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April 17, 2006

Jan E. Perez

Board of Pharmacy

1625 North Market Boulevard
Swite N. 219
"Sacramento, CA 95834

Via facsimile (916) 574-8618

Re:  Proposed Regulation Division 17, Title 16, sections 1793.7(b) and 1793.8 of the
California Code of Regulations “Pharmacy Technicians Checking Pharmacy
Technicians”

The United Food and Commercial Workers Union, Western States Council, is opposed to
the regulations proposed by the Board of Pharmacy (Board) which would permit general
acute care hospitals to employ specially trained pharmacy tcchmcm.ns in place of
pharmacists to check the work of other pharmacy technicians.

Authority to Promulgate Regulations

The Board does not have the authority to promulgate the proposed regulations. While the
Board does have authority to promulgate regulations relating to the practice of pharmacy
pursuant to Business and Professions Code section 4005, the Board is overreaching in
promulgating these particular regulations.

B & P Code section 4005 begins with the following: “[t]he board may adopt rules and
regulations, not inconsistent with the laws of this state, as may be necessary for the
protection of the public.” The proposed regulations are inconsistent with existing state
law and, rather than providing for additional consumer protection will likely increase the
risk of harm borne by the public.

Existing law specifies the duties which may only be undertaken by licensed pharmacists
(B & P Code sections 4050 et seq.) and those which may be undertaken by licensed
pharmacy technicians (B & P Code section 4115), under the direct supervision of a
pharmacist.

Specifically, B& P Code section 4115(a) limits the duties which may be undertaken by a
pharmacy technician to “...nondiscretionary tasks, only while assisting, and while under
the direct supervision and control of 2 pharmacist.” Additionally, B & P Code section
4115(c) specifies that pharmacist technicians are not authorized “to perform any act
requiring the exercise of professional judgment by a pharmacist.” Finally, B & P Code
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section 4115(h) specifies that pharmacists “shall be directly responsible for the conduct of a
pharmacy technician supervised by that pharmacist.” '

Existing regulations support the limitations on pharmacy technicians imposed by
statutory law. Specifically, California Code of Regulations section 1793.7 states that
“Any function preformed by a pharmacy technician in connection with the dispensing of
a prescription, including repackaging from bulk and storage of pharmaceuticals, must be
verified and documented in writing by a phammacist.”

Accordingly, both existing statutory and regulatory are clear in. the limitations imposed
on what pharmacy technicians may and may not do, and are clear in the supervisory role
which must be played by pharmacists. It would be contradictory to existing law to allow
pharmacy technicians to check the work of other pharmacy technicians in lieu of that
oversight being undertaken by pharmacists. Further, it wonld be contradictory to the
provision of existing statutory law which limits the authority of the Board to promulgate
regulations

Regulatory History

This 1s not the first time that regulations regarding the subject matter of those currently
proposed have been proposed by the Board.

In 1997, UCSF School of Pharmacy, in conjunction with Cedars-Sinai Medical Center
and Long Beach Memorial Medical Center petitioned the Board to grant a waiver of the
California Code of Regulations requiring licensed pharmacists to check unit dose
cassettes filled by phammacy technicians in the mnpatient hospital facility setting

In May 1998, the Board granted the waiver and an experimental program was
implemented to determine the accuracy rate of pharmacy technicians checking the work
of other pharmacy technicians as opposed to pharmacists checking the work of pharmacy
technicians.

The study looked at 39 pharmacy technicians checking 161,740 doses, and 29
pharmacists who checked 35,829 doses. The 39 pharmacy technicians had a 99.8%
accuracy rate as opposed to a 99.5% accuracy rate.

It is important to note three things:

First, it is not clear if the results of the study upon which this regulatory proposal relies
are weighted to reflect the substantial difference in the number of pharmacist participants
and dose checks as opposed to the number of pharmacy technician participants and dose
checks. If the study results were not weighted to reflect those differentials then it is
impossible to know what the actual accuracy rate differential is.

Second, the study upon which this regulatory proposal relies looked at only 68
individuals and only 197,569 doses. Tt is not sound public policy, particularly where a
dramatic impact on patient care is a real possibility, to rely on such a small study.


http:phann.acist.17

Third, the differential in accuracy rate was only .3% -~ with both groups having an above
99% accuracy rating, Clearly, the study fails to show a marked improvement of the
pharmacy technicians over the pharmacists. Further, the study fails to show that
improvement in this arena is imperative, as both groups had an above 99% accuracy
rating,

At the January 2001 meeting of the Board, the study participants requested and the Board
granted, an cxtension of the waiver until December 2002.

At the October 15 &16, 2001 meeting of the Board, there was a lengthy discussion of
adopting a similar regulation. This discussion included comments which referenced
former Deputy Attorney General William Marcus’ opinion that the Board does not have
the authority to promulgate a regulation of this nature (October 15 & 16, 2001, minutes,
page 19) Further, according to the October 24 & 25, 2002 Board meeting minutes, “the
Board decided that the proposed changes would require legislation” (minutes, page 5).

It is highly suspect that the Board would determine at a public hearing in 2002 that 1t did
not have the authority to promulgate such regulations, and then propose the same
regulations a mere four years later. ‘

Legislative History

In 2003, SB 393 by Senator Aanestad was introduced but failed passage in the
Legislature. That bill, would have authorized general acute care hospitals to implement
and operate a program using specially trained pharmacy technicians to check the work of
other pharmacy technicians, contained language very similar to the proposed regulations.

In 2003, SB 592, also by Senator Aanestad, containing the same language, also failed
passage in the Legislature.

Both bills were supported by the Board of Pharmacy, which, presumably believed that
a statutory change was necessary in order to permit technicians to check the work of
other technicians without the intervention of a pharmacist,

If one reviews both the regulatory and Legislative history of this proposal it becomes
clear that proponents of this proposal have made failed attempts to make the same change
via both the legislative and regulatory process. It also becomes evident that there are
valid arguments which have precluded passage of this proposal via both the Legislative
and regulatory setting.

Potential Impact on Patient Care

B & P Code section 4001.1 states “[p]rotection of the public shall be the highest priority
for the California State Board of Pharmacy in exercising its licensing, regulatory and
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disciplinary functions. Whenever the protection of the public is inconsistent with other
interests sought to be promoted, the protection of the public shall be paramount.”

The proposed regulation does not comport with the above statutory citation. The
proposed regulation will not promote protection of the public, and, to the contrary may
very well result in increased dispensing error rates and associated detrimental impact to
patients in the acute care setting.

Patients In the acute care setting are generally those in greatest need of a heightened level
of care. Additionally, patients in the acute care setting are often prescribed multiple
medications, which if taken jmproperly or in the wrong combination, could prove fatal.
Accordingly, it does not stand to reason that pharmacy technicians rather than
pharmacists (who have substantially greater educational, training and licensing
requirements than do pharmacy technicians) should be checking the work of other
pharmacy technicians 1n the acute facility setting,

“Additional Training” Requirement

While the proposed regulation specifies that pharmacy technicjans authorized to check
the work of other pharmacy technicians must receive “specialized and advanced”
training, there js no specificity as to the qualifying requirements for such additional
training and in fact, the nature of the training is left up to the individual facilities.
Accordingly, a facility could determine that the “specialized and advanced” training
consists of an hour long video seminar on pharmaceuticals, and such training would be in
complete compliance with the proposed regulation. Pharmacists, unlike pharmacy
technicians, are subject to stringent educationa), training and licensing requirements. To
task pharmacy technicians with the important duty of verifying the accuracy of
medication doses in the acute care setting without mandating appropriate and adequate
training could produce dire consequences for the patients in these facilities.

De-Skilling of the Pharmacist Profession

Where the workload of professionals is reduced, concern always arises that alternative
assignments will not materialize. While the proposed regulation specifies that where
pharmacy technicians are used to check the work of other pharmacy technicians,
pharmacists shall be deployed to the inpatient care setting to provide clinical services, we
are concerned that the pharmacists hours may be reduced or that acute care facilities will
begin to see pharmacists and pharmacy technicians as interchangeable professionals. We
see this proposed regulation. as a step towards deskilling the pharmacist profession, and as
an inappropriate response to the pharmacist shortage. As mentioned above, pharmacists
have rigid educational, training and licensure requirements, which are not shared by
pharmacy technicians. It is imperative that pharmacists receive the training and have the
professional oversight they do because of the importance of their work to the health and
safety of consumers. Pharmacy technicians can not do the job of pharmacists, because
they are not trained to do so. To allow pharmacy technicians to check the work of other
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pharmacy techuicians is to inibue pharmacy technicians with decision making authority
which is not appropriate for their level of education and traiming.

Liability Concerns

The proposed regulations specify that “the overall operation of the program shall be the
responsibility of the pharmacist-in-charge” (proposed 1793.8(c)(1)) and that “the
program shall be under the direct supervision of the pharmacist and the parameters for the
direct supervision shall be specified in the facilities policies and procedures” (proposed
1793.8(c)(2). Accordingly, while the proposed regulation removes the duty of checking
the work of pharmacy technicians from the purview of pharmacists in the acute care
setting, it does not remove the liability of those pharmacists to ensure that the work is
done accurately. We are concemed that the transition of duties, will invariably result in
acute care facilities reducing the number of pharmacists they retain, while increasing the
number of pharmacy technicians the work of whom the pharmacists will ultimately be
responsible.

Conclusion

In conclusion, the Board should not promulgate these regulations as they are neither
consistent with existing law nor are they within the scope of the authority of the Board.
Additionally, these regulations could prove harmfu] to those patients who are in greatest
need of a heightened level of care, rather than a reduction thereto. Finally, such
regulations do not reduce the level of liability borne by the impacted pharmacists, while
the regulations do yeduce the ability of the impacted pharmacists to exert control over the
tasks which could result in dispensing error.

For these reasons, on behalf of the United Food and Commercial Workers Union,

Western States Council, we respectfully urge the Board to reject the proposed
regulations, '

Sinocj{, /la//

Barry Broad


http:checki.ng

¥ LAY

CALIFORNIA
NURSES
ASS0CIATION

A Voice for Nurees - A Vision for Healthcars

www.calnurse.ong

April 17, 2008

Jan E. Peraz

Califomla Board of Phamacy

1825 North Market Bivd. Suite N 210
Sacramento, California 95834

Re: Proposed Regulations “Tech-chack-tech”

Dear Ms, Perez:

Thank you for the opportunity to submit comments to the proposed regulations
that would add a new Section 1793.8 Techniclans In Hospitals with Clinical
Pharmacy Program (Tach-check-tech) to Title 16 of the California Code of
Requiatlons.

Govemment Code Section 11340.1 requires the Office of Administrative Law to
review all proposed regulations for compliance with the following standards:
necessity, authority, clarity, consistency, reference and duplication, The
proposed regulatione at lsgue fail to mest the requirements of-authority,
reference, necessity, clarity and conaistancy.

Authority

Govemnment Code Section 11340(b) statas: "“Authorlty’ means the provision of
law which permits or obligates the agency to adopt, amend, or repeal a
regulation.”

Reference

Government Coda Section 1134g(a) s(atess' “Reference’ means the statute,
court decision, or other provision of law which the agency Implements, interprats,
or makes epeclfic by adapting, amending, or repealing a regulation.” California
Code of Regulations, Title 1, Section 14, states: "... [A]n agency's interpretation
of Its regulatory powar, as indicated by the proposed cltations to ‘authority’ or
‘reference’ ... shall be conclusive unless ... the agency's interpretation alters,
amends or enlarges the acope of the power conferred upon it ..."

The regulation proposed by the Callfornia Board of Pharmacy expands the
practice of Phamacy Technlclans (PTs) beyond that which is authorized for PTs
in current statute. Business and Professions Code (B&P) Sectlon 4038
Pharmacy Technician states:
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"Pharmacy Technician” means an individual who asslets a pharmacist in
a pharmacy in tha performance of his or her pharmacy related duties, as
specified in Saction 4115." [Emphasis added]

BAP Code Sacation 4116 Pharmacy Tachniclan; nondiscretionary tasks; direct
supervision of pharmacist; reglstration; ratios states, in relevant part:

4115. (a) A pharmacy technician may perfarm packaging, manipulative,
repstitive, or ather nondiscraetionary tasks, only while assisting, and
while undar the direct supsrvision and control of a pharmaciet.
[Emphasis added]

These “Tech-chack-tech” ragulations create a new category of “super-PT" who
will engage nat in the perfarmance of non-discretionary tasks but rather in the
performance of tasks which the Board admits in proposed Sectian 1783.8(c)(3)
necessitates "specialized and advanced training." A role currently performed by
pharmaciata,

The Pharmacy Techniclan who would be working under the newly proposed
"super-PT" role is not “asslisting a pharmaclst” and is not under the direct
supenvision of a pharmacist but rather under the direct supervision and control of
the super-PT. "Direct supervision and control®, as defined in statue to mean *
that a phammaclst is on the premises at all times and ie fully aware of all
activitles performed by either a pharmacy techniclan or intern pharmacist. The
statute does not allaw pharmacist to delegate that authority to a PT ta directly
supervise and control the worlc of another PT.

Non-diacretionary taske as used In Business and Profession Code 4115 ja
defined in CCR Title 16 Sectlon 1793.2

“Non-diecretionary tasks" as used in Business and Professions Cods gectlon
4115, Include:

(a) removing the drug ar drugs from stock;

(b) counting, pouring, or mixing pharmacseuticals;

(c) placing the product into a container;

(d) affixing the label or labels to the container

(e) Packaging and re-packaging.

The new category of PT will ba performing a role which CCR Section 1793.1(f)
and (g) defines the exclusive scope of practice of a pharmacist and which
requirea training bayond that required for licensure/certification as a pharmacy
technician. CCR Section 1793.1 states, in relevant part;

§ 1793.1 Dutles of a Pharmacist,
Only a pharmacist, or an intern pharmacist acting under the supervislon of
a pharmacist may:
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(f) Supervise the packaging of drugs and check the packaging
pracedure and product upen completion.

(@) Perform all functions which require professional judpment.
[Emphasis added]

In 1992, the Board adopted a requirement that “[alny function performed by a
pharmacy techniclan in connection with the dispensing of a prescription,
including pre-packaging from bulk and storage of pharmaceuticals, must be
verified and documented in writing by a pharmaclst...” [Emphasis added]
(Register 92, No. 33). The Board appears now to asgert that the same
“authority” and "reference” statutes that led to regulatory clarification of this
exclusive scope of practice for pharmacists now authorizes the board, without
statutory change, to assign the pharmacists' practice to a pharmacy technician.

Furthermore, even if it could be argued that “Tech check tech” in the phamacy
using auper-PTe to check PTe was a “‘non-discretionary” functian, which it is not,
the proposed language of 1793.8 in which super-PTs "cherk the work of other
pharmacy technicians In connection with the fllling of flaor and ward atock” ie
an attempt to sneak In the extremely dangeroua and the clearly non-
dlscretionary task of placing pharmaceuticals into ward stock that is used by
reglstered nurses and physicians during emergencies. The use of ward stock
medications is a highly risk prone proceas in which the wrong strength of a floor
stock medication could result in a critical error if the registered nurse or
physician’is in 8 hurry and does not pick up the tachnician's error. Ward stack is
essantial when the tum around time from the phammacy Is inadequate to need tha
immediate needs of patients on the care unit. However, "verbal orders’ are
often given to registered nurses under emergent canditions far use of
madications that are a part of floor stock. The use of flaar stock, although
sometimes necessary, automatically eliminates one safety check by a licensed
pharmacist who prepares and sends medication for a specific patient, Floor and
ward stock also includes controlled suhatances such as narcotics. e the Board
turning over the stacking of controlled substances to pharmacy techniclane? The
California Cedars-Sinai projact attached as materials relied upon for the
proposed regulstion did not include “tech check tach” of unlt or ward stock
medication in the hoapital pilot project. CNA pointed this out In a 2005
legislative hearing and the bill failed to make It out of the Assembly policy
committee.

Senator Aanestad authored S$B 393 In 2003 [Attachment 1] and SB 592 in 2006
[Attachment 2], leglslation that mirrors “tech check tech” regulatory language
proposed by the Board. In both 2003 and 2005, the legislature rejected the
changes. The 2003 version didn't make it out of the first policy committee and
the 2005 versian died in the Assembly despite prominently featured support by
the California Board of Pharmacy. [Attachment 3].
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It is inconceivable that leglslation that was supported by the Board of Pharmacy
in 2005 and was defaated In the leglslature could now be adopted as regulations
by the Board of Pharmacy. The authority delegated to the Board of Pharmacy by
the legislature should not contravena the will of the legislature,

Recent Sacramento Superior Court decisions won hy the California Nurse
Assoclation against two administrative agencies that usurped legisiative
authority, the California Board of Vocational Nurses and Paychiatric Techniclane
(BVNPT) [Attachment 4] with regulations that went through the full APA process
and the Califormia Department of Health Servicee (DHS) [Attachment §] that
utilized the emergency rule making process, CNA submits as evidence both
cases in which administrative agencieg acting not In the Interest of the healthcare
consumers but in the intarest of the healthcare Industry were rebuked by the
count. CNA requests that the Californla Board of Pharmacy respond to all points
made in these cases and axplaln why the Board of Pharmacy should not be held
to the same standards as the BVNPT and the DHS.

Necosslity

Government Code Section 11349(a) states: “"Neceasity' means the record of the
rulemaking praceeding demonstrates by substantial evidence the need for a
regulation to effectuate the purpose of the statute, court decision, or other
provision of law that the regulation implements, Interprets, or makes specific,
taking into account the totality of the record. For purposes of this standard,
evidence includes but Is not limited to, facts, studies, and expert opinion.”

This standard Is further clarifled by regulation in California Code of Regulations,
Title 1, Sectlon 10, in ralevant part:

CCR, Title 1, Section 10 (b)

(b) In order to meet the “necessity’ standard of Government Code section

11349.1, the record of the rulemaking proceeding shall Include:

(1) a description of the public problem, adminietrative requirement, or
other condition or circumatance which each provision of the regulation
is intended to address; and

(2) information explaining why each provislan of the adopted regulation is
required to carry out the described purpose of the provigion. Such
Information &hall Include, but is not limited to, facts, studies, or expert
opinion. When the explanation is hased upon policies, conclusions,
speculation, or canjecturs, the rulemaking record must include, in
addition, supporting facts, studies, expert opinion or other information.
An "expert” within the meaning of this section is a person who
possesses apecial skill or knowledge by reason of study or experience
which is relevant to the regulation in queetion. [Emphasls added]

Here, neither aspect of this standard has been met. First, there has been no
showing whatsoever of the need for the proposed regulation — the problem,
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requirement, condition or clrcumstance it le Intended to address. Hospitals
already have the authorlty to dispatch pharmacists to patient care unit. No
regulation is necessary to implement that change. In addition, we believe that
thie proposal Is unauthorized and Is inconsistent with Business and Professions
Cade Sectlon 4001.1

Section 4001.1 Protection of the public shall be the higheast priority for the
California State Board of Pharmacy in exercising its licensing, regulatory,
and disciplinary functions. Whenever the protaction of the public Is
incansistent with other interests sought to be promoted, the protection of
the public shall be paramount.

Protaction of the publi¢ Is to be the highest priority for the California State Board
of Fharmacy and yet the article submitted by the Board evidences a complete
lack of regard for that misslon. The article submitted by the Board entitled
“Interrelationships among Mortality Rates, Drug Costs, Total Cost of Care, and
Length of Stay in United States Hospitals: Summary and Recommendations for
Clinical Pharmacy Services and Steffing ' (Recommendations for Clinical
Pharmacy Services and Staffing) evaluated, retrospectively, the relationship
between haspital mortality rate based on 1992 Health Care Financing
Administration for hospital, drug costs, 1otal coets of care and length of stay In
from the 1992 American Hospital Association's Abridged Gulde to the Health
Care Field and the 1002 National Clinical Pharmacy Services data base.

It should bs noted that this paper admits that is shows only comrelptions between
pharmmacy care services, the “quality” indicator patient mortality and the fiscal
indicators of drug costs, total casts of care and hospital length of stay, There is
no causal relationship shows in this analysis, Recommendations for Clinicel
Pharmeacy Services and Staffing atates;

"The: relationship between the severity of Ilinese-adjusted death rate...and
drug cost/occupied bed.. .19 rather striking. As drug coste
increased...the death rate daclined from 91/1000 to 72/1000 admission,
a 21% decline.” 2 (Emphasle added]

".. mortality rates are a very good indicatar of quality of care it appears that
higher hospltal costs predict better patient care "

TCA. Bond, Pharm. D., at. al, Inferreiationships among Mortaiity Retes, Drug Costs, Total Cost
of Care, and Langth of Stay in United Statas Hospitels: Summary and Recommendations for
Clinical Pharmacy Services and Stefing , Pharmacotharapy 2001; 21 92) 1201441,

2 C.A. Bond, Pharm, D,, e\, al.. Intarralatianahips among Martality Rate, Drug Costs, Total Cost of Cara, and Lengih of
Stay in United States Wospital: Summary and Recommendations for Clinical Pharmacy Services ann Staming, p, 138.

3 C.A. Bond, Phamn. D., el. al, Interslationships among Mortality Rales, Drug Casts, Taral Cost of Gare, and Langth of
Stay In Unitad Gtates Hospitels; Summary and Recommandations far Clinical Pharmacy 3envices and Staffing
Pharmacotherapy 2001; 21 82), p, 137,
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“Increased dispensing pharmacist staffing was associated with reduced
mortality rateg, but Increased drug costs..." [Emphasis added]

The authore concluds, ‘If we are to effect major healthcare outcome measures
and reduce costs, it appears that we should significantly increase clinical
phamaclst staffing and reduce ... dispensing pharmacist staffing.” ¢
[Emphasis added] This doesn’t make sense. Increased dispensing pharmaclst
staffing was associated with decreased mortality and increased drug costs and
increased drug costs were aasociated with decreased mortality. The Board
recommenda decreasing costs and decreasing dispensing pharmacist.

Recommendations for Clinical Pharmacy Services and Staffing also states:

"The relationship between the severlty of lliness-adjust death rate. .
and total cost of ¢are/occupled bad is impressiva. As total costs
Increased... the death rate declined from 105/1000 to 68/1000 (36%
decline). “8 [Emphasis added]

“Re:asons for findings between total cost of care and montality rateg are
unknown. This relationship i3 not unexpected, since the largest
companent of a hospital's cost structure Is personnasl, and Increased
staffing levels of medical residants, registerad nurses, pharmacists,
medical tachnologists, and total hogplital personnel are associated
with lower mortality rates.”” [Emphasis added)

The Califomnia Board of Phamacy's mandate is to pratect the publle, not protect
corporate healthcare's pocket book. More impartantly, the comelation between
increased dispensing pharmacist staffing, increased drug costs, and increased
total cost correlate, according to the study's authors, with decreased mortality
rates. The authars recognize that increased &taffing other than on unlt
pharmacists contributes to patient outcomes and yet they conclude without any
real evidence that the associations they eaw ware rslated solely to the use of

3 Ibid,
4. Ibid.
5. Ibid.
6. 10ig,, p, 1386,
7. 1b1a., p. 137
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clinical pharmacists on the patient care unit. The contradictions in this article
are obvious end pervasive.

Neither requlatory nor statutory change Is necessary for the use of licensed
pharmmacist In acute care hospitals in either the “dispensing” role or in the role of
the pharmacist as a part of the healthcare team on the acute care hospital patient
care unit (the “clinical” phamacist defined in this article). The California Nurses
Association is not arguing that pharmacist should not be used on patient care
units as part of the heallhcare team. CNA believes that this added survelllance
of healthcare services protects patients and places another layer of checks and
halances between the dispensing pharmacists and the patient. Reglsterad
nurses must pick up both dispensing errors and prescribing errors before they
ham patients. Time constraints and other diversions Impact their ability to
perform that protective role sffectivaly. The presence of a pharmacist on each
unit to provide professional services can significantly enhance the quality of
patient care gervices. The Board has not demonstrated, however, that the
deskliling of pharmacy dispensing is safe for patients,

Consistency

Government Code Section 11349(d) states: "Consistency’ means baing In
hamony with, and not in conflict with or contradictory to, exieting statutes, court
decisiona, or other provisions of law.”

Proposed new regulations, Section 1793.8(c) proposes “... programs that use
phamacy technician to check the work of other pharmacy technicians must
include the following components...(3) The pharmacy technician who performs
the checking function has received specialized and advanced training as
prescribed In the pollcies and proceduras of the facility.”

CCR § 1793.6. Training Courses Specified hy the Board statea that a Pharmacy
Technician course of training must be accredited by the American Soclety of
Health-System Pharmacists, be provided by a branch of federal armed services
or be 240 hours in length covering specific areas of PT and pharmacy practice.
The Board's proposal te leave "specialized and advanced” training 1o acute care
hospitals is in conflict with existing regquiations.

Here, as dlscussed above under Authority, the proposed regulations are in direct
conflict with the statute they purport to implement

Clarity
Government Code Section 11349(c) states: “Clarity' means written or displayed
so that the meaning of regulations will be easily understood by those persons
directly affected by them.”

The term “clinical pharmacy program” used in the propased reguiations lack
clarity. The 2006 Law Book for Pharmacy contains 840 references 1o the term
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‘pharmacist®, 2 referances to “licensed pharmacist’, 8 references to ‘registered
pharmacist” and 5 references to “dispansing phamacist™. No definition of or
reference to “clinical pharmacists” or to “clinical pharmacy program” exists in the
statutes or regulations in the 2006 compilation of laws and regulations, The use
of these termas ia confusing.

Thank you for the opportunity to provide initial comments on these proposed
regulations. CNA will attand the hearing scheduled for April 26 and will provide
further commaents at that time.

Sinceraly,

Vickl Bermudez RN

Regulatory Policy Specialist
California Nurses Association
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AMENDED IN SENATE JULY 16, 2003
SENATE BILL No. 393

Introduced by Senator Aanestad

February 20, 2003

An act to add Article 7.6 (commencing with Section 4128) to Chapter
9 of Divisian 2 of the Business and Professions Code, relating to
pharmaciatg.

LEGISLATIVR COLNSPUN MIGEST

9B 393, as amended, Aancstad.  Pharmacists: inpatient pharmacy
-technician services.

Existing law, the Pharmacy Law, authorizes the California State
Board of Pharmacy 10 regulate, license, register, and discipline
pharmaeisis and pharmacy technicians. Bxisting faw authorizes a
phartnacy technician working in an inpatient hospital or & correctionsl
facility to perform nondiscretionary tagks only while- assisting, and
while under the dircet supervision and control of, & pharmaciat.

Thig bill would authorize a general acute care hospital to implement
and operate a program using specially trained pharmacy technicians to
checlt the worl¢ ot other pharmacy technicians who have filled floor and
ward srock and wnit dose distribution systoms for paticnts whose
pharmacy preseriptions have been previously reviewed by a licensed
pharmacist. The bill would require a hogpital rhar, operates this program
to keep a list of all qualified pharmacy technicians available for board
inspection and to keep all required data in the hospital for at least 3
yeaxs,

Existing law makes it 2 misdemeanor to knowingly violate the
Pharmacy Law. Recause viglafions of this hill would be a misdsmeanor,
the bill would imposo a statc-mandated local program.

aR
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The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the «late.
Siattory  pravisions  cstablish  procedures for making that
reimbursement,

This hill would provide that no reimbursement is required by this act
for a specified reason.

Vote: majority. Appropriatian: no. Piscal committres  yex,
Srate-mandated local program: yes.

The peaple nf the State of California do enact as follows:

SECTION |. The Legislature finds and declares that:

(a) Pharmacists have emerged as eritical members of 8 medical
team by providing services such as patient education, dmy therapy
monitoring, and pharmacokinetic consultations. Pharmacists
otten work side by side with physicians and nurses, and paricipate
in medical ronnds. Pharmacists play an integral role in cnsuring
safe medicution use process. ‘Ihrough interpretation, evaluation,
and clarification of orders, pharmacists rn=ure the ahsence of drug
allergics, intcractions, duplications, and the optimal scloction of
dose, dosage form, frequeney, route, and duraton of therapy.

() There currently exists a shortage of pharmacists in the state,
and thie shorrage has the potwential 10 cause harm to patients
because hospitals lack sufficient staffing to (ully teke advantage of
clinica! pharmacy programs that have been shown to reduce the
number of medijcation crrors in hospitals and improve paticnt
outcomes.

(c) Studies authorized hy the California Statc Board of
Pharmacy, and conducted wnder the direction of the Univeraity of
Callfornia, San Francisco, at major California hospirals, have
established that certain nondiscretionary functions currently
performed by pharmacists in the hospital sewting can safuly be
performed by properly trained pharmacy technicians. Specifically,
allowing properly trained pharmacy teehnicians to check certain
tasks performed by other pharmacy technicians is a safe and
efficient use of ataff, and frees pharmacists to provide the more
important and skilled clinical pharmacy services thar are crivical
to quality patient care and the reduction of medication errora.

(d) Pharmacists are gubstantially over-qualified for performing
these nondiscretianary inpatient checking functions, and current
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rules that require pharmacists to perform these functions
unnecegsarily lhmit hospitals in their capacity to fully provide
patients with clinical pharmacy services.

(e) It is the intent of the Legislature in enacting this act that
pharmacixts remain responsible for pharmacy operations. Nothing
in these provisions should be interpreted to eliminate or minimize
the role of phammacists in directly sopervising  pharmacy
technicians and pharmacy operations. It is the further intent of the
Legiclature thar hospitals take advantage of the efficiencies
created by these provisions by using properly wained pharmacy
technicians for certain nondiscretionary checking funcrions and
more completely utilize the training and skills of their pharmacist
statf t implement and expand chinical pharmacy programs at their
facilites.

SEC.2.  Article 7.6 (commencing with Section 4128) is added
to Chapter 9 of Division 2 of the Business and Prafessions Cade,
to read:

Article 7.6, Tnpatient Pharmacy Technicien Services

4128. (a) Norwithstanding any other provigion of law, a gencral
acute care hospital, as defined m subdivision (a) of Section 1250
of the Health and Safety Cade, may implement and operate a
program utilizing specially treined pharmaocy technicians to check
the work of other pharmacy technicians in connection with the
filling of floor and ward stock and unit dose distribution systema
for patienta admitted to the hospital whose orders have previously
been reviewed hy a licepsed pharmacist. The hospital may
implement and operate this type ot a program if all of the following
requirements are met:

(1) The bospital conducts sm—empeing « speciul training

OB fo technicians who perform the
checking function that satisfies the requirements of subdivision (b).
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(2) The hospital conducts a continuous quality improvement
program that, &t & minimum, audits the performance of the
specially trained pharmacy technicians at least every three months
tor the first year, and annually thereafter. A pharmacy technician
whose audited accuracy rate falls helow 99,8 percent shall not be
permitted to check the work of other pharmacy technicians until
he or she is requalitied pursuant wo paragraph (1).

(3) The hospital has a current nonprovisional, nonconditional
accreditation from the Joint Cormmission on the Accreditation of
Healtheare  Organmizations or another nationally recognized
accrediting organization.

(4) The hospital pharmary has been inspected by the board.

(5) The hospital eatablishes and maintains a program utilizing
pharmacists t provide clinical services as described in Section
4052,

(b) The training program raquived by paragraph (1) uf

suhdivision (a) shall inchdr both didactic and practical elements,
and shall specify requirements to be completed pripr to the
technician commencing participation in the checking program,

(1) The didactic component of the training shall conyist of at
least four hours of educarion covering the following topirs:

(A) Information required to be on the label of unit dose or
extemporaneous packaging,

(B) Identification of expired or contaminaled medivations.

(C) The product characteristics that need 1o be checked for
each drug dispenved from the pharmacy,

(D) Special packaging or handling requirements, including
refrigeratlon for cevtain medications.

(E) Generic names for cammon name-brand medications.

(F) Recognition and identification of various dosage furmy.

(@) Cammon medical abbrevigtions and svmbols used in
pharmacy.

(H) Bastc marhematical principles  used in  pharmacy
calvulations, including conversions batween and within metric,
avolrdupols, and aporhecary systems. ’

(2) The practical component of the training shall consist of at
least wo hours af supervised praclice in which the tratnee bath
nhxerves proper checking procedures and performs proper
checking procedures under (he divect obxervation of the
supervisor

g uis/uga
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(c) The board may, by regulation, establish other rules for
hospitals utilizing specially trained pharmacy technicians

e purvuam 0 rhr: .m'rmn

(d) The board wmay order a hospital to cease activities
autharized by this scction at any time 4 hospitel fails to satisfy the

board that it is capable of continuing to meet the requirements of

this section.

)

f¢) Data and recoxrds required hy this section shal] be rctmncd
n ¢ach perticipating houpital tor at least three years.

(/) Medication that has been placed in floor or ward etock or
unit dose diswribution systems pursuant to this section shall not he
administered (o a patient oxccpt by 4 licensed health care provider
practicing within the scope of his or her license.

(g) Legel responaibility or liability for errors or omissions that
occur as a result of a pharmacy technician rhecking annther
phatmacy tcchnician'ds work pursuant to this section shall be
limited to the holder of the pharmacy permit and the pharmacist
in charge.

412¥.1. (a) Every hoepital utilizing pharmacy technicians 10
check the work of nther pharmacy technicians purswant to Section
4128 shall maintain for inspection by the board a curent list of all
pharmacy technicians that have heen qualified to perform
checking functions,

(b) A pharmaey technician is not eligible w be qualified
pursuant to this articlc unless he or she:

(1) Is currently certified by the Pharmacy Technician

Cerdifying Certfflcarton Roard.
(2) 1s currently registered with the board as 4 pharmacy

- technician pursuant to Section 4202.

SEC. 3. No reimbursement is required by this act purguant to
Section 6 of Article XIII B of the California Constitution hecause
the only costs that may be incurred by a local agency or gchool
district will be incurred becauge this act creates a new crime ar
infraction, climinates a crime or infraction, or changes the penalty
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for a crime or infraction, within the meaning of Section 17556 of
the Government Code, or changes the definition of a crime within
the meaning of Section 6 of Article XIII B of the California
Constitution.
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AMENDED IN SENATE MARCH 29, 2005

SENATE BILL No. 592

Introduced by Senntor Aanestad

Februery 18, 2005

An act to add Article 7.6 (commencing with Sectipn 412R) 10
Chapter 9 of Division 2 of the Businesg and Professions Code, relating
to pharmacy technicians,

LEGISLATIVE COUNSEL'S DIGEST

SB 592, ag amended, Aanestad. Aoute oare hospitals: inpatient
pharmacy technician services.

Exiating law, the Pharmecy Law, provides for the regulation of the
practice of pharmacy by the California State Board of Pharmacy, 1n
the Department of Consumer Affairs. Existing law authorizes a
registered pharmeacy technician to aasist in the performance of
pharmecy related duties under the supervision of a licensed
pharmaoist. A violation of the Pharmacy Law is a ¢rime,

Thig bill would authorize a general acute care hospital to implement
& program utilizing specially trained pharmacy technicjans to check
the work of other phanmaoy technicians in connection with the filling
of floor and ward stock and unit dose distriburion systems for certain
patients, if specified requirements are met. The bill would require o
hosptral that operates this program to keep a list of all qualified
pharmacy technicians available for board inspection and to keep all
requived data in the haspital for at least 3 years,

Because a failure tn meet the waining and orher requirements in this
bill would be & crime, the bill would impose a state-mandated local
Progran.

The California Constitution requires the state to reimburse locel
agencies and school districts for certain costs mandated by the state,
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Statutory provisions establich procedurese for making that
reimbursement.

This bill would provide that no reimbursement is required by this
act for a specified renson.

Vote: majority. Approprietion: no. Fiscal committee: yes.
State-mandated local prograra:  yes.

The people of the State of California do enact as follows:

SECTION 1. The Legislature finds and declares all of the
Jollowing:

(@) Pharmacists have emerged ax rritical memhers of a
medical team by providing services such as patien! education,
drug therapy manitoring, and pharmacokinetlc consulrarons.
Pharmacists aften work side by side with physicians and nurses,
and parrielpate in medical rounds. Pharmacists play an integral
role in ensuring a safe medication use process, Through
interpretation, evaluation, and clarification of orders,
pharmacists ensure the nhsence of drug allergies, interactions,
duplications, and the opilimal selaction of dose, dosage form,
Jrequency, roure, and duvarion of therapy.

(b) There currently exists a shortage of pharmacists in the
state, and this shovtage has the poiewiial 10 cause harm to
patients because hospitals lack sufficient staffing to fullv take
advantage of clinical phavmacy programs that have been shown
to reduce the number of medication errors in hospitals and
improve palient outcomes.

(c) Studles authorized by the California State Boavd of
Pharmacy, and conducted under the direction of the University
of Caltfarnta, Sen Francisco, at mafor California hospitals, have
established that certain nondiscretionary functions currently
performed by pharmacists in the hospital selting can safely be
performed by properly  rratned  pharmacy  rechnicians.
Spacifically, allowing properly trained pharmacy techniciuns to
check certain tasks performed by other pharmacy t1echnicians is
a safe and &fficient use of staff, and frees pharmacists to provide
the more important and skilled clinical pharmacy services that
are critical to quality patient care and the redurtion of
medication eyvvors.
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(d) Pharmactsts are substantially  over-quallfied  for
performing these nondiscretionary inpaticnt checking functions,
and current vules that require pharmacists to perform thase
Sunctions unnecessarily limit hospitals in thely capactry 10 fully
provide patients with clivical pharmacy services,

fe) It is the tmrem of the Legislanire In enacting this act that
phavmacists remain responsible for pharmacy operations.
Nothing in thase pyovistons should be interpreted to eliminale or
minimize the role of pharmacists in directly supervising
pharmacy technicians and pharmacy operations. It is the further
intent of the Legislature that hospitels toke advaniage of the
efficiencies created by these provisions by using properly trained
pharmacy technicians for ceriai nondiscretionary checking
Sunctions and more completely utilize the lraining and skills of
thelr pharmacist staff’ to wmplement and expand clinical
pharmacy proyrams at their facilities.

SFEC. 2. Article 7.6 (commencing with Section 4128) is added
to Chapter D ot Division 2 of the Business and Professions Code,
ta read:

Article 7.6. Inpatient Pharmacy Technician Services
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4128, (a) Notwithstanding any other provision of law, «
general acute care hnspital, as defined in subdivision (o) of
Section 1250 of tha Health and Safety Code, may implement and
operate o program urilizing spectally tvained pharmacy
technicians to check the work of other pharmacy technicians in
comection with the filling of floor and ward siock and unit dose
distribution systems for patients ardmitted to the hospital whose
orders have previously been raviewed by a licensed pharmacist.
The haspital may implement and operate this 1ype of a program
if all of the following requivements ave met:

(1) The hasptia] conducts a spectal walning program for
technicians who perform the checking function thot sotisfies the
requiremants of subdivision (b).

(2) The haspital conducts o continuous qualfty tmprovement
program that, at ¢ minimum, audits the performance of the
specially rrained pharmacy 1echnicians ot least avery. three

" months for the first year, and annually thereaficr, A pharmacy

rechntctan whose audited accuracy rate fulls below 99.8 paercant
shall not be permitted to check the work of other pharmacy
lechniclans uniil he or she is requalified pursuant to paragraph
(1).

(3) The hospital has a current sonprovisional, nonconditional
accreditation from the Joint Commission on the Accredtiation of
Flealthcare Organizations or another nationally recognized
accrediting organization.

(4) The hospital pharmacy has been inspected by the hoard.

(5) The hospital establishes and maintains a program wlilizing
pharmacists to provide clinical seyvices as described in Section
4052.

(h) The rralntng progrom rvequtred hy paragraph (1) of
subdivision (a) shall include both didactic and practicel
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elements, and shall specify requirements 10 be completed prior to
the techniclan commencing pariicipation in the checking
program.

(1) The didactic component of the traming shall consist af at
least four hours of education covering the following topics:

(A) Information requived fo be on the label of wnit dose or
extemporanenus packaging.

(B) Identification of axpived o¥ comtuminated medications.

(C) The product charucrevistics thar need. to be chacked for
sach drug dispensed from the pharmacy.

(D) Special packaging or handling requivements, including
refrigeration for certain medications.

(E) Genarte numes for common nama-brand medications.

(F) Recognitian and identification of various dosage forms.

(G) Common medical abbreviations and symbols used in
pharmacy. ‘

(H) Basic mathemancal principles used in  pharmacy
caleulations, including conversions between and within metric,
avoirdupois, and apnthecary systems.

(2) Tha practical component of the (raining shall consist of at
least two hours of supervised practice in which the irainee both
observes proper checking procedures and performs proper
checking pracedures under the divect observatien of the
Supervisor.

(¢) Thé board may, by regulation, establish othér rules for
hospitals wiilizing specially trained pharmacy rechniclans
pursuant lo this section. '

(d) The board may order a hospital 10 cease activities
authorized by this section at any time a hospital fails to satisfy
the board thar 1t Is capable of continuing to meet the
requirements of this section.

(¢) Data and records required by thiy section shall be retained
in each participating hospital for ar leasr three years.

() Medication that has been placed in floor or ward stock or
wniz dose distriburlon systems pursuant to this secrton shall not
be administered to a patient except by a licensed health care
provider practicing within the scope of his or her license.

(e) Legal responsibility or liuhility for errors ar nmixsions that
ccecur ag a result of a pharmacy technician checking another
pharmary technicinn’s work pursuant (o this secrion shall be

9%
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limtred 10 the holder of the pharmacy permit and the pharmacist

in charge.
4128.1. (a) Every hospital utilizing pharmacy technicians fo

. check the work of other pharmacy techniclans pursuant fo

Section 4)28 shall maintain for inspection by the board a current
Hsr of all pharmacy techniclans that have bsen qualified to
perform checking functions.

(b) 4 pharmacy technician is not eligible to be qualifiad
pursuant to this article unless he or she;

(1) Is curvently certified by the Phavmacy Technician
Certification Board,

(2) Is currently vegistered with the board as a pharmacy
technician pursuant 1o Seciion 4202,

SEC. 3, No reimbursement ig required by this act pursuant to
Section 6 of Article XIIJ B of the California Constitution because
the only costs thal may be incurred by a local agency or school
district will be incurred, because this act creares a new crime or
infraction, elimmates & crime or infraction, or changes the
penalty for a crime or infraction, within the meaning of Section
17556 of the Government Code, or chenges the drfinition of a
crime within the meaning of Section ¢ of Article XIII B of the
California Constitution,
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.SB 3827
Page 1

Date of Hearing: June 1a, 2003

ASSEMBLY COMMITTEE ON HEALTH
. Wilma Chan, Chakr
88 592 (RAanestad) - Bg Amended: March 29, 2005

_SENRTE VOTE. :  23-8
- .. 3UBJIBCT Acnte care hospltals: inpartient pharmacy technician

Services,.

_SUMMRRY ! Allows a general acute care hospital Lo implement a

program of allowing apecially trained pharmacy technicians to
check the work of nther pharmacy rmechnicians relarting te the
filling of floor and ward estock and unit dose distribution for
patients whose orders have previously been reviewed by a
licensed pharmacist (cnecking program), under specific
requirements. Spacifically, this bill :

1)Requires hnepitals implementing tha c¢hecking program to meat
all of the fellowing:

a) Condugt special training program for technicilans who
perform the checking function, as specified in $2) below;

b) Conduct gquality improvement program that, at a minimum,
audirta the performance of the specially trained pharmacy
technicians at least every three monthe for the firsat year,
and annually thereafter. Prohibits a pharmacy rechniclan
from checking the work of othéer pharmacy techniciang 1f his
or her audited accuxacy rate falls below 95.8%, until he or
she is requalified, as specirfiec’

¢) Possess current nonprovisional, nonconditional
accreditatlion from the Jaolnt Commissisn on the
Accreditation of Healthcare Organizetions or encther
netivnally recognized amccrediting organization:

d) Have the hespital pharmacy inapected by the Board of ,
Pharmacy (Reard); and,

e) Establish and maintain & program using pharmaciscs fo
provide clinlcal services, ag gpecified in existing law,

2)Requires the training program speciried in #1) &) to include
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didactic and practical elements, and epecify requirements to
be completed before the techniclan starts participating 1n the
checking program.

I)Requireg the didactic training to conasist of at least four
hours of education c¢covering topics on label or packaging
information, identification or explred or contaminated
madications, product charactsristics, special packaging or
hendling reguirements, generic names, dosage forms, medical
abbhreviationz and symbels, and bagsic machematical principles.

4)Requires the practical. component of rthe training ro consist ot
at least two hours of supervisaed practice in which the traines
both obgerves proper checking procedures under the direct
obhservaction af che supervisar.

5)Allows the Board to establish other rules, through
regulaticns, for hospitals wvtilizing the checking program.

6)Allows the Board to order a hospital tn stop the checking
program at any time a hospital faile to satisfy the Board that
it ia capable of meeting the requirements of the checking
program.

TYRequires a hospital to retailn data and records Lor &t least
three years.

g)Requires a licensed healrh care provider practicing within the
scope of his or her license to administer to & patient

medications placed in fleoor or ward stock or unit dose
distribution systems.

9)Limits legal responsibiliry or llaviliirty rfor errors or
omiggions that ¢ccur as a result of a checking program to the
holder of the pharmacy permit and the pharmacist in charge.

10)Requires a hospital to maintain, for inspection by the Board,
a current list of al) pharmacy techniclang that have héén
qualified to pexform checking functions.

11)Requires a pharmacy téchniglan, TO quallly under thé checking
program, to be currently certified by the Pharmacy Technician
Carliification Board and registered wich the Board.

12)Makes findings and declarationm regarding the workload of

SB 592
Pege 3

pharmacists and the need for pharmacy technicians to perform
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specific funcrions T¢ eaSe the worklcad of pharmacists.
_EXISTING LAW .

l)Requires pharmaoy teohnicians to be certified by the Board.
Allows a pharmacy teshniclan to perrorm packaging.
manipulative, xeperlitive, or othar nondiscreticnary tasks,
enly while assisting, and while under the direct supervision
and control of a pharmacist.

2)Requires a pharmacist on duty to be directly responsible ror
the cenduct of a pharmacy technician. Raequires any pharmacist
reaponegible for a pharmacy technician to be on the premises at
all times, and mhe pharmacy wechnician shall pe within the
pharmacist's viaw.

3)Requires an applicant for registration as a pharmacy
technician te be isgued & certificate of registration if he or
she i5 a high school graduare or possesses a general education
davalopment sguivalent, and meets any one of the fellowing
requirements:

a) Obtaing an asscciate's deqree in vharmecy technecloqy:

b) Completes a course of training specificed by the Board;
or

) Graduates from a school of phermacy nccredited by the
American Council on Pharmaceutlcal Education or a school of
pharmacy racagnized by the khoard.

FISCAL EFFECT : Unknown. This bill was approved hy thé Senats
Appropriations Committes pursuant te Senate Rule 28.6.

_COMMENTS
1) PURPOSE OF THISWBfLL . According mo the california Spoclecy of

Healcth System Pnarmacists (CSHSP), thae gponser of this bill,
California is currently experiencing & shortage of
pharmacisrts. Allowing pharmacy techniclans te perform tasks
within their training, education, and registration would allow
hospital-based pharmacies to provide more clinically based
Tunctions with physicians, nurges, and other health care
providera. CEHSP points out this bill would significantly

SB 532
Page 4

raguce medication related srrore and greatly improve the
quality of ocere processes for chronically ill patients
receiving treatment in hospitals. CSHSP sTresses That this
b1ll is based upon a 2002 cellaborative study betwsen the
University of California, San Francisco, School of Pharmacy,
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Long Beach Memorial Medical Center, and Cadars-Sinai Medical
Center, in which the Board authorized an experimental program
rTo evaluare and compare whe accuracy between licenszed
pharmacists and registered pharmacy techniciana

2)EXPERIMENTAL PROGRAM . According Co dackground information
provided by CSHSP, in 1997, Cedars-Sinai Medical Centar
(Cedars) and Long Beach Memorial Medlcal Center (Long RBeach)
potiticned the Board to grant a walver of the California Code
of Regulations prohibiting board=registered pharmacy
tachniclans to check unit deose cassectes fllled by othar
pharmacy technicians in the inpatient environment., In
California, unirt dose medication cassettes that are fllled by
pharmacy technicians must be checked by a pharmacist. When
£illing a medication caszsette with unit dose medications, a
rechnician reads a 118t of medications (& "fi1ll list™)
previoualy verified by a pharmaciast, removes the unit dose
medication from stock, and places it in a patient's cassatte
or medicatlon drawer. The pharmacist then vserifies the filled
cassette againat the list to minimize the possibility of
errors. Cedars and Jl.ong Reach wanted To conducrt an
experimental program under the direction of the University of
California, San Francisco, School of Pharmacy, tov compare the
accuracy of unit dese medication cassettas checkad by
phermaolete with those of registered vharmacy technicians., In
May 1998, whe Roard granted the walver and the experimental
program was known as "Evaluating the Usa of Board Ragistarad
Pharmacy Technicians in a Unit-Dgse Drug Distribution Jystem,"
The report on the experimenrtal program was released in
Decemberx 2002 and indicated that pharmacists spend one hour
per day checking technician-filled medication cassettes, which
competes with the increasing demands on pharmagists to provide
clinicel service2 end become more involved in medication
gafery initiaztives, in zaddicien to dealing with thae increased
complexity of hospitalized patients and the pharmagists
shortage. The pharmacists and technicians were all aware of
The sStudy but net when audits would ke conductad. The report
revealed that of the 39 pharmacy technician checkers, 161,740
doses were checked and an accuracy rane of over 99.8% was
achievad. Tha program comparad thig te 22 pharmacists who

.38 592
.- Paga 5
checkad 35%,A29 doses and achleved an accuracy rate of over
99.5%.

2)MEDICAL ERRORS. According to a 1988 report by the Institute
of Medicine (IOM) entitled "To Brr ia Human," between 44,000
and 98,000 Americans die each year as a result of all rtypes of
medical errors. Medication errors, accocrding to the report,
include stocking patient-care units in hespitals with certain
rull-strengrh drugs. The reportT also Stated that medicarion
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errers increase with complexity. Complexity in the medication
gystem arxises from several sources; including the extensive
knowl.edge and informaricon rhat are neces2ary to correctly
presoriba a medication regimen for a particular patient; the
lntermingling of medications of varying hazard in the
pharmacy, during transport, and on the patisnt care units; and
the multiple tasks performed by nurses, of which medication
preparation and agministratlon are bur a few, TOM also
astimates that medication-related srrors for hospitalized
patients cost roughly 2.4 million extra hospital days and 39.3
plllion in extra charges for longer stays and additional care
per year.

4)WORKFORCE SHORTAGE . According to a study published in
December, 2000, by the United Statesa Department of Health and
Ruman Services, "The Pharmacist Workforce: A Study of tThe
Supply and Demand for Pharmacists," the evidence clearly
indicates the emergence over the past few years of & shorrage
of pharmacists. The study round that there has been an
unprecedented demand for pharmacists and for pharmaceutical
rare mervices, and rthe facrtors causing the current sherctage
are of a nature not likely to abate in the near future without
fundamental chenges in pharmacy practice and education.
Factorg cauaing the shortage includa a 44% incroease in the
number of retail prescriptions dispenaed per year in the
United states betwsen 1992 and 1999, and a 32% increase in the
numbser of prescriptions filled par phasmacist during the same
time period. Accerding to this sctudy, the pharmacist supply
in california was ar 54 pharmacistg per 100,000 population,
well below the nationwide average of 68 pexr 100,000,

Califoernia ranks 49th in the nation in the proportion of
regiatered nurses per 100,000 population. The Employment
Development Department egtimates that Califoarnisd nesds 30,000
additional nurses in the next four years and by 2010, there
will be a demand for 109,600 nurses, According to the

2B 582
Page 6

California Board of Registexed Nursing, there are 539 full
time-equivalent registered nurses per 100,000 popularion.

S5)OTHER 9TARTES . According to the report on the experimental
program, other states, including Washington, Kansas, and
Minnesota, currently allow pharmeacy techniciana to check unit
dose medication caszettes. ’

E)EUPPORT . The supporters point out that California heogpirvals
arc cxperimncing A =avere shortage of pharmaclsts and this
p1ll wouwld allow pharmaciste to perfoxm nore complex tasks in
hoapitals. They atete that the tmsks delegated to pharmacy
recnnicians in this hill can he safely delagated »$ 1ndicated
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by the experimental program at Cedars and Long Beach
Hospitals., Cedars=Sinai Health System peints out that in a
hospital =setting, the checking of doses in the pharmacy is
performaed prior té the medications being daliverad to the
inpatient units where the nurse egain checks the medicarion wo
ensure 1t 1s correct berore giving LU to the patisnt.

7)0PPOZITION . According to the Califcrnia Nurses Assoclation
(CNR), allowing pharmacy techniciana to parfoxm the work of
pharmacists would put unreasonable and increased load on
nurses who are already experiencing énormous prassurse in
agute care settings. In addition, CNA statee thia bill would
put patients at an increased risk of medication errors. Other
oppnnents helleve pharmacists should continue to check the
work of pharmacy techniciana o that pharmacists do not lose
control of pharmacy practices for which pharmacists are
legally responsible and to insurse that pharmacies are operated
at the highest degree of integrity and efficiency.

8)POLICY QUESTIONS . Doaes the policy propesed in this bill have
the potentiul to werszen medicaticn errors in Califernia
hospirals? Will' the policy proposzed in thie bill put more
pressura ¢n nuzsea? Has thexe been asufficient study of the
issue in California to warrant rthis policy change? Does cne
nonrandomized study of 29 pharmacists and 39 techniciang in

two hoapitals provide asufficient evidence to support a lower
oversight srtandard im all California hespitals?

substantially similar to the provisions of this bill and would
have authorized general acute care hospitals to implement and
Operate a program using specially trained pharmacy techniciang

9)PRIOR LEGISLATION . §B 333 (Ranesrad) introduced in 2003, is

to check the work of other pharmacy technicians under
prescribed conditions and cilreumstances. This bill did not
move out of the Senate.

_10) RFFFRRAL REQUEST Assambly Committee on Buginess and
Professions requested to hear this bill. Should this bill
pass out of this committee, 1n will be referred to the
Assembly Committes on Businesa and Profensions.

REGISTERED SUPPORT / OPPOSITION

Support

California Soclery of Health Systam Phazmaciste (sponsor)
Arroyo Grande Cemmunity Hospital
California Hospital Associalion
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California Medical associlation
Califeornia Pharmacists Association
California State Board of Pharmacy
rtathollic Healthcare West
Cedara-5inei Health System
Dominican Heospital

French Hespital Madical Center
Mark Twain 9t Joseph's Hospital
Mercy Merlical Center Redding
Northridge Hospital Medical Center
San Gabriel Valley Medical Centex
Scripps Health

Sierra Nevade Memorial Hospital
8t. Jnseph's Medical) Center

Sutter Health

Oppogition

California Labor Pedgsrarion
California Nursee Associatien
United Food & Commercial Workers

Analysis Prapared by Reosielyn Pulmeno / HEALTH /

316=-2087

(816)
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SUPERIOR COURT OF CALIFORNIA
COUNTY OF SACRAMENTO

DATE/TIME : JULY 14, 2005 DEPT.NO : 16

JUDGE

: JUDY HERSHER CLERK i D. AHEE

REPORTER _ : NONE BAILIFF _ : J. TRAVIS

glvss/voa

PRESENT:

CALIFORNJIA NURSES ASSOCIATION, PAMELA ALLEN

VS,

Petitioner,

Case No.: DOAS00900

. TERESA BELLO-JONES, In her officlal capacity, JESSICA AMGWERD
CALTFORNIA BOARD OF VOCATIONAL NURSING AND JANICE LACHMAN
PSYCHIATRIC TECHNICIANS, et al,

Respondent,

Nature of Proceedings: COURT'S RULING UNDER SUBMISSION

----- -BOOK--

PAGE
DATE

CASE NO. : 00AS00900 4
CASETITLE : CNAYV. BELLO JONES : g

The Court grants CNA's request for a peremptory writ of mandate commanding
Respondents to set aslde the amended Regulations, and for a permanent
injunction enjoining the implementation and enforcement of the amended
Regulations. The Court denies CNA's request for declaratory relief in respect to
the Qctober 29, 2001, Advice Letter,

- W e B

Backaground Facts and Procedure

This case Involves challenges to the valldity of (1) a formal regulation
purportedly expanding the scope of practice of Licensed Vocatlonal Nurses to
include the administration of intravenous medications in certain clinical settings;
and (1) alleged "underground regulations” which expand the scope of authority
of Licansed Vocational Nurses to include performance of registered nursing
functions of patlent assessment and access to central intravenaus lines.

Priar to 1999, Californla requlations govermning the practice of Licensed
Vocational Nurses ("LVNs") dld not permit LVNs to administer medication
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intravenously. In or about June 1999, the Board of Vocatonal Nursing and
Psychlatric Techniclans ("Board") recommended amending the regulations to
permit speclally tralned LVNs to administer intravenously substances which are
routinely given during the course of hemodialysis, pheresis, and blood bank
procedures. At a meeting on November 16, 2001, the Board adapted proposed
changes to the Californja Code of Regulations, title 16, sections 2542, 2542.1,
2547, 2547.1 (the "Regulations"), which would have allowed LVNs to administer
specified intravenous medications in hemodialysis, pheresis and blood bank
settings under certain conditions. On February 28, 2002, the Board submitted
the amended regulations to the QAL for review and approval.

On April 12, 2002, OAL disepproved the Board's proposed regulatory
action based on the following three grounds: (1) the pmpnsed regulations

enlarge the scope of practice of the LVN and appear o be inconsistent with the

Vocational Nursing Practice Act; (2) the Regulations require that a registered
nurse or licensed physician be in the "Immediate vicinity" of the LVN when the
procedure is performed, but the term "immediate vicinity" was not defined and
was found to be susceptible o differing interpretations by affected persons; and
(3) the micro-cassette recordings of the public hearing Included in the
rulemaking file was mostly Inaudible and there was no transcript or minutes In
the fle. Nothwithstanding OAL's denlal, OAL's Decislon of Disapproval of
Regulatory Action included the following statement:

"We realize that Business and Professions Code section 2860.5 was
last amended in 1974, and that modern medical. technology has
advanced considerably since then. Old defnitions  and
understandings may need to be changed If medical and nursing
practice have evolved to the point where professionals in the field
would conslder such medications as an integral romponent or
Ingredient of intravenous fluids. If the Board can supplement the
record with facts, studies, expert apinion ar other Information that
tends to show this evelution In nursing practice, these regulations
could be resubmitted within 120 days of receipt of this decision for
further OAL review and consideration,"

On June 5, 2002, In response to the OAL's Declsion of Disapproval, the
Board proposed modifications to the Requlations and added documents to the
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rulemaking record for the proposed regulatory amendments. To address OAL's
other concerns, the Board relted upnon 2 legal memorandum entitled Authority for
Intravenous Therapy Regulatory Amendment, it modified the text of the
Regulations to provide that the definition of "immediate vicinity" shall be set forth
in the standardized procedures of the facility, and to address the issue of missing
or dafective documents, the Board prepared minutes of the public hearing of
April 17, 2001. After giving notice of the proposed modifications tn the
Regulations, the Baard received comments and prepared a Supplement to Final
Statement of Reasons,

On June 28, 2002, the Board adopted proposed amendments to sections
2542, 2542.1, 2547, and 2547.1 of the California Code of Regulations, As

before, the proposed amendments would ailow LVNs wha are Board-centified in’

intravenous therapy to administer “specified intravenous medications in
hemndialysls, pheresis, and blood bank procedures" under certain conditions.
On Derember 13, 2002, the Board submitted its proposed Regulations to the
Office of Adminlstrative Law. The amended Regulations were approved by the
OAL on January 29, 2003.

On February 24, 2003, Petitioner CNA filed a Complaint for Declaratory
and Injunctive Relief against four defendants: Teresa Bello-Jones, the Board,
Ruth Ann Terry, and the Californla Board of Reglstered Nursing, CNA's
Complaint challenged the regulations permitting LVNs to administer medications
intravenously. The Complaint also challenged two "underground regulations"
allegedly promulgated by the Board in a October 29, 2001, letter to the California
Dialysis Councll.

On March 21, 2003, CNA filed a First Amended Complaint. A demurrer to
the Flrst Amended Complaint was sustained with leave to amend on June 13,
2003.

On June 22, 2003, CNA flled a Second Amended Complaint against the
original four defendants. Defendants Ruth Ann Terry and the California Board of
Registered Nursing filed a demurrer to the Second Amendad Complaint, which
was sustained without leave to amend on October 9, 2003. Defendants Ruth
Ann Terry and the California Board of Registered Nursing were dismissed with
prejudice on Qctober 15, 2003.
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In or about April 2004, CNA requestaed a prellminary Injunction to halt
implementation of the Regulations, CNA's request for preliminary Injunctive
relief was denied. :

On January 20, 2005, CNA filed its Petition for Writ of Mandamus and
Third Amended Complaint for Declaratory and Injunctive Relief to Invalidate and
Enjoin Regulatory Action in Excess of Statutory Authority (the "Petition").

Discussion

CNA brings this Petition to prevent what it clalms s an unauthortzed
expansion of the scope of practice of LVNs ta permit LVNs to perform varlous
rursing functions heretofore exclusively within the authority and scope of
registered nurses,

CNA's Petition alleges three causes of action. The First Cause of Action,
for Writ of Mandate, alleges that the Regulations authorizing LVNS to administer
IV medications are Invalld for failure to comply with the Administrative
Procedures Act. The Second Cause of Actlon seéeks tamporary and permanent
injunctive relief to enjoin the Regulations and thereby prohibit the administration
of IV medications by LVNs, The Third Cause of Action seeks a declaratory
judgment that the Board lacks the authority to amend the Regulations to expand
the scope of LVN practice to include the administration of IV medications. The
Third Cause of Action for declaratory relief also challenges an October 29, 2001,
Advice Letter from the Board to the Callfornla Dialysis Council on the grounds:
(i) the letter constitutes an "underground regulation” not enacted in conformance
with the Administrative Pracedures Act; and (If) the Board's advice in the letter
that LVNs are permitted central line access and to perform assessments on
hemodialysis patients is contrary to existing law.

A. Standard of Review

When a court Inquires Into the validity of a quasi-legisiative administrative
regulation, the scope of review Is limited. (Cal Assn. of Fsychology Providers v.
Rank (1990) 51 Cal3d 1, 11.) The court's task Is to determine whether the
regulation 15 (1) within tha scape of the authority conferred by the statute, and
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(2) reasonably necessary to effectuate the purposes of the statute. (Rajphs
Grocery Co. v. Reime/ (1968) 69 Cal.2d 172, 175; Agricultural Labor Relatinns
Bd. v. Superior Courf (1976) 16 Cal.3d 392, 411.)

Judicial review of quasi-legisiative acts generally conslsts of an
examination of the proceedings before the agency tn determine whethar s
actions wera arbltrary, capriclous, or entirely lacking In evidentiary suppart, or
whether the agency falled to follow the pracedures and give the notices required
by law, (Rank, supra, 8t p.11.)

When, however, a regulation is challenged as Inconsistent with the terms
or intent of the authorizing statute, the standard of review Is different. (7)) In
determining whether a regulation is within the scope of the authority conferred
by a statute, a court does not defer tn an agency's view because the court, not
the agency, has final responsibility for the interpretation of the law under which
the regulation was Issued. (Yomaha Corp. v. State Bd. of Fqualiration (1998) 19
Caldth 1, 11 fn.4.) If the court determines that a challenged administrative
actlon was not authorized by or Is Inconslstent with acts of the Legislature, that
action Is void. (American Ins. Assn, v. Garamengs (2005) 127 Cal.App.4th 228,
236; see also Gov. Code §§ 11350, 11342.1, 11342.2,)

The California Supreme Court has summarized the standard courts must
apply when reviewing an agency's interpretation of a statute as follows:

"Courts must, in short, Independently judge the text of the statute,
taking into account and respecting the agency's interpretation of its
meaning, of course, whether embodied In a formal rule or less
formal representetion. Where the meaning and legal effect of a
statute is the issue, an agency's interpretation is one among
several tools available to the court. Depending on the context, it
may be helpful, enlightening, even convincing. It may sometimes
be of little warth. Considered alone and apart from the context and
circumstances: that produce them, agency interpretations are not
binding ar necessarlly even authoriative, To quote the statement
of the Law Revision Commissian [n a recent repoit, 'the standard of
judiclal review of an agency Interpretation of law s the Independent
judgment of the court, giving deference ta the determination, of the
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Agency appropriate to the crcumstances of the agency action." -
(Yamaha, supra, at p.8 [citations omitted).)

B. Were the Amended Requlations Adopted in Accordanca with_the
Law?

According to CNA, the amended Regulations exceed the scope of the
Board's authority under the Vocational Nursing Practice Act (Bus. & Prof. Code §5
2840 et seq.). Specifically, CNA contends the Regulations violate section
2860.5(c) of the Act, Thus, the Court Is called upon to interpret the intent of
that statute.

To determine legislative intent, the Court turns flrst to the actual language
of the statute. If the words of the statuts are clear, a court should not add to or
alter them to accomplish a purpose that does not appear on the face of the
statute or from its legislative history. (Herman v. los Angeles County
Metropollten Transportation Authority (1999) 71 Cal.App.4th R19, A26.) But if
the meaning of the words Is not clear, courts must take the second step and
refer to the legislative history, The final step, which should be taken only if the
first twn steps fail to reveal clear meaning, Is to apply reason, practicality, and
common sense to the language at hand. (Jo.) The Court applies these rules of
construction to the facts and the stetute at issue here,

Businass and Professions Code section 2R60.5 sets forth the scope of
practice of LVNs. It provides:

"A licensed vocational nurse when directed by a physician and
surgeon may rlo all of the following:

(2) Administer medications by hypodermic injection.

(b) Withdraw blood from a patient, if prior thereto such nurse has
been Instructed by a physician and surgeon and has demonstrated
compatence to such physician and surgeon In the proper procedure
to be employed when withdrawing blood, or has satisfactorily
completed a prescribed course of Instruction approved by the

g VI /A VT
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board,
board.

or has demonstrated competance to the satisfaction of the

(c) Start and superimpase intravenous fluids if all of the following
additional conditions exist:

The Board contends that under the plain language of the statute, the
phrase "intravenous flulds” must be construed to Include “"medications that can
be administered intravenously." According to the Board, if the Leglslature had
intended to exclude "merdications” from the definition of “intravenous flulds,” this
would have heen clearly stated Jn the statute, Berause it was not, the Board
contends, ‘the Legistature must have intended the definition of "intravenous
fluids" to have a broad meaning to ellow for the expanding nature of the VN
profession. Therefore, the Board argues, the amended Reguiations are within
the scope of the authority conferred by the statute and it is unnecessary to refer

(1) The nurse has satisfactorily completed a prescribed
course of instruction approved by the board or has
demonstrated competence to the satisfaction of the board.

(2) The procedure Is parformed in an organized health care
system In accordance with the written standardized
procedures adopted by the organized health care system as
formulated by a committee which includes representatives of
the medical, nursing, and administrative staffs. "Organized
health care system,” as used in this section, includes
faciilties licensed pursuant to Saction 1250 of the Health and
Safety Code, clinics, home health agencles, physician's
offices, and public, or community health services.
Standardized procedures. so adapted will he reproduced in
writing and made avallable to total medical and nursing
staffs."

to tha legislative history of the statute.

The Court, however, does not find the statutary Ianguage to he free of'
ambigulty. To the contrary, the Legislature's use of the word "madications”
subsection (a) but not in subsection (c) renders the statute ambiguous on nts
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face. Was subsection (2) added to limit the drcumstances under which LVNs
may administer medication to hypodermir. injections, or merely to clarify that
LVNs shall be authorized to give hypodermic Injectlons containing medications In
addltion to administering intravenous fluids?

The Court 1s unable to answer this quastion by looking at the face of the
statute.  Nelther the term "Intravenous fluid,” nor the term "medication” is
defined hy the Voratlonal Nursing Practice Act, so the Court must resort to the
"ordinary, everyday" meaning of such terms. (Herman, supra, at p.826.) The
Board contends that the ordinary, everyday meaning of the term “fluid" is a
substance tending to flow or conform to the outling of its container, and that the
term ‘“Intravenous flulds" includes any fluid that can be administered
“Intravenously, Including “fluids" of medications, The Board further contends that
the ordinary, everyday meaning of the word "medication” includes substances
used as a remedlal treatment of a mental or bodlly disorder, and that, under this
definition, nutrients, electrolytes, and other fluids are all "medications." (See AG
601-02.)

However, as documented in the OAL's Decision of Disapproval, medical
dictlonaries and reference sources generally distinguish between the terms
“Intravenous flulds" and "medications” by separating the wards by an "and," “or,"
a comma, or other distinguishing words (e.g., "The label of each container of
flud or medication . . . ."). This suggests that, at least in the medical
community, the term “Intravenous flulds” does not necessarily include
"medications." (See AG 575-76.)

In its Supplement to Final Statement of Reasons, the Board contended
that LVNs were authorized to administer medirations intravenously by sectlon
2B860.5(2) because the term "hypodermic Injection” includes “intravascular”
injections. (AG 643.) The Court is not persuaded by this argument, First, it is
dubious that the ordinary, everyday meaning of a "hypodermic injection” in 1974
included intravascular infectlons, ($e6, ¢4, AG 575, 907.) Second, this
interpretation renders the statute absurd in that It would authorize an LVN to
administer medications Intravenausly without condftion, but would authorize
LVNs to administer Aluids intravenously only If the nurse has satisfactorily
completed a prascribed course of Instruction and demonstrated competence and
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the procedure is perfarmed in an organized health care system in accordance
with written standardizer procedures. (See Bus. & Prof. Code & 2860.5(2), (c).)

Similarly, the Court is unable to rely on the princple of statutory
construction that a specific pravision relating to a particular subject governs as
agalnst a general provision, (People v. Superior Court (2002) 28 Cal.4th 798,
809), because It Is unclear from the face of the statute whether subsection (a)
was intended as a specific limitatlon on when LVNs may administer medications,
or as general autharizatlon for them to administer hypodermic injections.

Construing the statute in the context of the overall statutory scheme is
similarly unavailing. (CEJA v. J.R. Whad, Inc. (1987) 186 Cal.App.3d 1372, 1375
[holding that a statute is required to ba construed in contenxt, keeplng In mind
" the nature and purpose of the statutary scheme of which it is a part].)

It Is true that the statutory framework authorizes unlicensed hemodialysis
technicians to administer medications Intravenously under some circumstances.
(4ee Health & Safety Code § 1794.14(d); Bus. & Prof. Code §§ 1247.2, 1247.3.)
The Board contends that because the Leglslature authorized unlicensed
techniclans to administer medications, f also must have Intended for Licensed
Vocational Nurses to be authorized to do sa. Hewever, this does not necessarily
follow. First, the Hemodialysis Techniclan Training Ack is & wholly unrelated
statute; there are any number of reasons why -the Legislature might permit
unlicensed hemodialysls tachnicians to administer medications In hemodialysis
seftings but preclude Licensed Vocational Nurses from doing 0. Second, the
Hemodialysis Technician Tralning Act was enacted more than 13 years after AB
3618. Thus, even if the Hemodialysis Technirian Tralning Act could be construed
as evidence that the Legislature was willing to permit personnel other than
licensed RNs to administer medications intravenously in 1987, this sheds no light
on what the Legislature intended when it enacted AR 3618 in 1974,

Finally, In response to the argument that the Legislature would have
expressly prohiblited Intravenous medications If It had so Intended, the Court
notes that nne could just as easlly assert that the absence of authorization to
adminlster intravenous medications Is consplcuous and suggests the Legislature
did not Intend LVNs to have such authority.
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In sum, the Court Is unable to resolve these conflicts and therefore
concludes the statute is ambiguous.

Case law holds that If the meaning of the words of a statute are not clear,
the second step of statutory interpretation is to refer to the leglslative history.
(Herman v. Los Angeles County Metropolitan Transportation Authority (1999) 71
Cal.App.4th 819, 826.) In this case, the |legisiative history shows that sectlon
2860.5(¢) was not Intended to include medications. ‘

Section 2860.5 was last amended In| 1974 by AB 3618. The April 4, 1974,
proposed version of subsection 2 of the bill \provided:

Gec, 2. Sectlon 2860.5 of the Rusiness and Professions Code is
amended to read: ‘

A licensed vocational nurse when|directed hy 2 physician and
surgeen may do all of the following!

(a) Administer medications by hypodermic injection.

(c) Start and superimpase Intravenous flulds, and aominister
medications, as part of intravenous (therapy. The above may onfy
be done if prior thereto such nurse has cnmpleted 8 prascribed
cowrse of Instruction by the board énd demonstrater competence
and demonstrated ungerstanaing of|the effect of such medications
and appropriate action to be token if untoward reaction occurs,
(AG 923-924.)

CNA opposed the April 4, 1974, version of AR 3618 because, among other
reasons, CNA wanted "to strike the LVNs authority to 'administer medications™ as
part of \ntravenous therapy. (AG 926,) The Legislature subsequently amended
AB 3618 on June 5, 1974, specifically to delete the language that would have
given LVNs'the authority to administer medications as part of Intravenous
therapy. (AG 921-22, 924-25.) As amended, the bill provided:

Section 1. Section 2860.5 of the Business and ﬁrofess!ons_ Code Is
amended to rend:
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2860.5. A licensed vocational nurse when directed by a physician
and surgeon may do all of the following:

(3) Administer medications by hypodermic injection,

(c) Stan: and superlmpose |ntravenou5 ﬂu:ds, and—admintster

the following additional conditions exist;
(1) The nurse has satisfactorily completed prescribed course

of Instruction approved by the board or has demonstrated
vunnpelopes w e satsfaclol of Uie Ludrd,

(2) The procedure is performed In an organized health care
system in aocordance with written standardized procedures
adopted by the health care system as farmulated by the
committee which Includes representatives of.the medical,
nursing, and administrative staffs, . . ." (AG 924-925.)

It thus appears that the Legislature amended the bill to delete the
language that would have included administration of intravenous medications
within the LVN scope of practice. The amended bhill was passed by the Assembly
and the Senate and signed into law by the Governor on September 23, 1974.
(AG 929.)

The general rule Is that when the Leglslature has refected a specific

provislon which was part of an act when orlginally Introduced the law as enacted
shiuld Ut L Lonslruct L CoNain tac provision.' { venmsa v. LIy oF San Jose

! This rule has some excaptions. For Instance, it does not apply if the specific languege Is
raplaced by geners! language that Indudes the specific instance. (Calfornfa Ass'n of Psychology
Froviders v. Rank (1990) 53 Cal3d 1, 17-10.) The example given I Rask Is that If a bill were
Introduced dealing with "teachers’ salaries in Lo Angselas Caunty,” then amended to deal with
“"teachers' salaries" generally, the court would not construe it to epply to all counties excent Los
Angeles (Id) This FIerhnn might Apply here If the term "Intravanous fluids" wera construed to
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(1984) 151 Cal.App.3d 1076, 1080.) Accordingly, this Court concludes that
hecause the Legislature deleted the language authorizing LVNs to administer .
medications intravenously, the statute cannot be construed to contain that
provision.

The Dumid's cairly Intenpiclatiyn uf Uhie sltalule dlsy gppears 10 SURporc tne
concluslon that LVNs were not authorized to administer IV medications. In a
Notice from the Board issued on or about March 10, 1978, the Board stated the
following: .

"It has been brought tn the attention of the Board that there may
be Licensed Vocational Nurses employed in facilities who are
administering intravenous medications. This notice is heing sent in
order to reach those facillties that are permitting the L.V.N.s to
perform this lllegal procedure.

"The requlations define those intravenous solutions that L.V.N.s are
permitted to start and superimpose. Medications are not Included
since this was not the intent of the law. Therafore, it must be

pointed out that the L.V.N. is not permitted by law to administer
Intravenous medications, add medicativie W an lntravenous

solutlon, or start and/or superimpose colutions that contain
medications.” (Declaration of Pamela Allen, Ex, A-1.)

The Board has atternphed to explain its 1978 interpretation of "the law" as
a reference to the Board's then-existing requlefions, which excluded medications
from the definition of intravenous fluids, rather than a reference to the statute
Itself. The Court finds this argument unpersuasive in light of the fact that
elsewhere In the Notice, the Board appeared to distinguish "the law" (i.e,, the
statute) from Its regulations: "Thé Board Is concerned that Licensed Vocational

include "medications.” As discussed abave, there is no Indication that the Legislature Interpreted
“intravenous flulds” In such a manner, or that the Leglslatura deleted the reference to IV
madlcationc bacauco it holiovad sush werds weare suseslusus.  Ta e 2ibliny, Ui wily
evidence suggests the reference tn TV medications was deleted In respanse to objections by CNA
that LVNs should not be authorized to administer medications as part of IV therapy, Accordingly,
the Court concludes that the exception diacussed In Rank does not apply in this case.
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Nurses practice within the scope of the law and regulations . . . ." If "law" were
Intended to encompass the Board's regulations, this latter reference to
"regulations" would have been superfluous.

Subsequent Jeglslative attempts to Interpret or amend section 2860.5 also
appear to support the Court's interpretation.  In 1980, Assemblyman Alatorre
requested a formal opinion from the Legislative Counsel of Californla asking the

specific question, "May the Board of Vocational Nurse and Psychiatric Techniclan
Bamincra outherlze, by eyulaliun, liueised votariongl nursas ta administer

médications by intravenous Injection?” (AG 905-907.) The response by
Legislative Counsal provides, in relevant part:

"We think it is clear that the Legislature has, by the provisions of
" Sectjon 2860.5, limited licensed vacatlonal nurses, Insofar as the
administration of medications by Injection are mncerned to that of
the hypodermic injection method and has limited the use of
Intravenous method to that of the starting and superimposing of
intravenous flulds under specifed conditions,

"Thus, a regulation af the [BVNPT] which would authorize licensed
vocational nurses to administer medicatlons by Intravenous
Injection would be authority which is beyond that authorized by
Section 2860.5 and. as such. wauld he invalid * (743

i While Opinians of the Legislative Counsel, like opinions of the Attorney
General, are not binding, the California Supreme Court has held that in the
absence of controlling autherity, they are persuasive. (Cal. Assn. of Psychology
Froviders v, Rank (1990) 51 Cal3d 1, 17; see afso Eu v. Chacon (1976) 16
Cal.3d 465, 470 ["Although a legislative expression of the intent of an earlier act
Is not binding on the courts . . . that expression may properly be considered
togerher with other factors in arnvlng at the wrue legisiative Intent existing when
the prior act wes passed."].)

In response to the Legislative Counsel's Opinlon, Assemblyman Alatorre
Introduced legislation (AB 642) In the 1981-82 legislative sesslon that would have

"authorize[d] a licensed vacational nurse to start and superimpose Intravenous
fluids contalning medicaliony wider spedfled condidons,”  (AG SU8-910, 915-
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918.) AB 642 was sponsored by the Board. In a January 22, 1983 letter to
~ hospital administrators, the Board stated:

"The Board of Vocational Nurse and Psychiatric Technician
Examiners sponsored AB 642 authored by Assemblyman Richard
Alatorre In the 1981-82 legislative session.  This measure would
have expanded the scope of Practice of Licensed Vocational Nurses
and authorized them to administer certain intravenous medications
after successful completion of a course of instruction approved by
the Board. This legislation failed in the Senate Finance
Committee." (Declaration of Pamela Allen, BX. A-3.)

The Legislature's fallure to enact an amendment to a statutory scheme
yerne Ay I,HUVtLI!f.a [1{R%) lJUIUnlIL(: Ol L issue o1 !EgiSI'dUVE neent. (Amer/can

Ins, Assn, v. Garamend/ (2005) 1.27 Cal.App.4th 228, 246.) This is because the
Legislature's failure to amend a statute evokes conflicting inferences.  (Jdl)
However, when determining whether an administratively promulgated rule is
consistent with controlling legislation, legislative rejection of an authorlzing
statute may prove more persuasive. (7g)) The Leqislature is presumed to act
wlith knowledge of an agency's administrative Interpretation of the statute, and it
is reasonable to assume the Leglslature would have taken corrective action had It
disagreed with the existing administrative interpretation. (Jones v. Pierce (1988)
199 Cal.App.3d 736, 745-46.) Thus, the Legislature's failure to change the law
Iends credence ™ the Rnard's administrative construction at the time AB 642 wes
rejected. Moreover, the Board's attempt to obtain legislative amendment of the
governing statute can be construed as an Impliclt admission that legisiative
authorization was needed. (Garamend), supré, at p.246.)

Respondent Roard argues that notwithstanding this legislative history, the
Court should defer to the Board's current interpretation of the statute. The
Board cites cases holding that where an agency is charged with enforcing 3
statute, Its Interpretation of the statute should be entided to "great welght."
(Opposition, p.11 [clting Lusardl Construction Co, v. Callf. Occupational Safety &
Health App. Bd (1991) 1 CalApp.4th 639, 645; rPaciic Legal Foundation v,
(/nempfayment Ins, Appeals fd. (1981) 29 Cal.3d 101, 111; Sheyko v. Saenz
(ONN2) 1172 Cal-App.dbh A75, AAR]) The Raard eanbands the Caurt should dafer
to the agency's Interpretation even If such interpretation is not consistent with

BOOK ' 16 Superior Court of California,
PAGE : :
DATE : JULY 14, 2005
CASE NO, : Q0AS00900
: CNAV, BELLO JONES

CASE TITLE

7 Deput'v Clerk
Page 14 of 20

0NY00 JULY ORDER


http:C~I�Ar.'p.4t
http:welght.1I
http:Cel.App.3d

CAGFE NITMRFR* ONAKOONOD DERPARTMENTy 16
CASE TITLE: CNA V. BELLO JONES
PROCEEDINGS: COURTS RULING UNDER SUBMISSION

the agency's prior interpretation. The Board cites cases holding that "(€]ven
-when an agency adopts a new interpretation of a statute and rejects an old, a
court must contimue to apply a deferential standard of review, . . ." (58 e.g.,
Henning v. Industrial Waeifare Commn. (1088) 46 Cal.3d 1262, 1270.) In the
abstract, this appears to be a correct statement of the law, However, there is an
exception to this general rule.

As held by the Suprema Court in the Aenning case, which was relled upon

by the Bnard: "When as here the construction in question is not 'a
contemporaneous interpretation’ of the relevant statute and in fact ‘flatly
rontradicte tha poeition which the ngoncy had onundiatnd ot om ecrller date,
closer to the enactment of the . . . statute[,]' it cannot command significant
deference.” (Jd. at p.1278.) This point was reitarated by the Supreme Court'in
Yamaha Corp. of Amerlca v. State Board of Equalization (1998) 19 Cal.4th 1, 14,
which held that the weight given to an agency's interpretation of a statute “wiil
“depend upon the tharoughness evident in its consideration, the validity of Its
reasoning, its consistency with earlier and later pronouncements, and all those
factors which give it power to persuade . , . ." (5ee also Brewer v. Patel/ (1993)
20 Cal.App.ath 1017, 1022 [finding no reason to defer to Labor Commissioner's
Interpretation of regulation where Interpretation was contrary to plain meaning of
statute and Incanslstent with Commissioner’'s own prior Interpratation of the
rule)s Whiteomb Hatcl Ine v Coliformie Emp. Commn, (1044) 24 Cal.2d 733,
757 ["At most administrative practice is a weight in the scale, ta be considered

but not to be inevitably followed . . . ."].)

In this case, the evidence shows that the Board's current interpretation of
the statute Is of recent origin, and [s not consistent with the Board's earfier
interpretation of the statute, which the Board made much closer in time to when
the statute was enacted. Therefore, the Board's interpretation is not entitled to
the deference that It atherwlse would be due. '

In any event, whatever the force of administrative construction, relevant
case law establishes that final responsibiiity for Interpretation of the law rests
with the court. The Court concludes that the Board's Interpretation of section
2860 5 1S prranenns  AS cnnstriied by this Conrt, sertlon 2860.5 prohibits the
Board to adopt a regulation authorizing LVNs to administer intravenous
medications. Therefore, the amendments to Callfornia Code of Regulations, title
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- 16, sections 2542, 2542.1, 2547, and 2547.1, allawing 1.VNs to administer IV
medications must be enjoined as inconsistent with the Vocational Nursing
Practice Art,

C. Does the Board's Octobar 29, 2001, Latter to tha Californla
Dialysis Coungil Constitute an Underground Regulation?

On October 29, 2001, the Roard responded by letter to an "inquiry" from
the California Dialysis Coundil ("CDC") asking whether LVNs were authorized to
Initiate dialysis via a central line catheter and to parform patient assassments for

tha nurnacac nf detarmining freatment. 1n Its lettar, the Board stated that LVNs
"are permitted central line access,” and that LVNs "can perform baslc

assessment, or data collection." There Is no dispute that these interpretative
‘statements were not adopted In accordance with the APA proredures. Thus,
CNA correctly contends that if the Interpretations qualify as “regulations” within
the meaning of Government Code § 11342.6, the regulations are Invalld,
(California Advocates for Mursing Home reform v. Bonts (2003) 106 Cal.App.4th
498, 507.)

The Court is not persuaded that the Board's statement In the October 29
letter that "LVNs are permitted central lIne access" canstitutes a regulation
sublect to the APA. The APA defines "requlation” tn Include "every rule,
regulation, order, or standard of general application or the amendment,
cupplamant, ar revisian af any rule, regiiatinn, nrder, or standard adoapted by
any state agency to implement, interpret, or make specific the law enforced or
administered by it, or to govern Its procedure." (Gov. Code § 11342.600.) A
regulation subject to the APA has two princlpal Identfying characteristics, First,
the agency must Intend Its rule to apply generally, rather than in a specific case,
Second, the rule must "implement, Interpret, or make specific the law enfarced
or administered by [the agency], or . . . govern [the agency's] procedure,"
(Bonta, supra, at pp.506-07 (citing Tidewster Marine Western, Inc. v. Bradshaw
(1996) 14 Cal.4th 557, 5711.)

CNA apparently contends that the Board's statement constitutes a
"regulation” because It appears to conflict with a June 23, 1993, letter from the

Board stating that LVNs may change site dressings but that "[n]o other
procedurgs ur tianlpulation of certiol lines ore permitted."”  (Decdlaration of
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Pamela Allen, Ex.A-4.) However, the June 23 letter appears to have heen
responding to a question about bolus er "push" administration Into central lines
and the language must be read in this context. Moreover, section 2860.5
expressly autharizes LVNs to "start and superimpose intravenous flulds" If certain
conditions are met, and does not limit LVNs, to accessing secondary Infuston
lines. Accordingly, the Court interprets the statement in the Board's October 29
letter as g statement of existing law and not as 2 new "regulation” within the
meaning of tha APA.

Similarly, the Court is not persuaded that the Board's statement in the

Qctober 29 letter that "the LVN can perform basic assessment or data collection”
i3 on undcrground regulation.  The lelle neiely iciliales whal Regulauon

2518.5 already provides, namely, that the seope of VN practice includes "baslc
assessment (data collection)." (5ee 16 C.C.R. § 2518.5.)

The statements in the Board's October 29 letter do not constitute
underground regulatlons.

D.  Conclusion

The Court finds that the amended Regulations must be set aside because
the Regulations are not within the scope of the authority conferred by the
stature.

Accordingly, the Court grants CNA's request for a peremptory writ of
mandate commanding Respondents to set aside the Regulations, and for a
permanent injunction enjoining the implementation and enforcement nf the

Requlations. Respondents shall file a return tn tha naramntary wrik Af manrate
within 30 days after 1t is served on them describing what steps they have taken

to comply with the writ, The Court denles CNA's request for declaratory relief in
respect to the October 29, 2001, Advice Letter,

CNA is directed to prepare a formal judgment, attaching the Court's ruling
as an exhibit, and a writ of mandate consistent with the ruling; submit them to
opposing counsel for approval as to form; and thereafter submit- them to the
Court for signature and entry of judgment In accordance with Rule of Court 391.
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CERTIFICATE OF SERVICE BY MAILING
(C.C.P. SEC 1013QA(3))

1, the Clerk of the Superlor Court, of California, County of Sacramento, certlfy that
1 am net a poviy *n thic ranes and an fthe date shown below I served the
foregoing MINUTE ORDER by depositing true coples thereof, enclosed in

separate, sealed envelopes with the postage fully prepald, In the United States'
Mall at Sacramento, California, each of which envelopes was addressed
respectively to the persons and addressed shown. I, the undersigned deputy
clerk, declare under penalty of perjury that the forgoing is true and correct.

o
i
D, Ahee, ée@t—y /Gaurtroom Clerk

Dated; July l% 2005

California Nurses Association
Legal Department

Pamela Allen

2000 Franiin Street, Suite 300
Oakiand, CA 94612

JESSICA M, AMGWERD
California Departmant of Justice
1300 I Street, Suite 125

P.O, Box 944255

DRt i by QA D4214 AEDO
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CALIFORNIA NURSES ASSOCIATION v, SCHWARZFENEGGER, et al.
Case No. 04C801725.

1:30 p.m. 05/27/2005. Hearing on Petition for Writ of Mandamus.

COURT'S RULING UNDER SUBMISSION: Petition granted.

L

—
- A ..

The parties before the Court are the Petitioner California Nurses Association
(“CNA™); Respondent Califomia Department of Health Services (“DHS”), Respondent
Amold Schwarzenegger, Governor of the State of California; Respondent Kim Relshe,
Secretary of the California Health and Human Services Agency, Respondent Sandra
Shewry, Director of the California Department of Health Services; and Intervenor the
California Hospital Association (“CHA").

Petitioner's First Amended Petition for Writ of Mandamus and Complaint for
Declaratory and Injunctive Relief (the "Petition") seeks a writ of mandate invalidating
Emergency Regulations adnpted by DHS on November 12, 2004 (DHS File No. R-01-
04E), and March 3, 2005 (OAL File No. 05-0303-04EF). The subject of the Emergency
Regulationa i3 a "nursc-to-pativit stafTiug 1ativ” 1oguladion coynpelied by Jugistadon
sponsored by CNA and enacted in 1999 (AB 394, codified at Health & Safety Code §
1276.4). The nurse-to-patient staffing ratio regulation had been adopted hy the DHS after
a comprehensive three-year rulemaking proceeding, and had been in operation only since
January 1, 2004. Nevertheless, on November 12, 2004, DHS adopted the initial
Emergency Regulation, which amended key provisions of the nurse-to-patient steffing
ratio regulatinn, including postponing until January 1, 2008, a required step-down of the
ratio for medical/surgical units from 1:6 ta 1:5 that was set 1o take effect on January 1,
2005. On March 3, 2005, this Canrt tentatively ruled that Petitioner was likely to prevail
on its claim that the Novemher 12, 2004 Emergency Regulation (i) exceeded the scope of
authority delegated to DHS by the Lepialamen; (i) was nebitraey, eaprisiaus, and an sbuie
of diacretion; and (iii) was not adopted in the manner required by law, The Court '
tentatively ruled that the November 12 Emergency Regulation would be enjoined. That
same day, DHS adopted the second Emergency Regulation, which was identical in
content and format to the original Emergency Regulation, which the Court had tentatively
found unlawful. The original Emergency Regulation was set to expire by operation of
law on March 14, 2005. On March 14, 2005, this Court issued its orders preliminarily
enjoining bath Emergency Regulations pending final disposition of the Petition.

The Court js now asked to decide the merits of the Petition. Specifically,
Petitioner alleges ninc causes af action: Unconstitutional Delegation of Quasi-

Registaye dvuthority [Rirst Cause. of Aetianl: Writ of Mandpte for, Viekation o
Regulation Inconsistent with Authorizing Statute [Third and Sixth Causes of Action];
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Bad Faith -- Breach of Mandatory Duty -~ Abuse of Discretion [Fourth Canse of Action];
Unauthorized Emergency Regulations [Fifth Cause of Action]; and Declaratary Relief

(Eighth Cause of Action). In esgence, CNA first argues that the Emergency Regulations
aiv invalld Uovause Wicy (1) eAveed o YUUPE 0L HUINOITY CONICITea 10 UHS by the

Legislamre; (ji) are not reasonably necessary to effectuate the purposes of the statute; and
(i) would, if permirted to stand, violate the constitutional principle of seperation of
powers, Second, CNA argues that the Emergency Regulations are invalid because the
decisinn to adapt an "emergency” regulation is not supported by the findings, and the
findings are not supported by the evidence. CNA seeks a peremptory writ of mandate
commanding respondents 1o set aside each of the Frnergency Regulations and to restore,
recognize and enforce the original staffing regulation (Nn. R-37-01), as well as injunctive
and declaratory relief.

As discussed more fully below, the Court finds that & peremptory writ of mandate
should issue commanding respondents to set arida ench af the Fmergensy Ragulations on
the grounds that (i) the regulations are not within the acope of the authority conferred by
the statute; (ii) there s not subgtantial evidence to support the determination that the
regulatinns are reasonably necessary to effectuate the purposes of the statute; and (iii)
DHS abuserd itz diseretion and failed to follow the procedures established by law in
determining that the rogulatinns wers necessary for the immediate preservation of public
health and safety. ‘

1L
Facts and Procedure

A. Introduction

In 1999, CNA sponsored AB 394 10 (1) require the DHS to adopt regulations
specifying nurse-to-patient ratios for general acute care hospitals, acute psychiatric
hospitals and special hospitals; (2) tn require those hospitals to adopt written policies and
procaduras for nuraing ataff training; and (3) tor prolilin sunds Luapitals Sk assiguiig
unlicensed personnel to perform nursing functinns in lien of a registered nurse. (CNA
297-301.) In October 1999, the legislature passcd AB 394 and it was adopted into law,
adding section 1276.4 to the Health and Safety Code. In adopting the new hil), the
Legislature declared that the accessibility and availability of nurscs is cssential "to ensure
the adequate protection of patients in acute care settings.” (Health & Safety Code
§ 1276.4.) Thus, AB 394 directs DHS to "adopt regulations that establish minimum,
specific, and numerical” nurse-to-patient ratios for those in acute care hospital units.

B. History of Nurse Staffing Ratios

ADB 394 is the first nurse-to-patient acute care staffing ratio law in the United

States. However, the history of nurse staffing ratins predates AR 394 by many years.
L 0E MIBOTY 0T AD 34 rguably can be traced back A% tar as 1974-/4. (January 13, 2005,

Declaration of Vicki Bermudez, §9.) During the 1973-74 legiglative session, the CNA's
"Proposed New Legal Definition of Nursing" became the framework for AB 3124, which
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amended Busineas and Professions Code section 2725 (the "Nursing Practice Act") ta
amplify and define the role of the registered nurses in the provision of healthrare, (Id.)
Dusiness and Prufessivus Cude youlivie 2725 explicitly recognizes the cxistence of
overlapping functions between physicians and registered nurses and permits additional
sharing of functions within organized health care systemna that provide for collaboration
between physicians and regjistered nurses. (Bus. & Prof. Code § 2725.) The statute
defines the practice of nursing to mean those functions, including basic health care, that
help people cope with difficulties in daily living that are agsociated with their actual or
potential health or illness problems or the wearment thereof, and that require a substantial
amount of scientific knowledge or technical skill, including "[d]irect and indirect patient
care services.” (January 13, 2003, Declaration of Vicki Rermudez, §10.)

Subsequent to adoption of the Nursing Practice Act, DHS adopted a regulation
oatablishing "Standards of Computout Ta futiwanve” fr (cgisterod numvex, (§ee 16 CCR
§ 1443.5.) The Stendards of Competent Performance provide that a registered nurse shall
be considered competent when he/she consistently demonstrates the ability to transfer
scientific knowledge from social, biological and physical sciences in applying the nursing
process, a8 demonstrated in 2 number of circumstances. According to CNA, the nursing
process is the process used to organize and deliver appropriate nursing care. (January 13,
2005, Declaration of Vickd Bermudez, § 10.) Under the statute and regulations,
registered nurses ("RNs") are required to (1) formulate a nurging diagnosis through
observation of the client's physical condition and hehavior and jnterpretation of
information obtained from the client and others; (2) formulate a care plan, in
anllahnratinn with tha olient, which eniures that direot and indireot nurning cove nowsises
provide for the client's safety, comfort, hygiene, and protection, and for diseasc
prevention and restorative measures; (3) evaluate the offectiveness of the care plan
through observation of the client's phyzical condition and behavior, signs and symptoms
of illness, and reactions to treatment and through comrnunication with the client and
health tearn rnerubers; and (4) act as the client's advocate, as circunstances require, by
initiating action to improve health care or 1o change decisions or activities which are
against the interests or wishes of the client, and by giving the client the oppormnity to
make informed decisions about health care hefare it is provided. (See 16 C.C.R. §
1443.5.)

Because of the importance of the nurse-patient relationship, various entities have,

over time, advanced proposals designed ta enaure that there are. s ciamt AMbang DF i
nurses to meet patient needs. One such proposal has been and is minimum staffing ratios.

As early a8 1992, DHS considered proposing regulations requiring staffing ratios
for registered nurses in acute care hospirals. (CNA 10.) However, at that time, DHS
determined not to impose minimum ratos and instead apted for regulations requiring that
hospitals implement a Patient Classification System ("PCS"). (/d.)

The PCS was intended to ensure that the number of nursing staff was aligned
the health care needs of the paticnts, while stil] allawing the provider flexibility for the
efficient use of staff. (/d.) The PCS regulations provide a framework to estahlish nursing



staff allocations based on nursing care requiréments for each shift and cach umit. (22
C.C.R. § 70053.2.) The PCS system requires the cstahlishment of a methad to predict
nursing care requirements of individual patients. (I4.) This method must address the
amount of nursing care needed, by patient category and pattern of care delivery, on an
annual basis, or more frequently, if warranted by the chenges in patient populations, skill
mix of the staff, or patient care delivery model. (J/d)) The PCS system also requires (1) a

method by which the amount of nursmgc care needed for each oategerr‘v of oauerét i3
VANGATCO. TOX eacn Unit and I0r éacn Shift; (£) a method Lo discern ds and patterns of

nursing care delivery by each unit, each shift, and each level of licensed and unlicensed
staff; (3) a mechanism by which the accuracy of the nursing care validation method
desceribed above can be tested; (4) a method to derermine staff resource allocations based
on nursing care requirements for each shift and each unit; and (5) a method by which the
hospitel validates the reliability of the patient classification syatem for each unit and for
each shift. (/d.)

Following the adoption of the PCS, DHS spent more than four years working with
nursing and hospital organizations, including the CNA, to develop the final PCS
regulations, which became effective on January 1, 1997. (CNA 10.)

Altheweh it does not appear that any formal studies were cnndnoted 1 datarmina
the effectiveness of the PCS, it was the perception of some that the PCS was not meeting

the patients' needs for staffing. (CNA 12 [Final Staternent nf Reasons for R-37-01].)
CNA claims this perception was supported by a 1998 survey conducted hy the DHS
itself. According to the Senate Health and Human Services Committee, as reported by
the Senate Rules Committee:

"In 1998, the DHS surveyed over 160 acute care hospitals during the
Consolidated Accreditation and Licensing Survey and found that most of
the hospitals surveyed were not in compliance with Title 22 patient
classification, 61% of the facilities were out of compliance with Title 22
with 87% deficient in the: specific sections that require the facility to
establish a PCS and to staff hased on patient nceds. . . . [I]t is clear that

the majority of facilities are nnt camplying with Txﬂv- ’)’) " (PN A N0,
1034))

Consequently, the CNA concluded that the PCS was not meeting its intended
purpose, and spongored AB 394 to require the establishrment of minimum numerical
licensed nurse-to-patient ratios. (CNA 1011-12; gee also CNA 1009 [letter to Governor
from Honorabie Sheila Kuehl requesting Governor to sign AB 394].)

C. Health and Safety Code Section 1276.4

AB 394 was introduced in Fehmary 1999. It immediately encountered strong
opposition. The Assembly Committee nn Health reported the hospital industry’s
opposition to legislatively mandated nurse-ta~patient ratios for acute care hespitals in itg
April 6, 1999 report on AB 354
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"QPPOSITION. The California Henlthcare Association (CHA) opposes
the bill because it legislates nurse staffing levels for hospitals based on
ratios. CHA believes the public policy of the state should be to require
hospitals to base nurge staffing levels on the apecific care needs of the
patients as measured each shift for every unit, not on staffing ratics, CHA
states that hospitals across California are facing a nursing shortage and
thar this bill will not remedy this problem. Instead, CHA and CNA are
trving to persnade tha lagirlatiura tn dn mara ahant inmeacsingg the number
of nurses graduated. CHA states that passage of thig bill will put hospitals
in the position of heing non-compliance [sic) because they will not be able
to hire the nurses required,

"Additionelly, CHA states that the ratins in this bill have no analytical
basis, that staffing ratios will lead to incfficiency, and that this hill comld
cost hundreds of millions for hospitals with no reimbursement. Absent
additional revenue, CHA states that the overall level of patient car¢ could
suffar because hospitals may decide to limit the number of patients they
admit in order to accommodate the ratio requirements. If hospitals are
able to find norses to hire[,] and lay off aides and other personnel 1o pay
for the additional nurses, then there will be service gaps.” (CNA 976-83.)

Similarly. in a letter tn the Gavernar requesting @ vetn af 4R 304, CHA wroto:

"Ratios could have unintended consequences for patients, For example,
hospital[s] may need to limit admissions in order to mect rating, depending
on the specific ratios adopted. Absent new revenue, laboratory, pharmacy,
and other hospital services may have to be cut back to fund more nutsing
positions. These changes also will have adverse consequences.” (CNA
1055.)

Other hospita) organizations made similar comments, For example, the California
Association of Catholic Hnspitals wrote that "[a]bsent new revenue, other hogpital
services mey have to bo cut back." (CNA 1067.) The California Rehabilitation
Association wrote that "[1]f hospitals are unable to comply with the ratiog and are forced
to close departments and units, then patient care will be jeopardized.” (CNA 1069.) And
Tenat Haalthoare Corporation sveoto that '[¢]his [bill] may :esull in the windmulead
consequences of forcing hospitals to limit admissions in order to meet specific stafting
ratios." (CNA 1071.)

Notwithstanding these objections from the hoepital industry, in October 1999, the
Legislature passed, and then Govemnor Gray Davis signed, AB 394, which added section
1276.4 to the Health and Safcty Code. The legislative findings for the statute provide:

"SECTION 1. The Legislature: finds and declares ail of the following:
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(a) Health care services arc becoming enmplex and it is increasingly
difficult for patients to access integrated servines.

(b) Quality of patient care i3 jeapardized because of staffing changes
implemented in response to managed carc.

(c) To ensure the adequate protection of patients in acute care settings,
it 15 essential that qualitied registered nurses and other licensed
nurses be accessible and available 10 meet the needs of patients.

(d) The basic principles of staffing in the acute care setting should be
based on the patient's care needs, the severity of condition, services
needed, and the complexity surrounding those services." (Health
& Safety Code § 1276.4.)

When Governor Davis signed the hill, he ;\r.r.nrnpnnllr.rl the meamnrae with a "oign
message" which read, in pertinent part: "Registered nurses are: a critical component in
guaranteeing patient safety and the highest quality health carc. Over the past soveral
years many hospitals, in response to managed care reimbursement contracts, have cut
costs by reducing their licensed nursing staff. In some cases, the ratio of licensed nurses
10 patients hag resulted in an erosion in the quality of patient care." (CNA 10.)

Rased. on the legislative findings, the statute expressly directs DHS to adopt, for
acute care health facilities, "regulations that establish minimum, specific, and numerical
licensed nurse-to-patient ratios by licensed murse classification and hy hogpital unit."
(Health & Safety Code § 1276.4(a).) The legislation also, and importantly, expressly

provides that these ratios are to be minimumas, and that the existing Patient Classification
oyu WLl (£\0) Sl TCTTIRIIL 1N pmce. 1ne minmum mn‘sc-t()—pntwnt raf 09 were (ntended

10 set the baseline licensed staffing requirements for each unit type without disturhing the
existing PCS staffing requirements which may require supplemental staffing as
crcumstances warrant. Accordingly, the legislation provides that notwithstending the
minjrmum nurse-to-patient ratios, “[a]dditional staff shall be assigned in accordance with
the docurnented patient classification system for determining nursing care requirements.”

(Health & Safety Code § 1276.4(b).)

The statute further directs that the: minimum staffing ratio regﬁlations shall be
adopted "in accordance with the department's licensing and certification regularions, as
stated in Sections 70053.2, 70215, and 70217 of Title 22 of the California Cade of

Regniatione, and tha prafacsional and voeational regulations in Saotion 14413.5 of Title 14
of the California Code of Regulations.” (Health & Safety Code § 1276.4(8).) Theae
sections describe or explain the professional abligations of registerad nurses in the
provision of health care. For example, section 70053 .2 describes the Patient
Classificaton System. Section 70215 provides that an nurse must provide, among other
things, ongoing patient assessments as defined in the Nursing Practice Act, and the
plarming, supervision, implementarion, and evaluation of nursing care to each patient in
accordance with the elements of the nursing process. Section 70217(j) likewise provides
thet nursing personnel shall assist the administrator of nursing services, provide direct
patient care, and provide clinical supervision and coordination of care given by licensed
vocational nurses and unlicenised nursing personncl. And, as discusserd ahove, section

.6 - -6-
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1443.5 of Title 16 describes the applicahle mursing "Standards of Competent
Performance." The statute provides that "in case of conflict hetween thic section and any
provision or regulation defining the scope of nursing practice, the scope of practice
provisions shall control.” (Health & Safety Code § 1276.4(h).)

D. California_ Code of Regulation Section 70217

Prior to petting the minimum otaffing ration, DHE roviewed oeveral propooala and
received thousands of comments from interested persons and organizations, including
hoth the CNA and the CHA. (CNA 15-21))

CHA vignmusly nhjected to the implementation of any minimum staffing ratios.
Acocording to the Final Statement of Reasons for R-37-01, CHA objected that there are no
academic or empirical studies that define appropriate nurse-to-patient ratios in the various
hospital units. CHA requested that DHS delay implementation of AB 394 until credible,
evidence-based studies exist upon which to base the regulations. (CNA 19-21.)

CHA also suggested that hoepitals cannot afford to hire more nurses becauge of
the extreme fiscal constraints on hospitals caueed by seiemic retrofitting, Health
e Dy g A A e e Bt Ten Aoy s T 2 Te to
afford to hirc morc nurses, there are niot enough nurses available due 10 a nursing
shortage. If hospitals canmot comply with the mandated ratios, CHA argued, hospitals
will be forced to close units and suspend services, thus limiting, and possibly denying,
acoess to care for many Califomians. Closures and suspensions of service could, in turm,
cause Jengthy patient trangports, delays in start of care, and, potentially, increased
morbidity and mortality. (/d.)

During the rulemaking process, DHS frequently and consistently
responded that concemns about fiscal issues and a possible nursing shortage were
"outside: the: scope of the rulemalking package.” DHS has listed and sumrmarized
the comments it received in respect to its proposed regulations and the DHS
LOIPOTNES £ thaae S, all uf wlicdi e vonlaed 1 mddenduins W e
Final Statemnent of Reasons for R-37-01, and were reviewed by this Court. (See
CNA 816-958; see also DHS (compact disc) bates numhbers 2938-6458, 7300-
10271y Examples of a few of DHS' responses to the comments it reccived are set
forth below:

“The nursing shortage is an important iague, but the proposed regulations
are not, by themselves, designed to address the nursing shortage in
California." (CNA 826.)

"[T]be increase in hospital costs and other requirements such as
earthquake retrofitting are important issues but addressing them is outside
the scape of thix mlemaking package." (CNA §16))
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"The proposed regulations are not designed 1o address the nursing
shortage in California, The proposed regulationg are the minimum
licensed nurse[s] necesaary to protect the health and safety of patients in
general acute oare hospitels in Celifornia," (CNA 823.)

In response to requests that DHS delay implementation of 1:5 ratios in
Medical/Surgical units until after a study of the effects of the mmal 1:6 raf10s could be
performed, DHS responded:

"HSC 1276.4 mandates that the department, 'shall review these regulations
1V ySHIN LG AUDPLUNL AW NG LEPOIL L0 ULE LegSidiure Tegaraing any

proposed changes.! That is the report that the CDHS will prepare and
submit. CDHS daes not have the resources ta ennduct the study suggested
by this comment." (CNA 832.)

In its Final Statement of Reasons for R-37-01, however, DHS stated that CHA's
concerns about threats to access to care were relevant, along with its concern about
possible nursing shortages, DHS stated that it had carefully evaluated the possibility that
carc and services could be diminished or denied if the proposed ratios were unreasonable.
Specifically, DHS stated: "CHA's caution about imposing ratios that will place heavy

* and unnecessary burdens on the fiscal reserves of providers deserved and received

" thoughtful and deliberate consideration,” (CNA 20-21.) In the end, DHS reached the
following conclusion:

"[Gliven the statutory mangdate, CDHS did not haye the nnhrm af
declining to implement the ratios, notwithstanding the nursing shortage

and the hogpitals' financial concerns. However, the Department did
evaluate a multitude of factors effecting acute care, and is working toward
facilitating compliance with the staffing ratios while easing any undue
fiscal hurdens by providing maximum flexibility for hospitals within the
hounds of patient health and safety. CDHS also chose to phase-in the
richer ratios for Medical/Surgical units for one year, and for Step-down,
Telemetry, and Specialty Care 1mits for four years in order 1o allow
providers time to develop a strategy for campliance, for the recruitment of
additional nurses, and for the education and training nf additional classes
of nursing students.” (/4. [emphasis added])
In response to concerns raised about California's nursing shortage, DHS noted
that then-Governor Davis had just announced his Nurse Workforce Initiative, a $60
million effort to address the nursing shortage in California. (/d.)

Althaugh CHA objected to the implementation of ratios in general, CHA
nevertheless propnsed specific minimum ratios for each unit, including a proposed 1:10
ratio for Medical/Surpieal Units. CNA, in turn, proposed its own specific minimum
ratios, which gencrally were higher than thase proposed by CHA, including a proposed
1:3 ratio for Medical/Surgical Units. (CNA 16, 20-21.) Inits Final Statement of
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Reasons, DHS found that neither CNA's nor CHA''s proposal presented an adequately
supported basis for the apecific proposed ratios. Therefore, DHS attempted fo reach a
"broader, more objective" consensus of reasonable standards that would improve nurse
staffing levels and quality of care to patients, (CNA 21.)

In addition to soliciting the perspectives of major stakeholders, DHS reportedly
performed an extensive review of existing literature, golicited recommendationa of
professinnal medical organizations, held discussions with other states and countries about
their experiences with acmte rare <taffing, and Avrracrad infarmation about nuree ctaffing
from Office of Statewide Health Plarning and Development (OSHPD) data. DHS also
solicited input from professional nurses on jts own staff. However, because none of the
sources of information provided DHS with hard scientific evidence: of the optimal nurse
staffing ratio for each individual unit, DHS also conducted an on=site haspital study ta
discover the level of nurse staffing practiced in hogpitals in the absence of the propased
ratio regulations. According to DHS, the study also gave DHS the opportunity to
estimate the FTE [full time equivalents] and fiscal deficits that may ocour with various
ratio proposals, and provided a foundation for the required study evaluating the effeat of
these regulations five years after adoption. (CNA 28.)

Wuh t]m hackgmund DHS adopted the ratios set forth in DHS Regulation R-37-
01. i e Teunest yony e D

believes lm'el oomyggblg mxh safe and guahtx paticnt care ip the acute care seting."

(CNA 30 | emphasis added].)

According to the Final Statement of Reasons, the ratios represent the maximum
number of patients that can be assigned to any one nurse at any one time. Because of
flexible shift scheduling in hospitals, DHS believed it was not feasible to reduce nursing
staff during evening, night, or weekend hours. Therefors, the ratios represent the
minimumn staffing permitted on any shift.

It was DHS' ¢xpress intent not to pertnit averaging the numbers of patients and
nurses during a single shift, nor averaging aver time. DHS stated its belief that averaging

over time would not conform to the Legislature's intent, nor the Governor's message
when he sigrod tho bill into lavw; nor would it provide the noadil aalguand fn paticuls iu

California's acute care hospitals to be cared for by adoquate numbers of nursing staff.
(CNA 31.)

Among the minimum ratios it established for specific units of hoapitals was a 1:4
ratio for Emergency Departments ("EDs"). At the time, DHS stated that the methodalogy
for determining appropriate nurse-to-patient ratios in EDs is problematic for several
reasons, including the great variation in patient acuity and visit frequency that an
individual ED can experience aver a 24 hour period. In addition, EDs can be severely
impacted by trauma and critical care admissions. DHS cancluded that these idiosyncratic
staffing pattems necessitated creating a multifarcted regulation for nurse-to-patient ratios
in EDs. (CNA 38-39.)
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The nurge-to-patient ratio in medical, surgical, and comhined medical/surgical
units was proposed to be 1:6 or fewer at all times. DHS stated that there is "nn
independent, empirical information about appropriate staffing levels in medical, surgical,
and combined medical/surgical units.” Therefore, in determining the appropriate ratia,
DHS relied heavily on Office of Statewide Health Planning and Development (OSHPD)

data showing thay 73% of ,Califomia's hospital shifls alreadv are ataffed at a laval af 1:4 4
ot higher for medical/surgical units, and DHS' on-site study of hospitals statewide

confirmed staffing in those unit types at 1:6 for 75% of all medical/surgical and mixed
unit shifts, DHS decided to sct the "starting point” for the minimum ratios at this level to
improve staffing on those shifts in the Jeanest 25th percentile. The 2ame study showed
that at the time of the study approximately 50 percent of all hospitals were meeting the
1:5 ratio in their medical/surgical units. Therefore, DHS determined that, commencing
January 1, 2005, the nurae-t6-patient ratio in medical, surgical and comhined
medical/gurgical units would be lowered ta 1:5 or fewer at al] times, "CDHS has decided
10 increase staffing on these unit shifts incrementally, by a later phase-in of this lower
ratio. This is being done for both practical and clinical reasons.” (CNA 43-45.)

In n pracrical sease, DITS suated Wiat because insddeul, surgical, and combined
medical/surgical units are the most common and largest unit types in acute care hospitals,
and becauae of the current nursing shortage, an incremental phase-in of a lower ratio is
warnranted to allow providers additinnal ime to build up their pool of nurse staffing
resourcea and adequate lead time to develop a budget strategy for complying with the
mininmium standards before they are mandated. It also puts providers, along with the
Medi-Cal program, on notice go that they can make any needed adjustments, (CNA 44-
45)

In a clinical sense, DHS stated that because medical/surgice] units are the settings
where the majority of acute care patients receive care, DHS found it "important to enrich
staffing" in those units, "Tncreasing staffing in this unit will increase the nursing care
received by the greatest number nf paticnts.! Accordingly, avan el TS UG ARge ey
the minimum staffing level at medical/surpical nnits should be 1:5, in order to allow
providers time to develop a strategy for compliance, for the recruitment of additional
nurses, and for the education and training of additiona) classes of nursing students, DHS
agreed to allow the minimum ratio to be "phascd in" over the course of one year. Thus,
the initial minimum staffing ratio was set at 1:6, with the 1:5 ratio scheduled to take
effect on January 1, 2005. (/4.)

DHS also added a subsection to require additional recordkeeping that would
ensure that specific nursing personnel could be linked to specific patients. According to
DHS, this was nccessary because without such a provision "it would be impossible for
CDHS or the public to know retrospectively whether the facility complied with these
propoged regulationd and weuld therefars make anfareanietit o sl propoelf e
regulations virtually impossible." Withont snch a recordkeeping requirement, agents of
the state department would only know in the aggregate the numbers of patients and
nurses on each shift, and could caleulate the average staffing, but would be unable to

-10- -10-
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egsesg wWhether a violation oceurred, ar prevent a violation of these proposed regulations
svhioh implement and malee i fin YING 12764, (CHA 40-43)

In addition, DHS added a subsection providing that if a "healthcare emergency"
causes a change in the nhumber of patients on any unit, the hospital will not violate the
regulations so long ag the hospital demonstrates that prompt efforts were made to
maintain the required staffing levels. A "healthcare emergency” was defined as an
"unpredictable or unavoidable occurrence at unscheduled or unpredictable intervals
relating to healthcare delivery requiring immediate medical interventions and care."
(February 17, 2005, Declaration of Gina Henning, Bxh. D, p. 11.) This subgection
reflected DHS' intent ta give the hospital needed flexibility while the hospital makes
prompt, diligent efforts to retumn each unit to the minimum required staffing ratios.
(CNA 49-50.)

The DHE rogulation waa adepted on August 26, 2009, aud fifuld willc il
Secretary of State on September 26, 2003, with an cffective date of October 26, 2003, Ry
the regulation's terms, the staffing ratios became operational on January 1, 2004,

F. Emergency Regulation R-01-04E

Jn Navember 2003, Governor Davig was recalled and succeeded by Governor
Schwarzencgger. Approximately one year later, on or about November 4, 2004, DHS
gave notice that it had adopted the initial Emergency Regulation (R-01-04E).

The Initial Statement of Reasons for the Emergency Regulation provides that
hospitals claim they are unable to hire enough nurses for continuous compliance with the
regulations because of California's nuraing shortage. It also states that hospitals have

reported that they do not have sufficient funds to hire enough nﬁeg because of a numher
urastony, meiuding uie pressures oI managed care, inadequate Medi- remmbursement

rates, an ever-increasing uninsured population receiving their health care through
emergency departments, unfunded mandates (including selsmic retrofit), as well as the
nurse-to-patient staffing ratins. DHS stated that it carefully considered these concerns
and decided that some modifications to the original regulations were necessary.
(February 17, 2005, Declaration of Barbara Gallaway, Exh. A, Initial Starement of
Reaaons for R-01-04E; see also CNA 337-45))

The Emerpency Regulation that took effect postpones until January 1, 2008, the
step-down of the ratio for medical, surgical, medical/surgical, and mixed units from 1:6
to 1.3 that was set to take effect on January 1, 2005, In addition, the Emergency
Repulation amends DHK' eraffing regnlarian ta (i) nlarify when liconeod nurees chall be
counted towards the ratios; (ii) change the recordkeeping requirements for emergency
departments so that emergency departments will no longer be required to track nurse
pasignments to specific. patients in those units; and (iii) allow emergency departments to
deviate from staffing ratios in the cvent of "saturation” instead of only when there is a

"healthcare emergency.” (Jd.)

-11- -11-
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In accordance with Quvoaunvit Cude svulivi 11300, 1Y, DTG nadc a ©ladiiny
of Emergency, in which it found that the Emergency Regulation is "nexessary for the
immediate preservation of the public health and safety." (February 17, 2005, Declaration
of Barbara Gallaway, Exh. A, Finding of Emergency for R-01-04E; see also CNA 2-7))
DHS stated that it is "vital to the heaith and safety of all Californians that the state
maintains a health care delivery system that includes adequate facilities and staff to meet
patient needs." (14.) DHS found that "[djuring the ten months that nurse-to-patient ratios
have heen in effect, they have been cited as a cause for closure of two hospitals and the
closure or reduction in capacity of several hospital emergency rooms and other patient
care units." (/4.) In addition, DHS stated that it had become aware of “reports of
hospitals reducing the availabilitv of services.” (/4.

Significantly, DHS also indicated that:

-“[1t] does not have data to aupport or refute these and other claims that
have been made about problems caused or exacerbated by the current
nurse-ta-patient ratios. However, the maintenance ot hospitals and
hospital services is vital for the safety and health of all Californians,
Therefare, the Department has a respongibility o recognize early
indications of unanticipated consequences on a health care system already
reported to be under stress. While nurse-to-patient ratios are an important
component of patient carc i1 California, they are not the only compaonent. .
.. [Until the Department can complete the statutarily required srudy of
current ratios,] it is inappropriate to risk upintended consequences of

enriched nurse-to-patient ratios on the availability of hospital services in
Catlfnla.” (W) [Clpliasls dudad])

In respect to the clarification of when licensed nurses should be counted towards
the ratios, DHS indicated that "it ig critical that the Department clarify the application of
the nurse-to-patient ratios that are currently in effect," because interpretations of the
current regulations may have "unduly restricted the eligibility of nurses to be counted for
patient agsignment." (Id.)

Finally, DHS indicated that "the unique character of hospital emergency
departments makes it necessary to adjust terminology and the method of recording nurse
assignments to patients.” According to DHS, the amendments would "make the
application of the ratios more congruent with the reality of emergency department
staffing and allow hosgpitals needed flexibility in emergency departments.” (Id.)

Ou i abiuut Deweiubica 21, 2004, Pelilloner CINA fliled this action challenging tné
Emergency Regulation, '

On March 3, 2005, the Court tentatively ruled that the November 12 Emergency
Regulation would be enjoined. That samg day, DHS adopted the second Emergency
Regulation, which was identical in content and format to the original Emergency
Regulation, which was set to expire by operation of law on March 14, 2005, On March

-12- -12-
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14, Z0UD, TNIS LOWIT 1830¢d 1t3 final oracrs prehmnanly cajoimng bath the November 12
and Merch 3 Emergency Rogulations pending final disposition of the Petition.

LIL
Disonesi

As described above, CNA challenges the Emergency Regulations on the
following grounds. First, CNA argues that the Emergency Regulations are invalid
because they (i) exceed the scope of authority conferred to DHS by the Legislature; (ii)
are not reasonahly necessary to effectuate the purposes of the statute; and (ilf) would, if
permitted to stand, result in a violation of the constitutional principle referred to as
separation of powers, Second, CNA argucs that the Emergency Regulations are invalid
because the decision to adopt an "emergency” regulation is not supported by the findings,
and the findinegs are nat snrnaorted hy the evidenee

CNA's challenges require the Court to detemmine whether DHS properly
interpreted its legislative mandate in promulgating the Emergency Regulation. In
reviewing the valldity of a regulation adopted pursuant to a delegation of legislative
power, the judicial function is to determine whether the regulation is (1) within the scope
of the authority conferred by the statute, and (2) reasonably necessary to effectuate the
pumnses of the statute. (Ralphs Grocery Co. v. Reimel (1968) 69 Cal.2d 172, 175.)

A. Dogs the Emerzency Regulation Fxceed The Scope Of Authority Conferred On
DHS By The Legizlature?

In general, the court's task is to inquire into the legality of the challenged
regulation, not its wisdom. (Mahdavi v. Fair Employment Practice Com. (1977) 67
(Al App 3d A7A, 3R ) Whon an aAminiotrative aponay io ohasgod with enforeing a
particolar statute, its interpretation of the statute generally will be acoorded deference by
the courts.  (C.E. Buggy, Inc. v. Occupartonal Safety & Health Appeals Board (1989)
213 Cal. App.3d 1150, 1156.)

However, in Yamaha Corp. v. Srate Bd, of Equalizarion, the Supreme Court
distinguished an agency's quasi-legislative rules, which are accarded great deference,
from an agency's legal interpretations of a controlling statute, which are entitled to a
“lesser depree" of judicial deference "appropriate to the circumstances." (Yamaha Corp.
v. State Bd. of Equalization (1998) 19 Cal.4th 1, 8, 12.) Moreover, deference principles
do not allow an agency to disregard a statute's plain language. An interpretation that

enlarges or exceeds the scope of authority delegated to the agency or that rejects explicit
lagiclative poliey daterminations eannot bo sustained. (Covt. Code § 11342.1; Mevple ca

rel. Depr. of Alcoholic Beverage Control v. Miller Brewing Co. (2002) 104 Cal App.4th
1189, 1198-99.) Recause the interpretation of the statute is a question of law, case law is
clear that the Canrt, not the agency, is the ultimate arbiter of the interpretation of the law
under which the regulation was issued. (Yamaha Corp., supra, atp. 11 fn.4.)
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In this caoe, CMA arguca that the Dmergonoy Regulation cxaanda th avupe ol
lawful authority conferred on the DHS by the Legislature heemize AR 394 docs not allow
for decisions which eccommodate perceived nursing shortages or conflicting economic
interests. If CNA's interpretation is correct, then CNA must provail because the very
basis for the Emergency Regulation was to account for "reports” that hospitals are being
forced to close or reduce services because of a nursing shortage and a lack of sufficient
funds.

Jn ascertaining the intent of a statute, the Court is guided by well-established rules
of statutory interpretation. In construing a statute, a court must loak first to the language
of the statute itself. If possible, significance should he given 1o every word, phrase,
sentence and part of an act in pursuance of the legislative purpose. (Phelps v. Srastad

. (1997) 16 Cal.Ath 23, 33) If there 18 ne m‘nb;su;ty in, the lmnz,u,usu ul i slalute, dien

the Legislature ig presumed to have meant what it said, and the plain meaning of the
language governs. "When the language is clear and there is no uncertainty as to the
legislative intent, we look no further and. simply enforce the statute according to its
terms." (1d.)

Here, the language of the statute is unambiguous. The statte provides that DHS
"shall adopd regnlations that establish minimum, specific, and numerical licensed nurge-
to-patient ratin” for all specified health facilities. (Health & Safety Code § 1276.4(a).)
In directing DHS to determine the minimum staffing ratios, the legislative findings for
the statute make clear that the purpose of the ratias is ta safegnard the health, safety and

well-being of patients in acute care settings. The legislative findings declare that the
"[t)he basia prindiplos of otaffing in the acuto care actting should be baawd vn Y paticni’s

care needs, the severity of condition, services needed, and the complexity surrounding
those services," (Health & Safety Code § 1276.4, Legislative Findings, Section 1(d).)
The Legislature declared that the “[q]uality of patient care is jeopardized becanse of
staffing changes implemented in response to managed care." (Health & Safety Code §
1276.4, Legislative Findings, Section 1(h).) Because of these concemns about the effect
of "staffing changes” an quality of care, the Legislature found it "essential” that nurses be
"aocessible and availahlc” to meet the needs of patients "in acute care settings." (Health
& Safety Code § 1276.4, Logislative Findingg, Section 1(c).)

The Legislature's concerns about the quality of hospital care is further reflected in
the text of the statute iteelf. Far examnple. the atatiuta antharizea DHQ th grant raeal
hospitals waivers of the minimum statfing ratios needed for "increased operational
efficiency," but only upon a finding that such waivers will "not jeopardize the health,
safety, and well-being of patients affected . . .." (Health & Safety Code § 1276.4(g)
[cmphasis added].) Similarly, DHS is authorized to consider the unique nature of the
University of California teaching haspitals when establishing the minimum ratios,
"provided there will be sufficient direct care registered nurse preceptors available to
ensure safe patient care," (Health & Safrty Code § 1276.4(1) [emphasis added].) In
establishing the ratios, DHS is requirer tn ¢ansider the professional and vacational
regulations of nursea that establish "competent” patient rare, (Health & Safety Code §
1276.4(a) [referring to 22 CCR § 70215; 22 CCR § 70217, 16 CCR § 1443.5; and 22
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CCR § 70053.2]), and the statute prohibits nurzes from being assigned to 2 unit unless
that nurse has received orientation and demonstrated the anlity "to provide competent
care" to patients in that area. (Health & Safcty Code § 1276.4(¢) [emphasis added).)

With limited exceptions, there is no mention in the statute about ¢concerns for the
the number of hospitals that may be made available, or any expression of an intent to
angure the acoonoibility und availability of acute carc deivices i all vivuunlanves. Al
cxception is subsection (g), discussed above, which authorizes DHS to grant watvers for
the minimum staffing ratios "needed for increased operational efficiency,” provided such
waivers "do not jeopardize the health, safety, and well-being of patients," By
implication, this shaws that concerns of "operational efficlency” were intended to be
subordinete to the health and safcty of the patients. This language also shows that the
Legislature knows how to expressly require agencics to consider operational efficiencies
or other considerations when it wants to. (See Health & Safety Code § 1276.4(g), (k), (1)
[authorizing special consideration for rural hospitals, mental health facilities, and
University of California teaching hospitals]; see also, e.g., Water Code § 13241 [setting
forth facrare, inclnding industry anranamics, which are to bo considered by agenoy in
egtahlishing regulations and objectives].) The absence of such a requirement here
suggests that the Legislature did not intend 1o grant general acute care hospitals the
authnrity to determine the ratios based on such considerations.

........................................

For all of these reasons, the Court finds that the statutary langnage
unambiguously cstablishes that the purpose of the proposed minimum staffing ratios is to
enhance the gquality of care, 1.¢., to protect the health and safety of paticnts in acute care
hospitals in Californie. Therefore, considerations of nursing shortapes anr economic
{fmpacts appropriately are outaide the scope of DHS' rulemaking authority.

Regpondent DHS takes issue with the Court's authority to interpret the statute, and
contends thar the DHS' view of the statute should be entitled to "preat weight unless
clenrly arronooua or uaaurhorized.! (DIIS Opposition, al p. 19.) Huwever, the Culiforniu
Supreme Court rejected this view in Yamaha: ‘

"Quasi-lcgislative rules are reviewed independently for consistency with
controlling law. A court does not, in other words, defer to an apency's
view when deciding whether a regulation lies within the seope of the
authority delegated by the Legislature. The court, not the agency, has
'final reeponsibility for the interpretation of the law' under which the
regulation was issued." (Yamaha, supra, at p. 11 fn. 4; see also Govt.
Code § 11342.1 [stating no regulation adopted is valid or effective unleas
consistent with and not in conflict with the enabling statute].)

Moreover, even if the DHS' interpretation of the statute were entitled to great

deference, the administrative record establishes that DHS' interpretation of the statute has
aut v wnaistead, Ticinany lustances, DS luelprelton Of e SLde was enurely in

accord with the Court's interpretatian. For cxample, DHS commented about AB 394
before it was signed that “[t]he intent of the bill is to maintain quality parient care hy
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prohibiting unlicensed personnel fram performing nursing functions and through nurse-
to-petient ratios," (CNA 1014.)

Additinnally, in raspanse ta (hlic comments about the proposed staffing ratior,
DHS consistently declined to modify or delay the proposed ratios based on concerns
about the perceived nursing shortage in California. According to DHS, "[t]he proposed
regulations are not designed to address the nursing shortage in Celifornia." (CNA 879,
BK1, 885, 014, 924-25, 027-33, 93549, 053, 955-56; sea also CNA 877, 923, 952 ["The
proposed regulations are not, by themgelves, designed to address the nursing shortage in
Californja. That is outside the scope of these regulations.”]; CNA 926, 954 [same]; CNA -
878, 904, 934 ["Addressing the nursing shortage {s outside the scope of this rulemaking
package"]; CNA 892 ["[t]he Jack of availablc nurses and use of registry and travelers are
important issues but addressing them is outside the scope of this rulemaking package.™);
CNA 594 ["While the nursine shortape is an imnnrfant issne addressing it is atside the
soope of thia rulemaking package”]; CNA 924 [samc]; CNA 950 ["The lack of available,
competent, trained, and knowledgeable registered nurse[s] in all arcas of the state is an
important issue, but it is not addressed within the scope of the regulatory package."].)

DHS similarly rejected comments that compliance with the ratios would causge
hospitals to close or deny access, responding that such concerns also were "outside the
scope of the rulemaking package.” (CNA 881 ["Addressing the cost of resolving the
acute care nursing deficit statewide is outside the scope of this nulemaldng package"];
CNA 887, 903 [finding concemns that Tatios too costly and endanger ability o serve
communities to be outside scope of rulemaking package]; CNA RRR [finding regulations

estimated $486 million price tag to be outside scope of nl akinﬁ nackagel: CNQ R3;4.
YUY-1U | “Adadressing the business and fijcal constraints taced by hospitals ix outside the

scope of this rulemaking package"]; CNA 895-96, 904 ["Addressing the fisca) constraints
faced by hospitals is outside the scope of this rulemaking package"]); CNA 900 [The
ncrease [gic] hospital costs are important issues but addreseing 1t ig outside the scope of
this rulemaking package"]; CNA 913 ["the fiscal constraints facing hospitals is an
important issue, but addressing it is outside the scope of this rulemaking proceeding''];
CNA 923 ["Althnugh hospital costs is an important issue, addressing them is outside the
scop¢ of the rulemaking proreeding”]; CNA. 951 ["Although the increased hospital costs,
the education and availability of nurses, are al} important issues, they are ourside the
aeope of the rulemaking package”].)

\l

Inntead, DHN conoiatomtly teelr tho pasition that "the propesed vatio cvgulativim
are the minimurm licensed nurses necessary to protect the health and safety of patients in
general acute care hospitals in California." (CNA §79, 881, 885, 914, 924-25, 927-33,
935-49, 953, 955-56; see also CNA 876, 878 [same]; CNA 877 ["[t]he proposed ratios
represent the minimum number of nurses that can safely provide care to patients on the
various units of general acute care hospitals"]; CNA 879 [same]; CNA 881-85, 87-88,
893, R95-96, R9R, 903-05, 951 ["[t]he proposed ratios for each unit are the minimum
numbers of licenserd nurses ncccssary to protect the health and gafety of patients in
California's acute care hospitals,"]; CNA 915 [same]; CNA 920 ["[i]t was the provision
of the quality of patient carc and the adequate protection of patients in the acufe care
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setting that was the hasis of thesc proposcd regulations for nurse to patient ratios™]; CNA
874, RRS, R90-91, 921, 934, 942, 949, 952, 955-57 ["[t]hese ratios are mandated to be the
minimum level to protect the health and safety"].)

DHS reiterated this interpretation in its Initial and Final Statementy of Reasons for
the original Regulation, atating that the proposed ratios constituted the "minimum

necessary to protect the public health and safety." (CNA 10, 458; see also CNA 30-31,
478.) Asotatal Ly DIIS wellf. "The Leglofatwe viontly Delluved Qual Giv yuatly OF

patient care was related vo the number of licensed nurses at the bedside, and wished to
ensure a minimum, adequate number.” (CNA 10, 458 [emphasis added]; ree also CNA
30-31, 478.) Therefore, DHS adopted ratios setting forth what it described as "the leanest
staffing the Department believes is compatible with safe and quality patient care in the
acute care sething." (CNA 30)

Tn sum, throughout the public comment period for the initial mlemaking
proceeding, DHS stated that hospital finances and the lack of available nurses are matters
outside the scope of the rulemaking package. Notwithstanding these comments, DHS
plainly was concerned about such issues. Before AB 394 was signed into law, DHS had

recommended that it be vetoed based. {n vart. on concetna that the coata of cara in
TaciIies may increage due & %13 ratos angl&aat%ospxtm may not be able to meet the

ratios due 10 nursing shortages and the lack of a phage-in period. (CNA 1016 [emphasis
added].) Although DHS stated that it was not apposed to the concept of nurse-to-patient
ratins because it "sapports the appropriate use of nursing staff at levels necessary for
'good patient care," DHS stated that the provisions of "AB 394 present technical obstacles
that are unrealistic and/or unnecessary,” such ag "an unrealistic timeline” for the
Department to develop and implement nurse staffing ratios. (CNA 1014-15.) DHS
recommended that all hospitals be given "a phase-in period” to comply with the
minimum, safe ratios. (CNA 1016.)

The record establishes that prior to the adoption of the initial non-emergency
reeylation, DHS gave careful attention ra the CHA ' concema that care and sarvicae
could be diminished or denied by the proposed staffing ratio regulation:

"CHA's essential premises include the observation that there are currently
no academic or empirical studies that define nurse-to-parient ratios that are
appropriate for improving the quality of patient care in the varinus hospital
units. CHA suggested, therefore, that CDHS delay impjementation of AR
394 until there are credible, evidence-based studies upon which to base the
regulations. CHA also suggested in other communications with CDHS that
nurse-to-patient ratios may negatively impact the quality of care if they
cause the utilization of higher percentages of nurses at the expense of a
'milieu rich in clinical diversity.' They argued, on behalf of their
membership, that hospitals cannot afford to hire more nurses because of
extrame ficcal conewrainto eauned by sedomio roerefitting, Health Inourance
Portahility Accounting Act (H[PPA) implementation, etc., in concert with
the fiscal pressure of managed care. They further posited that, even if
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hospitals samehow were able 1o afford to hire more nurses, there aren'’t
cnough nurses available due 1o the nursing shortage. They stated that, if
hospitals cannot comply with the mandated ratios, hospitals will be forced
to close unitx and suspend revvices, thur limiting, and pozsibly denying,
access to oare for many Californians, Closures and snspensions could, in
turn, cause lengthy patient transports, delays in start of care, and,
potentially, increased morbidity and mortality."

“CHA's . .. concema about limiting acceas to care are especially relevant,
and CDHS has carefully evaluated the possibility that care and services
could be diminished or denied if the proposed ratios were unreasonable,
CHA's caution about imposing ratios that will place heavy and
unnecessary burdens on the fiscal reserves of providers deserved and
receiver] thoughtful and deliberate consideration."

"However, given the statutary mandate, CDHS did nnt have the option of
declining to implement the ratios, notwithstanding the nursing shortage

ov & e Eenga\}fﬁﬁx%ng %?Sr%eg?f‘éogx?g‘” soute E}A?e'.’ahé'??»%’é'r 11rr11g
toward facilitating compliance with the staffing ratios while easing any
undue fiscal burdens by providing maximum flexibility for hospitals
within the honnds of patient health and safety." (CNA 20-21.)

Ultimately, DHS established the minimum nurse to patient ratio, bur allowed for
an incremental phase-in of the staffing ratios for Medical/Surgical units, over one year,
purportedly to allow providers time tn develop a strategy for compliance, plan their
budgets, and build up their pool of nurscs before the lower staffing ratias were mandated.
(CNA 20-21, 44-45.) Although DHS proposed to phase-in implementation of the ratios
for certain units, DHS steadfastly rejected all pleas from the public that it delay

implementing anv of the ratios hevo hat waa nraposed h S “CNHK heliavea
mege g%g%osedapmos represen!i lét?e mnﬂ"ﬂ‘gmm eve? of nurse s"c'a & required to protect

the health and safety of patients in California's acute care hospitals. Because of the
lengthy rulemaking process mandated by the Adminisrative Procedures Act, and because
of the valumne of comments which have had to be reviewed, Jogged, and responded to, the
regulations have already heen delayed from their mandated implementation date of
01/01/03. CDHS declines to turther delay tmplemeatation of the propased regulations.”
(CNA 909; see also CNA 881-82, RR7-8R, R91, R95-96, 903-04.)

The Court notes that in doing so, DHS flatly contradicted its prior statements that the
nursing shortage and hospital economic impacts were outside the scope of the rulemaking
package, The oripinal one-year delay of the 1:5 ratio was not challenged and is not at
issuc here, To the valoul DH3 aiyues Ukt (e urigindgl one-yeur delay of the 1:3 rdatio
establishes that it has the authority to delay implementation of the staffing ratios, the
Court rejects this argument a8 unfounded. (Seg also further discussion in this section,
infra, regarding a related argument on enrichmeunts.) The Court's interpretation ig thar .

-18- - 18-


http:hp.l1p.vf
http:ffiiUln.at.ed

04/ 10/£00b 10 <<

FAR

considerations of nursing shortages and economic impacts are outside the scope of DHS'
cwlenaaleing emshoriey

Ag explained above, the Court's interpreration is based on the plain langnage of
the statute, but the Court's interpretation also is consistent with. the lepislative history of
the statute. As deseribed in the April 6, 1999, report af the Assembly Committee on
Health, the murpnse of AR 394, as described hy its sponsor (CNA) was to establish
specific nursc-to-patient ratios, such as those alrcady established for ICUs and other
medical units in health care facilities. (CNA 979.) According to the CNA, RNs are a
crifical component in guaranteeing patient safety and the highest quality care. (CNA
078.) CNA claimed that over time, in response to managed care, hospitals had cut costs
by reducing their licensed nursing staff — in some cases requiring nurses to perform at

unprofessional levels of care. $CNA 978.) CNA also claimed that numerous studies
gocurnented g Cl1ear ang airect relatonsnp perween 10w SxX111 mixX ana increasea

infections, higher morality rateg, increased illness and errors. (CNA 978.) CNA claimed
that even though hospitals were enjoying record profits, hospitals still lacked adequate
nursing staff. (CNA 97R.) Supparters of the hill stated that the reults of inadequate
staffing can be horrendous, and that AB 394 was necessary to ensure safe care for
California patients. (CNA 978-79.)

The report indicates that opponents of the bill argued that passage of the bill
would put hospitals in the position of being noncompliant because they will not be able to
hire the nurses required. Opponents also argued that the overall level of patient care
could suffer because hospitals may decide to limit the number of patients they admit to
accommodate the ratios. (CNA 980.)

in Sum, AsSsemoly COmMITITES e report SNOWS that, AJS 194 was intended 10
remedy perceived inadequacies of nursing ratios in hospitals, and that it always was
understood that AB 394 could result in substantial increased costs to the health care
gystem and that hospitals ultimately might limit or deny services to comply with the
ratios. (See¢ also CNA 1009 [declaring that hospitals do not currently staff at safe ratios];
CNA 1027 [reporting that to the extent the bill increases hospital statfing, it will result in
substantial increased costs to the health care system]; CNA 1035 [reporting that sponsors
of bill allege patient care is suffering due to a lack of registered nurses in hospitalg]; CNA
1077-78, 1084 (claiming that AB 394 could lead to unintended consequences for patients
as hospitals may need to limit patient admissions to meet ratios]; CNA 1055 [letter from
CITA (‘\-'“-‘.M;HB liat [rivpiants ul AD 394 Lave dutie an l;,u.l:.llcu(.jub uf l,uuviun..i_us i
Legislature thar the quality of patient carc in California hospitals is dangerously low due
to short staffing of nurses].) The Court's intorpretation is also consistent with this
position.

. The Court's interpretation also harmonizes the language of the statute in the
context of the broader statutory acheme of which it is a part. (Phelps v. Stostad (1997) 16
Cal.4th 23, 32 [finding the various parts of a statutory enactment must be harmonized by
considering the particular ¢lavse or section in the context of the statutory framework as a
whole); see also People v. Jenkins (1995) 10 Cal.4th 234, 246 (court must select the
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construction that comports most closely with the apparent intent of the Legislature, with a
view to promoting rather than defeating the general purpose of the statute).)

AB 394 was adopted. against the baclkground of the "patient classification system"
(PCS), which was desipned ta determine nursing cate levels based on individual patient
care requirements, (22 C.C.R. § 70053.2.) The PCS was intended to assure that the
amount of nursing staff would be aligned to the health care needs of the patients, while

allowing providers maximum flexibility for the efficient usc of staff. (CNA 10.) In
vppusitivie v AD 394, CI1A atgusl thal AD 394 way wiuicvosym y bovauss ic FCIY

already was in place to assure that hospitals will have safe and appropriate levels of
nureing staff. (CNA 1055.)

However, it was the perception of CNA and others that the PCS was not
accurately reflecting the patients’ needs for increased staffing. (CNA 12 [HSC 1276.4
"adds a needed refinement to the existing PCS requirement"]; see also CNA 1034
[referring to Senate Health and Human Services Committee analysis finding that it is
olear that the majority of facilitics arc not complying with Title 22 [patient
classification]."]; CNA 1009 [indicating that hospitals "do not currently staff at safe
ratios and do not follow the current cumberaome and unworkable regulations"].)

"Consequently, the Legislature passed, and the Governor signed, AB 394 requiring the
ostablivlucatt vl wininiwn nuwnetival licvosed nwese-(o-pationt mutios.” (CINA 12 [Final

Statement of Reasons for R-37-01] [citations omitted).)

The minimum staffing ratios were intended to co-exist with, not to supplant, the
PCS requirements. (CNA 12.) As stated by DHS: "HSC 1276.4 adds a needed
rcfinement ta the existing PCS requirements. The establishment of minimum nurse-to-
patient ratios will set the baseline licensed staffing requirement. for every unit type. . . .
The PCS will remain in place to indicate the needed increases beyand minimum licensed
staffing aa patient acuity increases." (CNA 12.) This undermines any notion that the
minimum staffing ratios could encompass discretionary enrichments. The statutory
scheme plainly contemplates that the minimum staffing ratios are intended to set the
hareline staffing raquiraments, and that tha PCS wanld effact any anrichmenta. NHS
itself has affirmed this interprevation: "The Patient Classification System (PCS), already
required in current regulation, will remain in place 10 enrich staffing above the minimum
in response 10 patient acuity and patient care needs.” (CNA 956-57 [emphasis added];
see nfso CNA 908, 951.)

Therefore, when the minimum staffing ratios are considered in context, it is clear
that the purpose of the minimum staffing ratios was to remedy the perceived failure of the
PCS to assure that hespitals provide sefe and appropriate levels of nursing staff to their
patients, Accordingly, considerations of nursing shortages and economic impacts are not
appropriately within the scope of DHS' rulemaking authority on minimum nurge to
Ppatient safe ratios.
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Finally, even though the Court reaches its interpretation of the statute
independently, the Court finds additional support for its interpretation in the Legizlatre's
rejection of Assembly Bill No. 2963 (Pacheco) during the 2003-04 term. (See CNA 234-
235, 242 [April 20, 2004, report of Assembly Committee on Health on AB 2963].) AB
2963, which was sponsored by CHA, would have prohibited DHS from implementing the
19 ratin in medical/surgiral inits until TYHS is ahle tn demanstrate that Allafithe oo oo,
following conditions are satisfied: (1) there is a sufficient supply of nurses availghle to
meet a 1:5 nurse-to-patient ratio requirement with no loss of bed availability; (2) there arc
measurable improvements to patient care as a result of a 1:5 nurse-to-patient ratio
requiremnent; and (3) the cost projected in moving from a 1:6 nurse-to-patient ratio to a
1:5 nurse-to-patient ratio does not exceed projected revenues. (/d\) The Assembly
Committee report states that CHA spongsored the bill because CHA believed that it is not
desirable or logical to implement the 1:5 ratio prior to knowing the effect of the
implementation of the 1:6 ratio. (/d.) CHA asserted that criteria to determine if the 1:5
ratio should be implemented must include the availability af nurees and demonstrate
mearurable improvement. in fn-patient care, inchuding wherher or not the improvement
Jusdox B atidunal Cost, (d.y Dy xeoking 1w uhuadn iegixtnlve amendment of rhe
existing statute, CHA, arguably implicitly admitted that legislative authorization was
needed for such criteria to be considered by DHS. (See American Ins. Assn. v.
Garamendi (2005) 2005 Cal. App. LEXIS 301, *35-36.)

Furthenmore, although it is difficult to determine the precice meaning of the
Assembly Committee's rejection of the proposed amendment, the Court does not ignore
that the Legislature's decision nort to adopt the proposed amendment is in accord with this
Court's interpretation that the Legislature does not intend for DHS to consider such
factors in its rulemaking,

The Court sees the logic of Respondent's position that nurses will not be
"accessible and available” to care for patients if the hosapital at which they are working ia
cloused o1 reduves its seu vives, [luwove, walliug statutos v voufuim with pulivy
congiderations ig a jab for the Legislature, not the courts. (Californiz Ins. Cuarantee
Assn, v. Workers' Comp. Appeals Bd. (2005) 128 Cal.App.4th 307, 316.) When
interpreting statutes, courts are bound to adhere to the Legislature's intent, ag evinced by
the plain meaning of the actual words of the law. (Gillespie v. San Francisco Pub.
Library Cam. (1998) 67 Cal.App.4th 1165, 1174.) In this case, the express language of
the statute makes clear that the legislation was intended to protect a specific segment of
the general popnlation, oamely, "patients,” and more specifically, "paticaits in acute carc
settings."! (Health & Safety Code § 1276 4, Legislative Findings, Section 1(c); see also
CNA 30 [The ratios represent "the lcanest staffing the Department believes is compatible
with safe and quality patient care in the acute care setting! (emphasis added)], CNA 30
21 [ratios must "provide the needed safeguard for patients in California's acute care
hospitals"].) The Court cannot simply ignore this language in interpreting the meaning of
the statute.

! The statutory language at issue here must be distinguished fiom the "broad and flexible" statutory
direotive digcussed in Pulaski v. California Occupational Safety and Health Standards Board (1899) 75
Cal.App.4th 1315, 1334,
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ACCOTAINgLY, 1T 18 (N COUTTS INIErPretauon that consiaeranons or nursing
shortages and economic impacts are outside the scope of the rulemaking because such
considerations are inconsistent with the fundamental purposes of the starute to ensure that
nurses he accessible and available to meet the needs of "patients in acute care sethings.”
Respondent DHS was under a non-discretionary statutory mandate to adopt nurse-ta-
patient staffing ratios without consideration of nurse availability or cconomic impacts to
the hospitals.

The stated grounds for DHS' decision to enact the Emergency Regulation are
fundamentally inconsistent with the purposes of the statute. The express intent of the
Emergency Regulation is ro address reports of hospitals closing or reducing the

avajlability of services due to financial straing caused bv the ratios or difficulty i m ﬁndma
an agequate NUMbET OI NuUrses (o comply with the ratios. (CNA L) DHS found

"[wThile nurse-to-patient ratios are An iraportant component of patient care in (‘ahfomla,
they are nat the anly component,” (CNA 3.) "t is vital to the health and safaty of all
Californians that the statc maintains a health care delivery system that includes adequate
facilities and ataff to meet patient needs.” (CNA 2.) Therefore, until DHS can complete a
study to determine the patient, workforce and institutional effects of the current ratios,
DHS determined that it i3 "inappropriate to risk unintended consequences of enriched
nurse-to-patient ratios on the availability of hospital services in California." (CNA 3; see
also CNA 339 ["[TThe Department must weigh the ratios against any unanticipated

consequences that ratios may have on the health care system"]; CNA 3 [the Department
"haa a 1espunnibility W serugnice aly ludicationy of vuautivipated cunsajucuess v a

health care systemn already reported to be under stress"].) Accordingly, DHS concluded
that amemding the current nurse-to-patient ratio regulations to postpone what it called the
"enrichment"” of the ratios that would begin on January 1, 2005, unti] January 1, 2008,
was necessary for the immediate preservation of public health and safety. (CNA 4.) This
was error.

The Legislature made fundamental policy decisiona that quality of patient care is
jeopardized becauee of staffing changes implemented in response to managed care; that
10 ensure the adequate protection of patients in acute care settings, it is essential that
qualified registerad nurses and other licensed nurses be accessible and available to meet

the needs of patients; and that staffing in the acute care setting should be based on the
panmt 8 CArC necads, %DC sCVeTIty af cOndition, Services neecd and the complexuy

surrounding thase services. The Legislature implemented this palicy through an explicit
statutory mandate directing DHS to adapt regnlatinns establishing minimmm, specific,
and numerical nursc-to-patient ratios by licensed nurse classification and by hospital unit
for all acute carc hospitals. Even if DHS belicves changes to the policy of AB 394 would
be desirable from a public health and aafety standpoint, neither DHS nor this Court has
the anthority to change the statutory mandate. Only the Legislature has that power.
Respondent DHS' Emergency Regulation is inconsistent with its statutory mandate, and
therefore must be set aside.”

*The Court doea not hold thet the initial minimum staffing ratios are "immutable,” so long as DHS'
digcretion 18 properly exerciged within the bounde of (he statutory mandate,

N
3=
]
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Respondent DHS argues that the decision w postpone implementation of the 1:5
minimum staffing ratlo for medical/surgical units is congistent with the purposes of the
stature becanse the Emergency Regulation only affacts the timing of a "discretionary
entichment” of the staffing ratio, and daoes not affect the "minimum” staffing ratio (1:6)
that was in place thraugh all of 2004, This arpument is without merit,

1AC NOULON TNAT INC 1D Fario WAaS Merely & "a13Creuonary Cnracnment” 18 simply
not supported by the evidence. Ag deseribed in the Final Staterent of Reasons for the
Original Regulation, the change to 1:5 was not a discretionary "enrichment,” but rather an
incremental "phase-in" of the minimum ratio:

"Commencing January 1, 2003, the nurse-to-patient ratio in medical,
surgical, and combined medical/surgical units is proposed to change to 1:5
or fewer at all times. CDHS has decided to increase staffing on these unit
shifts incrementally, by a later phase-in of this lower ratio.” (CNA 44
[emphasiz added]; see also CNA R91, 90] [same].)

DHS' uge of the word "enrichment” to deseribe the proposed 1:S ratio does not persuade
that the ratio was not a minimum because throughout the rulemaking process DHS had
referred to all of the minimum staffing ratios as "anriohmants.” Poueawiipie, rgetlipg e
the minimum etaffing ratios for pediatric units -- which were not subject to an
incrermental phage-in -- DHS stated that “[t)his regulation will enrich staffing for the
leanest one-quarter of pediatric hospital shifts in California." (CNA 37, see also CNA 12
[describing deferred changes to medical/surgical, step-down, specialry, and telemetry
units as changes to "further” enrich staffing in those units," thereby inferring that both the
initia) ratios and the phased-in lower ratios were considered "enrichruents"].) This shows
that, to the extent the minimum staffing ratios increased the existing number of nurses on
staff, DHS considered each of the minimum statfing ratios to be an "enrichment."

'Further, this interpretation is the only one consistent with the statutory mandate of
AR 394, Nothing in AB 394 gave DHS the discretion to "enrich" the ratios beyond the
minimum necessary "to ensure the adequate protection of patients in acute care settinga."
Rather, as DHS properly determined, any “enrichment” to the minimum staffing ratios
was intended to be implemented in accordance with the Patient Classification System
(PCS). (CNA 956-57 [interpreting PCS as intended to remain in place "to enrich staffing
ahove the minimum in response tp patient acuity and patient care needs"]; see afso Health
& Safety Code § 1276.4(b) [“These ratios shall constitute the minimum mumber of
registered and licensed nurses that shall be allocated, Additional staff shall be assigned
in accordance with a documented patient classification system for determining nursing
care requirements, including the severity of the illness, the need for specialized
equipment and technology, the complexity of clinical judgment needed to design,
implement, and evaluate the patient care plan and the ability for gelf-help care, and the
licengure of the personnel required for care.” (emphasia added)].)

-23. -23 -
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DHS effectively conceded that the 1:5 ratio was not a "discretionary enrichment”
in itg responges to public comments. In responding to a public comment questioning
DHS' authority to implerment “enrichments” in medical/surgical units, DHS responded:

"According to the 2001 OSHPD figures, of the more than 70,000 acute
care beds in California, more than 47,000 are designated as
medical/surgical beds. (Designated perinatal beds are a distance second,
with just nver 6,400.) The mandate from HSC 1276.4 was to enrich
staffing in order to improve the quality of patient care. Enriching staffing
in those units which cere for the majority of patients would have the most
widespread and most immediate impact on the quality of care." (CNA 916
[emphasia added].)

Further, in regponse to specific comments about the phase-in of the proposed
medical/surgical unit ratio, DHS stated:

"CDHS has determined that the appropriate nurse-to-patient ratio for
medical/surgical units shall be 1:5 or fewer at all times. CDHS is allowing
A one-year Iwrind at 1:6 hefore the lower rating is phased in, Pleasge see
rationale in the Statement of Reasons.” (CNA 922, 1479 [emphasis
added].)’

In the Statement of Reasons for the original Regulation, DHS indicated that it
chose to phase-in the “richer ratios" for medical/surgical units for one year in order to
allow providers time to develop a strategy for compliance (including budget planning),
for the recruitment of additional nurses, and for the education and training of additional
classes of nursing students. (CNA 21, 44-45.) DHS' decision to phase-in the original
munirmm staffing ratios was not challenged and, as a result, no court was called upon to
decide whether the decision to increase staffing by an incremental phase-in of lawer
ratios was within the scope of the authority conferred on the DHS by the Legislature,
However, in deciding to further postpone implementation of the lower ratios until
January 1, 2008, DHS has placed thig issue squarely before the Court.

AB 394 directed DHS to "establish minimum, specific, and numerical licensed
nurse-to-patient ratios" which "shall constitute the minimum number of repistered and
licensed nurses that shall be [assigned]." (Health & Safety Code § 1276.4(a), (b).) It
would be illogical to interpret AB 394 as requiring DHS to adopt minimum staffing
ratiog, while simultaneously giving DHS the unbridled discretion not to implement those
ratins, The California Supreme Court reached a similar conclusion in Clean Atr
Constituency v. California Air Resources Rd. (1974) 11 Cal.3d 801, There, the Air
Resources Board cited the energy crises of the early 1970's as an "extraordinary and
compelling” reason to adopt a regulation delaying implementation of pollution control
standards for automobiles. The Supreme Court issued a peremptory writ of mandate
directing the Board to vacate its regulation and implement the legislation. The Court held

YIn fant, decreasing parient/nursing ravios appears consistent with the finding hy rthe Legisiange thar. ac che
time of enaciment, current staffing levels were unsafe and inappropriate.
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that the decision to delay implementation exceeded the scope of the Board's authority
because energy conservation was not one of the goals of the legislation. (/d. at p. 814.)

Public health care policy specialists have debated, and Jikely will continue to
debate, the wisdom of the Legislature’a decision to require minimum safe staffing ratios.
However, this is a matter outside the jurisdiction of this Court. All that is before the
Court here i3 & statute and the question whether the Emergency Regulation exceeda the
scope of lawful authority conferred on the DHS by such statute. The Court's
interpretation is that it does.

B. Was the Emerpency Regulation Reasonably Necessary ta Effectuate the Purposes
of the Statute?

Not anly was the Emergency Regulation not within the scope of authority
conferred by the statute, the Emeargency Regulation also was not reasanably necessary to
effectuate the purposes of the statute, Government Code scction 11350 declares that, in
addition to any other ground that may exist, a court may invalidate a regulation if it finds
that the agency's determination that the regulation is reasonably necessary to effectuate
the purposes of the statute is not supported by substantial evidence. (Govt. Code §
11350(b)(1); Agri. Labor Relations Bd. v. Exeter Packers, Inc. (1986) 184 Cel.App.3d
483, 492, see also Ralphs Grocery Co. v. Reimel (1968) 69 Cal.2d 172, 175.) The
purpose of the Emergency Regulation at issue here wag to prevent possible fiscal and
other impacts on "a health care system already reported to be under stress” that might
jeopardize the "availability of hospital services” in California. However, as described
ahove, the ppose of the statute was to cnsure the quality of care far patients in acute
carg settings. Thus, for the reasons cet farth in this ruling, the Bmergency Regulation was
not reasonably ncocssary to cffectuate the purposes of the statute.

Moreover, even if the purposes of the statute were deemed broad enough to
include the rigk of unintended consequences on the availability of hogpital gervices in
California, the Court still would find that there wae not substantial evidence to support
DHS' determination that postponing implementation of the 1:5 ratio was reasonably
necessary to effectuate those purposes.

The "evidence” that DHS relied on fails 10 support its conclusion that seaffing
ratiog are canging the "unintended consequences” of facility clasnres and shotdawns, The
Finding of Emergency cites a5 justification for the Emergency Repulation "reports” of
reductions in services at roughly a dozen hospitals, as reported in eight newspaper articles
published between January and September, 2004, (CNA 2-3; see also CNA 392-419))
However, none of the articles reported that nurse-to-patient ratios were the primary cause
for the closure or reduction of medical/surgical units at hospitals. The Pasadena Star
News article reported the closure of Santa Teresita Hospital in Duarte, but made clear
that the hospital's "financial woes" preceded the state-mandated increage in the ratio of
nurses. (CNA 393 [reponting that "Santa Teresita's finances have been teetering on the
brink of crisis" for the past three years).) The Loz Angeles Business Journz! discussed
hospitals that had decided 10 close or downgrade their psychiarric units -- units that
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would not be affected by the Emergency Regulation. (CNA 396.) The New York Times
and Avgust 24 Los Angcles Times articles report closures of Los Angeles area
cmergency units, but attribute the primary cause of such closures to "charity care”
(treating uninsured people) and state-ordered earthquake retrofitting, adding that the
ghortage of nurses i3, at most, "adding to the distress.” (See CNA 401-02, 405 ["Several
factors have contributed to the problem, but the overwhelming one, according to hospital
officiale and healthcare economists, is the weight of the county's huge population of
people without health insurance, who account for 1 in 3 emergency room visita"].) The
Los Angeles Times article, in particular, quotes & healthcare economist as saying that
“(t)he nursing issue [is] driving higher healthcare costs, but is not a closure issue.”
(CNA.406)) The September 24 Los Angeles Times article reports that Robert F.
Kennedy Medical Center would become the sixth Los Angeles County emergency room
ta close its doors in 2004 because of financial prablems. The article states the hospital
was hit by riging ensts for narses to mert the ratias and by the heavy rxpense of seismic
retrofitting. However, the article acknowledges that the hospital had been losing moncy
for years -- it lost $52 million since Januvary 2002 -- primarily because the hospital was
not generating enough business for inpatient servicea that insurance typiocally covers.
(CNA 408.) The San Jose Mercury News article reports that aome hospitals in Santa
Clara County say they are turning ambulances eway from emergency rooms because of
inadequate staffing, but the article also states that the new mandate means thoge being
treated at emergency rooms are receiving higher quality care, and concludes that it is "too
early 1o tell" if the new ravios are "too much of a strain on hogpitals trying to meet the
mandare." (CNA 410.) The Press Enterprise article describes layoffs of 26 people at
Hemet Valley Medical Center and states that the ratios and "[t]he doubling of workers'
compensation premiums” were cited as "two of the reazans” for the Jaynffs, but the article
shows that the health facility had been losing moncy since 1998 (52.7 million in the red
in FY 2003), and had laid off 70 employees the year before the ratios took cffect. (CNA
411-12.) The USA Today article discusses the alleged nursing shortage and indicates that
complying with the ratios "won't be cheap,” but the article does not attribute any clogures
or reductions in services to the ratios. (CNA 413-16.)

In addition to the newspaper articles, DHS' Finding of Emergency mentions an
April 30, 2004, e-maij) from the Chief Executive Officer at San Gabriel Valley Medical
Center, and a May 7, 2004, letter from the Chief Operating Officer at Western Medical
Center. Both communications relate to inteyruptions in service at psychiatric/mental
health units. (CNA 399-400.) Since the Emergency Regulation would not in any way
alter the staffing ratios for those units, neither communication supports the agency's
Findings in support of the Emergency Regulation,

In sum, the only "evidence" considered by DHS discusaed closures at paychiatric
units and emerpgency departments ~- not medical/surgioal units -- and the "evidence"
attributes such closures primarily to long-standing financial burdens on health care
providers associated with the growing number of uningured patients and, to a lesser
extent, the cogty of mandatory earthquake retrofitting requirements.“ None of the

* DHS argues that it also discovered that its on-gits study had actually undersstimated the number of nurses
needed o meet the minimum of 1:6 by faiting 1o account for the “at all rimes” requirernent. (DHS
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« e levidencel, establishes eny basig to postpone the minimum 1:5 retio for medical/surgical

gl w L CFLA and DHE now argue that because the initial minimum staffing ratios in
s e e medicalésurgical nnits were not supported by “independent empirical” data, the initial
©le i G TANPS were nothing more-than a "guess” about what the appropriate staffing ratios should
©r 3y . ber They.argue that DHS must therefore have the discretion to revise such ratios. The
R Caurt dnes nnt agree.; First, the "lack nf independent empirical” support for the initia)

Soa s e L. steffing ratios does nat justify annuiling such ratios by emergency fiat, Second, although

¢ w5 & -# u o theke may not have been "independent empirical” information to support the

o 7w e o medical/surgical ratio, this does not mean that the ratio was selected out of thin air.
LN . Rather, the record shows that the ratios were besed on voluminous sources of

information, including the work of many professional orpanizations and literally
thousands of public comments. (CNA 892, 913-14, 916.) DHS itself argued in support
*..of guch ratio in CHA v. DHS (Case No, 03CS0184): “There is substantial evidence in the

“ 4 swe . rulemaking file to support the reasonable necessity of [the] minimum ratiog . ..." (CNA
LR . '1640-41,) Third, the alleged lack of evidence 1o support the initial minimum ratio does
' . 4+ not, by itself, serve as evidence to support a different ratio. The Court cannot ignore that
Do »w - atthe time it adopted-the Fmergency Regulation, DHS still did not have any
.1 ax o "independent empirical" information about appropriate staffing levels in medical/surgical
v units; there was no new evidence to support the change in the ratio.

DHS' determination that the Emergency Regulation ig reasonably necessary to
effectuate the purposes of the statute is not supported by subatantial evidence,

O o Did DHS Abuse its Digeretion in Proceeding by Emergency Regulation?

RO

oo Even if the Court were notinclined to interpret the statute to prohibit
st u o considerations of ecannmic interest, the Court still would find in favor of CNA on its
e claim that the Emergency Regulation was an ahuse of diseretion and not adopted in the
S manner required by law,
! o " An-emergenoy regulation requires a finding that it i3 nccessary for the immediate
Coute preservation of the public peace, health and safety or general welfaro."® (Govt. Code §
~ . . 11346,1(b).) Because what constitutes an emergency is primarily a matter for the
woF o . agency'sdiscretion, courts generally-must give deference to an agency's finding of
-l . ERE . :
gy v e Opposiden, p. 8.) Thare are geveral problems with tils argument, the most important belng that there is no
s L Lindigation DHS relied on this purported error a3 4 basia for the Emergency Regulation. In addition, (he
Smwe, L us se o recard.shawr thar DHS did not rely (atdeast not exclusively) on the an-gite study to set the ratios. (See,

SALT g e, e g UNAS16,) -Among other things, it also relied on the OSHPD data which, it noted, was likely to

Py meTG - ovemestimate the actua) sraoumt of care required, (CNA 470,) Morenver, the "at a)l dmes” issue was

Ut R e o BORNG news; it arose before the ratios were adopted. In ite Initial Statement ot Reasons, DHS indicated

R (atuthe ratios were intended to repreaent the maximum number of paticots "assigned to any one nurse
duting.any shift." (CNA.477.)

e * Awydfinding of emergenoy must include a written statement which contains the information required by
| P . Tagvanh?) 10 (6), inclnsive, of suhdivision: (a) of Secrion 113465 and a descriprion of the specific facra
: cosanede showingthaneed for immediate notion: (Gov. Code § 11346.1(b).)
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emergency. (Schenley Affiliated Brands Corp. v. Kirby (1971) 21 Cal. App.3d 177, 194-
95.) However, a court ig not absolutely bound by an agency's finding of emergency and a
court may overtum such a determination when there has been an abuse of diccretion.
(Doe v. Wilson (1997) 57 Cal. App.4th 296, 305-06.) Specifically, a court may overtum
such a determination When the court finds the action i$ arbitrary, capricious, or entirely
lacking in evidentiary support, or that the agency has failed to follow the procedures
established by law. (Schenley Affiliated Brands, supra, at pp. 196-97; Pitts v. Perluss
(1962) 4R Cal.2d R24, R33.) Morenver Gavernment. Code sectinn 11350 expressly
provides that an emergency regulation may he declared invalid upon the ground that the
facts recited in the statement of emergency do not, in fact, constitute an "emergency.”
(Govt. Code § 11350(a).)

The definition of "emergency" has long been accepted in California as an
unforegeen situation calling for immediate action. (Doe v. Wilson, supra, at p. 306.)
Here, DHS claims that its finding of emergency wag not an abuse of discretion because it
received "reportg” that the nurse-to-patient ratio regulation wag compromising patient
access to services, quality of care, and the accessibility and availability of nurses to care
for patients, which created an “unexpected emergency." (DHS Opening Rrief, p. 18.)

However, DHS concedes, as it must, that it Jonew before enacting the original
rogulation of the claims that the nursing shortage m Califomia was severe and that there
was a possibility of hospital closures and other reductions in services. Based on a review
of the history of AB 394 and DHS Regulation R-37-01, there can be no doubt that both
the Legislature and DHS were aware that the staffing ratios were going to have a
significant financial impact on the hospital industry. For example, the April 6, 1999,
report of the Assembly Commitee on Health detailed the hospital industry's opposition to
legislatively mandated nurse-to-patient ratios for acute care hospitals:

"CHA states that passage of this hill will put hospitals in the pasition of
being non~compliance because they will not be 2hle to hire the nurses
required, . . .. [{] CHA states that the ratios in thia bill have no analytical
basis, that stafting ratios will lead to inefficiency, and thet this bill could
cost hundreds of millions for hospitals with no reimbursement. Absent
additional revenue, CHA gtates that the overall level of patient care could
suffer because hospitals may decide to limit the number of patients they
admit in order to accommodate the ratio requiremnents. [f hospitals are
able to find nurses to hire and lay off aides and other personnel w pay for
the additional nurses, then there will be service gaps." (See CNA 976-83
(smphasis addred).)

Similarly, an Assembly Republican Bill Analysis for AB 394 stated that
the CHA "has cstimated the statewide costs of this hill to be hundreds of millions
of dollars." (CNA 1045.)

In a letter to the Governor requesting that he veto AB 394, CHA wrote the
leIOng
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"Ratioa could have unintended consequences for patients. For example;
hospital(s] may need to lirnit admisgions in order to meet ratios, depending
on the specific ratlos adopted. Absent new revenue, laboratory, pharmacy,
and other hogpital services may have 1o be cut back to fund more nursing
positions. These changes also will have adverse consequences.” (CNA
1055 [emphasis added].)

In addition, the Initial Statement of Reasons for the original DHS regulation
provides:

"[Representatives of CHA] stated that if hospitals cannot comply with the
mandated ratios, hospitals will be forced to close units and sugpend
services, thus limiting, and possibly denying, access to care for many
Californians. Closures and suspensions in services could, in turn, cause
lengthy patient transports, delays in start of care, and potentially, increased
morbidity and mortality." (CNA 468)

"CHA's caution about imposing ratios that will place heavy and

mmneressary hrdens on the financial reserves of providers deserved and

received thoughtful and deliberate consideration." (Jd.)

The Statement of Determinations for the original Regulation indicates that
the DHS "has made an initial determination that the amendment of these
regulationg may have a significant statewide adverse econormic impact on
business," (CNA 491, 582), and that DHS anticipated "some hospitals may curtail
services by closing units if they are not able to comnply with the proposed-
regulations." (CNA 492.) DHS' estimated the starewide economic impact of the
regulations af $164,985,000 in FY 2003-04, $408,230,000 in FY 2004-05, and
$4B6,490,000 annually thereafter for non-state-operated hospitals. (CNA 493,
581.)

It is noteworthy that notwithstanding concermns that hogpitals might decide to limit
the number of patients they admit in order to accommodate the ratio requirements, prior
10 implementing the original Regulation, DHS rejected mumerous requests that the 1:5
ratio for medical/surgical units be delayed beyond January 1, 2005, due to the "enormous
burden" put on hospitals by the nursing shortage. (See, ¢.g., CNA 889.) DHS
consistently declined 1o delay implemenration of the proposed 1:5 ratio because the
"regulations have already been delayed from their mandated implementation date of
01/01/02" and beczuse it concluded that "the nursing shortage is outside the scope of this
rulemaking package.” (CNA 889, R91, R95, 909, 1475-77, 1495-97, 1502-05.)

To summarize, the evidence shows that hefore adopting the original staffing
regulation, the consequences of nurse-ta-patient ratios, including the "heavy burden” it
would place on hospitals' financial reserves, were fully anticipated to threaten access to
health care "for many Californians.” (CNA 11-21.) Assuming these threats are even ;

b
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relevant to a proper determination of the minimum staffing ratios, the evidence shows
thet theae riaks were well known before DHS adopted the initinl staffing regulation.
Therefore, additional "reports” of these same risks cen hardly create "an unforeseen
situation” calling for immediate action.

In support of its Finding of Bmergency, DHS claims that even though it knew
about these risks, it was incapable of anticipating whether the risks actually wauld come
to pass, or the magnitude and scope of the impact that they wonld have. DHS rontends
that whem it received the "roparts" that hospitals were reducing services, and when it
Icarned the magnitude and scope of these impacts to the health care system, DHS
determined that the Emergency Regulation was neccssary for the immediate preservation
of public health and safety.

However, this argument is not supported by the evidence. DHS did not offer any
new data, studies or other evidence to support il claim that it learned the magnitude and
scope of these threats to patient care were any more severe than originally anticipated.
The “evidence" that DHS relies on for ite decision 1o proceed by emergency regulation
consists almost entirely of second-hand "reports” of hospitals closing or reducing the
availahility af certain kinds of services, and nathing shows that the magnitude and scope
of the reductions in, service were more severe than originally anticipated.

To attempt to compensate for the lack of cvidence to support DHS' finding of
emergency, DHS submits the declaration of Jamie Daigle, which attaches a "new study"
and numeroue other documents generated by, or submitted to, DHS as part of the post-
November 4, 2004, rulemaking file for the Emergency Regulation (i.e., after the adoption
of the Emergency Regulation). Similarly, DHS relies on the Declarations of Barbara
Gallaway and Gina Henning as containing "evidence" that supports DHS' actions,
without any showing that DHS in any way relied on such evidence at the time it adopted
the Emergency Regulation, DHS cites to these declarations as though they are evidence
that should be considered by the Court to support the Emergency Regulation. This is not
correct.

The law ia settled that in reviewing quasi-legislative acts of administrative
agencies, judicial review is [imited to an examination of the proceedings before the
agency. (California Assn. of Nursing Homes v. Williams (1970) 4 Cal.App.3d 800, 811,
815-16; see also Govt. Code § 11350(a); California Medical Association v. Brian (1973)
30 Cal.App.3d 637, 652.) Moreover, Government Code section 11346.1(b) specifically
requires that “a degcription of the specific facts showing the need for immediate action”
must be contained in the actual finding of emergency. Accordingly, the Court only
eonsiders the "evidence" relied on by DHS in adopting the Emergency Regulation and
properly before the Court, Based on such evidence, the Court has concluded that there is
no basis for DHS' finding of emergency.

Moreover, even if there was evidence showing that the magnitude and scope of
hospital closures was more severe than originelly anticipated, there is no evidence
showing that the proximate cause of such closures was the DHS staffing regulation,
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Importantly, the record before the Court shows that hospitals were closing and citing
economics and staff shortages as their bases well before the original regulation took
effect on January 1, 2004. (See February 17, 2005, Declaration of Gina Henning, Exh. C;
see also CNA 334-36, 635, 637-38, 645-648, 652-659, 660-674, 7T18-719, 721-724, 726-
736.) DHS undertook no effort to distinguizh the new "reports”" of hospital closures from
the earlier reports of hospital closures made prior to enactment of the regulation. Asa
result, DHS has failed to establish any nexus between the reported closings and the
implementation of the staffing reguiations.

Finally, it is important that DHS does not even contend the "reports” of hospital
closures are true, Ta the contrary, DHS admits that "it does not have data to suppart or
refute these and other claimns that have been made about problams caused or exacerbated
by the current nurse-to-patient ratics.” (CNA 3.) DHS simply concludes that "it is
inappropriate to risk unintended consequences of enriched nurse~to-patient ratios on the
availability of hospital services in California." (/4.) This appears disingenuous given the
record before the Court.

The Court finds that it was an abuse of discretion for DHS to determine that
deferring the 1:3 ratio for Medical/Surgical Units was necessary for the immediate
preservation of public health and safety.

A final point raised by CHA 1s that even if there was no new evidence nf the risk.
of hospital closures, DHS ncvertheless must have the ahility ta "change its mind" and
reach a different conclusion based on the same evidence. This argument is problematic
from a credibility standpoint, given the voluminous record in support of the original
determination. Further, this does not resolve the problem that their new position is
inconsistent with the purposes of the statute. And most important here, DHS still failed
ta explain how the alleged new evidence, which it claims to have received as early as the
very first month after the initial repulations took effect, could be ignored for 11 months,
and then suddenly used 10 justify an "emergency” regulation.

The other changes effected by the Emergency Regulations -- namely, (i) the
clarification of when nurses shall he counted tawardx the ratios; (if) the change in the
recordkeeping requirements for emergency departments; and (iii) the decision to allow
emergency departments temporarily to deviate from the ratios in the cvent of "saturation”
-- also were an abuse of discretion. The Finding of Emerpency for R-01-04E states that it
is "critical” to clarify the definition of "at all times," but there is no discussion of why
such cladfication is critical. For example, there is no discussion of the magnitude of the
problem caused by the alleged uncertainty surrounding the previous definition or the
reason the change cannot be implemented in accordance with the normal rulemaking
rocedures. (CNA 2-6,337-44.) Ta the contrary, the Initizl Statement of Reasons for the
Emergency Repulation indicates thar, aq a result of a diffecent lawsuit, the "at all times"
requirement was found to be valid and "sufficiently clear" and that DHS is enacting the
Emergency Repulation merely to make the meaning of the requirements "even more
explicit," (CNA 338.) In addition, at the hearing, DHS effectively canceded that the "at
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all times" clarification was not an emergency by indicating that it was included in the
Emergency Regulation for adminiatrative purposes.

Similarly, the Finding of Emergency atates that it is necessary to adjust the
terminology and method of recording nurse assignments to patients for hogpital
emergency departments, bul the only reason offered for the change is that the
amendments would make the application of the ratios "more congruent” with reality and
allow hospitals needed flexibility in staffing. (CNA 3-4.) Again, there is no discussion
of the magnitude of the problem or the reason the change cannot be implemented
pursuant to the normal mlemaking procedures, (CNA 2-6, 337-44.)

Under Government Code section 11350(s), & regulation may be declared invalid if
a court finds that the facts recited in the statement of emergency do not in fact constitute
an emergency. Here, the Court finds that the facts recited in the Finding of Emergency
do not constitute an emergency, Accordingly, the Court finde the determination of
"emergency" 15 arbitrary and capricious and entirely lacking in evidentiary support.

For these reasons, the Court concludes that DHS abused its discretion and failed
to follow the procedures required by law in determining that the Emergency Regulations
were: necessary for the immediate preservation of public health and safety.

D.  DHS'Readoption of the Emergency Regulation

Because the second Emergenocy Regulation adopted on March 3, 2005, is identical
in format and content to the first Emergency Regulation, the Court treats both Emergency
Regulations the same, i.e., both Emergency Regulations must be set acide for the reasons
stated above. The Court finds it unnecessary to decide whether re-adoption of the same
Emergency Regulation violated the Court's injunction ruling and/or APA section
11346.1(e).

E. Conclusion

The Court finds that the Emergency Regulationa must be set aside because (1) the
regulations are not within the scope of the authority conferred by the statute; (ii) there is
not substantial evidence to support the determination that the regulations are reasonebly
necessary to effectuate the purposes of the statute; and (iii) DHS abused its discretion and
failed to follow the procedures established by law in determining that the repulations
were necessary for the immediate preservation of public health and safery,

Accordingly, the Court grants CNA's request for a peremptory writ of mandare
commanding respondents to set aside each nf the Emergency Regulations; for a
declaration that the Fmergency Regulations do not comply with Gnvernment. Code
sectiony 11342, ], 113422, and 11346.], and arc unlawful; and for a permanent injunction
enjoining the implementation and enforcement of the Emergency Regulations. The Court
declines to enjoin ongoing DHS rulemaking proceedings, if any, to adopt permanent non-
emergency regulations. A peremptory writ of mandate shall issue direoting Respondents
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Sandra Shewry and DHS to set aside the Bmergency Regulations, Respondents shall file
a retum to the peranptory writ of mandate within 30 days after it is served on them
describing what steps they have taken to comply with the writ,

CNA i3 directed to prepare a formal order, attaching the Court's ruling as an
exhibit, and a judgment and writ of mandate consistent with the ruling; cubmit them to
opposing counsel for approval as to form; and thereafter submit them to the Court for
signature and entry of judgment in accordance with Rule of Court 391. The preliminary
injunction shall remain in effect pending isguance of the perrnanent injunction,

Any request for fees or costs shall comply with the Code of Civil Procedure and
all state and local rules.
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