires thatthe agency describe the need for the
 
regulation in the initial statementofreasons. Specifically, Government Code section
 
11346.2(b)(1)states,in part:
 

(b)An initial statement ofreasons ... shall include ...
 
(1)A statement ofthe specific purpose ofeach adoption,amendment,or repeal,
 
the problem the agency intends to address,and the rationale for the determination
 
by the agency that each adoption,amendment,or repeal is reasonably necessary to
 
carry outthe purpose and address the.problem for which it is proposed.The
 
statement shall enumerate the benefits anticipated from the regulatory action,
 
including the benefits or goals provided in the.authorizing statute.
 

In short,the Board's initial statementofreasons.for this action must state the problems the Boaxd
 
intends to address,the purpose for the adoption or amendment,and the rationale for the adoption or
 
amendmentfor each regulatory provision.More simply put,the initial statementofreasons must
 
include a statement,for each regulatory provision,explaining"why"the proposed regulation is
 
needed and"how"this regulation fills that need.The initial statementofreasons mustthen be
 
submitted to OAL with the initial notice ofthe proposed action and made available to the public
 
during the public commentperiod,along with all the information upon which the proposal is
 
based. (Gov.Code,sec. 11346.2,subd.(b)and sec. 11346.5,subds.(a)(16)and(b).)In this way
 
the public is informed ofthe basis ofthe regulatory action and maycommentknowledgeably.
 

Here,the Board failed to comply with the necessity standard. All ofthe declarations required by
 
proposed section 1747.1,to be submitted to the Board by manufacturers,repackagers,
 
wholesalers,pharmacies,and pharmacy warehouses,are required to be signed under penalty of
 
perjury by an owner,officer,or employee with authority to bind the entity submitting the
 
declaration.The Board's initial statement ofreasons does not provide any rationale to explain
 
why the declaration under penalty ofperjury requirements are needed for subdivisions(a)(1),
 
(a)(2),(b),and(c)ofproposed section 1747.1.
 

Subdivisions{a)(1)and(a)(2)ofproposed section 1747.1 requires a manufacturer ofdangerous
 
drugs to submita declaration under penalty ofperjury for purposes ofnotifying the Board ofthe
 
required portions oftheir drug inventory,as specified,that are ready to comply with the pedigree
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requirements by certain deadlines. These subdivisions implement Business and Professions Code
 
section 4163.5,which only refers to notifications by manufacturers as follows:
 

... Each manufacturer shall notify the Board ofPharmacy ofthe drugs so
 
designated and the measure or measures used in designating its drugs to be
 
serialized,and shall include in the notification the technology to be used to meet
 
the serialized electronic pedigree requirements.The notification processfor these
 
specific actions may be specified by the board.
 
[See Bus,&Prof.Code,sec.4163.5,subds.(b)and(c).]
 

Accordingly,since there is no statutory requirement that a manufacturer provide a declaration,
 
let alone a declaration under penalty ofperjury,the Board's initial statement ofreasons should
 
have explained why the declaration under penalty ofperjury requirements are needed.
 

Similarly,subdivisions(b)and(c)ofproposed section 1747.1 require any manufacturer,
 
repackager,wholesaler,pharmacy,or pharmacy warehouse to submitto the Board declarations
 
signed under penalty ofperjury to declare certain drugs as exemptfrom the pedigree
 
requirements by specified deadlines. Both ofthese subdivisions implement Business and
 
Professions Code sections 4163.2 and 4163.4 and provide as follows:
 

(b)For the purposes ofBusiness and Professions Code sections 4163.2 and
 
4163.4,any manufacturer,wholesaler or repackager seeking to designate
 
dangerous drugs it possesses,owns,or controls that are not subject to the
 
serialized electronic pedigree requirements,shall submitto the Board,by no later
 
than August 1,2016,a declaration signed under penalty ofperjury by an owner,
 
officer,or employee with authority to bind the manufacturer,wholesaler or
 
repackager,containing the follawing:
 

(c).For the purposes ofBusiness and Professions Code sections 4163.2 and
 
4163.4,any pharmacy or pharmacy warehouse seeking to designate dangerous
 
drugs it possesses,owns,or controls that are not subjectto the serialized
 
electronic pedigree requirements,shall submitto the Board,by no later than
 
August 1,2017,a declaration signed under penalty ofperjury by an owner,
 
officer,or employee with authority to bind the pharmacy or pharmacy warehouse,
 
containing the following:
 

[Emphasis added.]
 

Business and Professions Code section 4163.2 expressly requires one type ofdeclaration to be
 
made under penalty ofperjury,which is a declaration made by any ofthe specified entities
 
designating certain drugs in their inventory are not subjectto the pedigree requirements,as
 
specified therein. Because this single type ofdeclaration is already statutorily required to be signed
 
under penalty ofperjury,there is no need to establish necessity in the initial statementofreasons
 
for the penalty ofperjury requirementfor a declaration made pursuantto Business and Professions
 
Code section 4.163.2. However,the type ofdeclaration required by Business and Professions Code
 
section 4163.2 is covered only by a portion ofproposed section 1747.1(b)and(c).
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Subdivisions(b)and(c)ofproposed section 1747.1 also refer to declarations madefor purposesof
 
Business and Professions Code section 4163.4.This section ofthe Business and Professions Code
 
creates an additional exemption to the pedigree requirements butdoes notspecify whether any
 
declaration needsto be madeto the Board,let alone a declaration under penalty ofperjury.
 
Accordingly,the Board mustestablish necessity in the rulemaking file explaining why a portion of
 
proposed section 1747.1(b)and(c)requires declarations to be made pursuantto Business and
 
Professions Code section 4163.4 and whythese declarations must be made under penalty ofperjury.
 

Since the Board's initial statement ofreasons does notinclude any statements explaining why the
 
declaration under penalty ofperjury provisions are needed,section 1747.1 fails the necessity
 
standard,There is neither a statement ofthe problem the.Board intends to address nor any
 
statements ofthe purpose and the rational for the declaration under penalty ofperjury
 
requirements in section 1747.1.In other words,the Board did not answer"why"the requirement
 
is needed and"how"the requirement fills that need.
 

Thus,before this regulatory action is resubmitted to OAL,the Board must drafta supplemental ;
 
statementofreasonsto correctthe lack ofnecessity in the initial statementofreasonsfor the
 
declaration under penalty ofperjury provisions under proposed section 174'7.1.Pursuantto
 
GovernmentCode section 11347.1,this supplemental statementofreasons,which would provide the
 
necessity. missingfrom the initial statementofreasons,must be made available to the public for at
 
least 15 days prior to the Board's adoption ofthe proposed regulations. Additionally,any comments
 
madeinrelation to the supplemental.statement ofreasons mustbe considered by the Board,and
 
summarized and responded to in the final statementofreasons prior to resubmitting the regulations to
 
OAL.(Gov.Code,sec. 11347.1,subd.(d).)
 

CONCLUSION
 

OAL disapproved this proposed regulatory action for the reasons setforth above.
 

Date: October 31,2013 ~~,r..~~ ~,~~~, ~,
 
Richard L.Smith
 
Senior Counsel
 

For: 	 Debra M.Cornez
 
Director
 

Original: Virginia Herold
 
Copy: Carolyn Klein
 




