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LAW OFFICES Of BARRY BROAD 

April17~2006 

Jan E. Perez 
:Board ofPhannacy 
1625 North Market Boulevard 
Suite N. 219 
. Sacramento, CA 95834 
Vlafacsimtle (916) 574-8618 

Re: 	 Proposed Regulation Division 17, Title 16, sections 1793.7(b) and 1793.8 of the 
California Code of Regulations "Phannacy Technicians Checldng Pharmacy 
Technicians'? 

The United Food and Commercial Workers Union~ Western States Counci1~ is opposed to 
the regulations proposed by th~ Board ofPharrnacy (Board) which would permit general 
acute care hospitals to employ specially trained pharmacy technicians in place of 
pharmacists to check the work of other phannacy technicians. 

Authority to Promulgate Regulations 

The Board does not have the authority to promulgate the proposed regulations. While the 
Board does have authority to p:roro,ulgate regulations relating to the practice ofphannacy 
pursuant to Business an.d Professions Code section 4005, the Boar,d is overreaching in 
promulgating these particular regulations. 

B & P Code section 4005 begins with the following: "[tJhe 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 hann bome 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 maybe undertaken by licensed 
phannacy teclllicians (B & P Code section 4115), under the direct supervision of a 
phannacist. 

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 a pha.rmacist." Additionally, B & P Code section 
4115(c) specifies that phannacist technicians are not authorized "to perform any act . 
requiring the exercise of professional judgment by a pharm.acist." Finally~ B & P Code 
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section 4115(h) specifies that pharmacists ushall be directly responsible for the conduct ofa 
pharmacy technician supervised by that phannacist.~1 ' 

Existing regulations support the limitations on pharmacy technicians imposed by 
statntory 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 prescri.ptio~ including repackaging from bulk and storage ofphannaceuticals~ must be 
verified and documented in writing by a phann.acist.17 

Accordingly, both existing statutory and regulatory are clear in. the Ihnitations imposed 
on what phannacy technicians may and may not d07 and are clear in the supervisory role 
which must be played by pharmacists. It would be contradictory to existing law to allow 
phar,rnacy technicians to check the work of other pharmacy technicians in lieu of that 
oversight being undertakel1 by phannacists. Further, it would be contradictory to the 
provision of existing statutory law which limits the authority of the Board to promulgate 
regulations 

Regulatol"v History 

This is not the first time that regulations regarding the subject nlatter of those currently 
proposed have been proposed by the Board. 

In 1997, UCSF School ofPhann.acy, in conjunction with Cedars-Sinai Medical Center 
and Long Beach Memorial Medical Center petitioned the Board to grant a waiver of the 
California Code ofRegulations requiring licensed phannacists to check U11it dose 
cassettes filled by phannacy technicians in the inpatient hospital facility setting 

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

The study looked at 39 phannacy technicians checking 161,740 doses, and 29 
phannacists who checked 35,829 doses. The 39 pharmacy technicians had a 99.80/0 
accuracy rate as opposed to a 99.5% accuracy rate-

It is important to note tlu-ee 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 nmnber of pharmacist participants 
and dose checks as opposed to the number ofphannacy technician participants and dose 
checks. If the study results were not weighted to reflect those differentials then it is 
impossible to k'l1oW 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. It is not sound public policy, particularly where a 
dramatic impact on patient care lS a real possibility, to rely on such a small study. 
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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 phannacists. 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 extensi.on of the waiver until December 2002. 

At the October 15 &16,2001 meeting of the Board l there was a lengthy discussion of 
adopting a similar regulation. This discussion included comments which referenced 
former Deputy Attorney General William Marcl1s' 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 ch~ges would require legislatiol1" (minutes, page 5). 

It is highly suspect that the Board would determine at a public hearing in 2002 that it did 
not have the authority to promulgate such regulations~ and then propose the same 
regulations a mere fonr years later. 

!&gislative History 

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

In 2005, SB 592~ also by Senator Aanestad~ containing the same language, also failed 
passage in the Legislature. 

Both bills were sU1!lJorted bv the Board ofPharmacv. which, presumably believed that 
a statutory change was necessary in order to permit technicians to check the work of 
other tl!ch.nicians without the ':l'ttervention ora pharmatist 

If one revjews both the regulatory 211d 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 argulnents 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 U[pJrotection of the public shall 'be the highest priority 
for the Califotl,lia State Board ofPhar.macy in exercising its licensing, regulatory and 

http:extensi.on


disciplinary functions. Whenever the protection ofthe public is inconsistent with other 
interests sought to be promoted, the protection of the public shall be paramount." 

The proposed regulation does not comport wi.th 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, patiel1ts in the acute care setting are often prescribed. multiple 
111edicatiol1s, which if taken improperly or ill the WTollg com,bination~ could prove fataL 
Accordingly, it does not stand to reason that pharmacy technicians rather than 
phannacists (who have substantially greater educational, training and licensing 
r.equirements than do phannacy technicians) should be checking the work of other 
pharmacy technicial.ls in the acute facility setting. 

"Additional Training" Requirement 

While the proposed regulation specifies that pharmacy teclmicians authorized to check 
the work of other phamlacy technicians must receive "specialized and advanced" 
training, there i.s no specificity as to the qualifying requirements for such additional 
training and in fa.ct, the nature of the training is left up to the individual facilities. 
Accordingly, a facility could determine that the '~specjalized and advanced" training 
consists of an hour long video seminar on phann,aceuticals~ and such training would be in 
complete complial1ce with the proposed regulation. Pharmacists, unlike pharm,acy 
technicians, are subject to stringent educational, training and licensing requirements. To 
task pharmacy technicians with the importa:n.t duty of verifying the accuracy of 
medication doses ill 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 ofprofessionals is reduced, concenl always arises that altenlative 
assignm,ents will not nlaterialize. While the proposed regulation specifies that where 
phannacy technicians are used to check the work of other pharmacy technicians, 
phar.m.acists shall be deployed to the inpatient care setting to provide clinical services weu 

are concern.ed that the phannacists hours may be reduced or that acute care facilities will 
begin to see phannacists and pha:rmacy technicians as interchangeable professionals. We 
see this proposed regulation. as a step towards deskilling the phannacist profession., and as 
an inappropriate response to the pharmacist shortage. As mentioned above, phannacists 
have rigid educational~ training and licensure requirelnents, which are not shared by 
phrumacy teclmicians. It is imperative that phannacists receive the training and have the 
professional oversight they do because of the importance of their workto the health and 
safety ofconsumers. Pharmacy technicians can not do the job ofpharmacists, because 
they are 110t trained to do so. To allow phannacy technicians to check the work of other 
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pharmacy technicians is to ixnbue pharmacy technicians with decision making authority 
which is not appropriate fer their level of education and training. 

Liability Concerns 

The proposed regulations specify that ~'the overall operation ofthe 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 rem,eves the duty of checki.ng 
the work ofphannacy technicians from the purview ofphannacists in the acute care 
setting; it does not remove the liability ofthose pharmacists to ensure that the work is 
done accurately. We are concerned that the transition ofduties7 will invariably result in 
acute care facilities reducing the nmnber ofphannaciststhey retain7 while Increasing the 
number ofphannacy technicians the work ofwhom 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 hannful 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 rednce the ability of the impacted phannacists to exm control over the 
tasks which could result in dispensing error. 

For these reasons7 on behalf of the United Food and Commercial Workers Union, 
Western. States Council, we respectfully urge the Board to reject the proposed 
regulations. 
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ApriJ17,2006 

Jsn E. Perez 

Califomla Board of Pharmacy 

1825 North Market Blvd. Suite N 219 

Sacramento, California Q5834 


Re: Propoaed Regulations "Tech-check-tech" 

Dear Ms. Perez: 

Thank you for the opportunity to submit comments to the proposed rsgul21tion:9 
thet would add a new S~ction 1793.B Teahnlclansln Hospitals with Clinical 
Pharmacy Program (TF3ch...check-tech) to TItle 16 of .the California Code of 
Regulations. 

Government Code Section 11349.1 requires the Office of Administrative Law to 
review all proposed reguJatlon$ for compliance with the folloWing standards: 
necessity. authority, clartty, consistency, reference and duplication, The 
propo:sed regulations at Issue fail to meat the reQuirements of· authority, 
reference, necessity. clarity and consistency. 

Authority 
Government Code Section 11349(b) states: '''Authority' msan~ the provision of 
law which permits or obligates the agency to adopt, amend, or repeal a 
regulation. II 

Reference 
Government Code Section 11349( F.t) ~t21tes: u'Referencel means the statute, 
court decision, or other provision of lew which the agency Implements, inter!,)rets, 
or makes specific by.adopting, amending, or repealing a regulatlon. 1I California 
Code of Regulations, Title 1, Section 14. states: " ... [AJn agency's interpretetion 
of Its regulatory power, ~s indicated by the proposed citations to It'luthority' or 
'reference' ." shall he conclusive unless ... the agency's interpretation altere, 
amends or enlargee the scope of the powQr conferred upon it _.. 11 

The regulation proposed by the California Board of Phermacy e)(pand& the 
practice of Phannacy TechnicIans (PTs) beyond that which is authorized for PTs 
in current statute. BusIness and Professions Code (B&P) SectIon 4038 
Pharmacy Technician states: 

o CNA. OA..fi..uND o eN.... St\f~R.AMENTO Cl CNA ~I\NTA CLARA Cl eNA IfllltSNO rl CNA m.F..NDA.1.,lt Q C~1'o ~AN DlfWO 
UI:lA!)QUA1ll'£RS 11(1'/ 'nll Mn:cl. Ste ,(1) 190 I l'run~ritt!;c ""'6" II" SA?? N. F...:..~o oS!. 425 WeI't l::IfOl1(\WilY, jlC I II :'I ll'l() ClI1l1.in" d!.:1 1{,o SI)., ~ ~(\~ 
:IntiO 1-i11i.,1li.lin Sl, ~lill(lll'ilenl<l, <:1\ 95~ 1.1. :'lI,nIQ t.:lotA, CA \)SO~O SlIice 10J!. Glelldal~, C" () I? (;.I. S: ..n OLIO!". CII Q'lll\~ 

('1\6) ..H/oo-,O'l1 (.f.Oll) IIJ(l.OlD(\ 	 (9(1.1) 2~1).I\100O~kIC\lld, c: A QAt. 1:1 	 I'rcsno. C":J\ Y.'"!II (n\q) ~16·4917 
1'1'': (~IC\I 446.6110 F'm:: (<lIlX) ~·lO·O~O'2 	 (~S'i) 4J?·9\lPIi f,'", .. ~ lB JB I 240·8Bfo r'al\; (n1\I) S J0-4f)?.'1 

P~~; (.•.s\l) t1:<?Q!,)Q~
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"Pharmacy TechnkJ;:ln" mean~ an individual who assists a pharmaci.!it in 
a pharmacy in thf3 l1eriormance of his or her pharmacy related duties, a.s 
specified in S~ction 4115." [Emphasis added] 

B&P Code Sf?tdion 4115 Pharmacy TechnicIan; nondiscretionary ffl.,k.s; direct 

,r'lJparvi.sion ofpharmacistj regIstration; ratios states, in relevant pert: 


4115. (a) A pharmacy technician may pArform packaging, manipulative, 
repetitive, or other nondiscretionary tn~ks, only while assisting, and 
whlla undar the direct !iup&rvision and eontrol of a pharmacist. 
(Emphasis added] 

These "Tech·check·tech" rAoulations create a new category ot "super-PTJI who 
will engage nat in ths pp.rmrmance of non..-discretionary tasks but rather in the 
performance of t('l.$k~ which the Board admits In proposed Section 17A3.B(c)(3) 
necessitates 1Aspecialized and advanced training." A role currently l1erformed by 
pharmacl~~ . 

The Pharmacy Technician who would be working under the newly proposad 
"super-PT" role i~ not "assisting a pharmacist" find is not under the direct 
supervision 01 a pharmacist but rather under the direct 5upervision and control of 
the super-PT. "Direct supervision and control-, as defined in statue to mean .. 
that a pharmacbit is on the premises et ell times and is fully aware of all 
activities performed by either a pharmacy technicIan or IntGrn pharmacist. The 
statute does not allow pharmeci5t to delegate that authority to a PT to directty 
supervise ~nd control the work of another PT. 

Non·discretionary tasks as USQd In BuSiness and Profession Code 4115 i5 

defined In GGR Title 16 Section 1793.2 

"Non-discretionary tasKsll as used in Bu.sineS$ and Professions Code section 
4110. Include: 

(a) removing the drug or drugs from stock: 
(b) counting, pouring, or mixing pharmaceuticals; 
(c) placing the product into a container; 
(d) affixing the label or labels to the oontalner 

(p.) Packaging and re-packaglng. 


The new category of PT will be performing a role which CCR Section 1793,1 (f) 
and (g) defines the exclusive scope of practIce af a pharmacist and wnich 
requires training beyond that required for ficensureJcertlficetion as a pharmacy 
technician. CCR Section 1793.1 states, in relevant PArt: 

§ 1793.1 Duties of a Pharmnr;j~t. 
Only a pharmacist, or an int~rn pharmaci~t acting under the supervisIon of 
a pharmacist may: 

2 



1'+.:Jf rnA V'+/If/LVVO 

(f) 	 Supervise the packaging of drugs and chock the packaging 
procedure and product upon completion. 

(g) 	Perform an functions which require professional judgment. 
[Emphasis added] 

In 1992, the Board adopted a requirement that "[a}ny function performed by a 
pharmaoy technicIan in connection with the dispensing of 8 prescription. 
including pre-packaging from bulk and storr.lge of pharmaceuticals, must be 
varlned and documented in writino by a pharmaclst. .. " [Emphasis addedl 
(Register 92, No. 33). The Board appe8rs now to assert that the same 
"'authority" and "reference'! $t,atutes that led to regulatory clarification of this 
exclusive scope of practice for pharmacists now authorizes the board, without 
statlltory r.h'mge, to assign the pharmaciets' practice to a pharmacy technician, 

Furthermore. even if it could be argued that ,jTech check tech" in the ph;Jrmacy 
using super-PTe to check PTs was a "noo-dlscretlonary" function, which it is not. 
the proposed language of 1793.8 In which super-PTs "che~k the work of other 
pharmacy teohnlcians In connection with the filling of floor end ward stock'· is 
an attempt to &neak In the extremely dangerous and the clearly non
dIscretionary task of placing pharm~r.euticals into ward stock that is used by 
registered nurses and physid~ns during emergencies. The U6e ot ward stock 
medications is a highly risk prone process in which the wrong strengtn of a floor 
stock medication could result in a critioal error if the registered nurse or 
physician'is in a hurry end does not pick up the technlclan's error. Ward stock is 
essential when the tum around time from the pharmacy Is inadequate to need th~ 
immediate needs of patients on the care unit. However, uverbal orders" are 
often given to registared nurses under emergent co nditionr:\ for use of 
medications that are a part 01 floor stock.. The use of flnnr stock. although 
sometimes necessary, automatically eliminates on~ safety check by a licensed 
pharmacIst whd prepares and sends medication for e ::specific patient. Floor and 
ward stock also includes controlled 8IJh~tFlnCe$ 5uch as narcotics. Is the Board 
turning over the stock.ing of i.ontrolled SUbstances to pharmacy teohnlclans? The 
California Cedars-Sint1i project attached 65 materials relied upon for the 
proposed regul8tion did not include "tach check taCh" 01 unit or ward stock 
medication in the hospital pilot project. CNA polntGd this out In a 2005 
legi~lative hearing and the bill failed to make It out of the Assembly policy 
committee. 

Senator Aanestad authored 5B 393 In 2003 [Attachment, 1] ~nd SB 592 in 2005 
[Attachment 2], legislation that mirrors !1ech ch@ck t~r.h" 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 fir5t policy oommittee and 
the 2005 version died in the Assembly de~pite prominently featured support by 
the California Board of Pharmacy. [Attachment 3]. 
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It is inconceivable that legislation that was supported by the Board of Pharmacy 
in 2005 end was defeated In the l~gl&lature could now be adopted as regulation~ 
by the Board of Pharmacy. The authority delegated to thp. Bnard of Phannaoy by 
the legislature should not contravene the will of thslegi!illature. 

Recent Sacramento Superior Court decisions won by the California Nurse 
As~oclatlon against two administrative agenci~s that usurped legislative 
authority, the California BOAm of Vocational Nurses and Psychiatric Technicians 
(BVNPT) [Attachmp.nt 4] with regulations thet went through the full APA process 
and the Califomia Department of Health Services (DHS) [Attachment 5] that 
utili1ed the emergency rule making process. CNA submits as evidence both 
ca~e$ in whiOh administrative agencies acting not In the Interest of the healthcare 
com,umers but in the interest of the healthcare Industry were rebuked by the 
court. CNA requests that the California Board of Pharmacy respond to all points 
made in these cases and explain why the Board of Pharmt1cy should not be held 
to the sama standards as the BVNPTand the DHS. 

Nocosslty 
Gov~unment Code Section 11349(a) states: ill Necessity' means the record of the 
rulsmakino pmr:p.eding dernon~tr6t65 by substantial evidence the need for a 
regulMinn to effectuate the purpose of the statute, court decision, or other 
provision of law that the regulation implements. Interprets, or makes specific, 
teking 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 clarified by regulation in California Code of Reguletions. 
Tltl9 1, Section 10. In relevant part: 

CCR) Title 1, Section 10 (b) 
(b) In order to meAt the "necessity' standard Of Government Code section 

11349.1, tne record of the rulemaking proceeding shall Include: 
(1) a description Of the public problem, administrative requirement. or 

other condition or circumstance Which each provision of the regulation 
is intended to address; and 

(2) 	 information explaining why each provision of the adoptsd regulntion is 
required to carry out the described purpose of the provision. Such 
Information shall Include, but is not limited to, facts, studies. or expert 
opinion. When the explanation is based upon polide$. conclusions. 
speculation, or conjectura, th~ rulemaking record must include, in 
addition, supportinO fnds, studi8~, expert opinion or other information. 
An "expert" within the meaning of this section is a perSon who 
possesses special skill or knowledge by reason of study or experience 
which i~ relevant to the regulation in question. [Emphasis added] 

Here, neither aspeot of this standard has been met. First, there has been no 
showing whatsoever of the need for the proposed regulatl~n - the problp.!m. 
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reqUirement, condition or circumstance It Is Intended to address. Hospitals 

already have the authortty to dispatch pharmacists to patient care unit. No 

regulation is necessary to Implement that change!. In additinn, we believe that 

thiS proposal Is unauthorized and Is inconsistent with Bwdness and Professions 

Code Section 4001.1 


Section 4001. 1 Protection of the publio shaJl be the h;gn9st priority for the 
California State Board of Pharmaoy ;n exercising ;(8 Iic9nslng, regulat()ry~ 
nnd rli."ciplinary function3. Whenever the protactlon of the public Is 
;noonsi"tent with other interasts sought to be promoted) the protectIon of 
fhe public shall be paramount. 

Protection of the publiC Is to be the highest prlor1ty for the California State Board 
of Pharmacy and vet the artlole submitted by the Board evidences a complete 
lack of regard for that missIon. The article submittan by the Board entitled 
"InterrelationshIps among Marta/Ny RatssJ Drug Costs, Total Cost of Care, and 
Length of Stay in United States Hospi'",.~: Summary and Recommendations for 
Clinical Pharmacy Services and S~ffln(} 1 (Recommendations for Clinical 
Pharm&cy Services lmd St8ffing) evelueted. retrospectively, the relatIonship 
between hn~pit~1 mortality rate b85ed on 1992 Health Care Financing 
Administration for hospital. drug costs, total coats of care and length of stay In 
from the 1992 American Hospital Association's Abridged Guide to the Health 
Care Field and the 1002 National Clinical Pharmacy Sarvlces data base. 

It should be noted that this paper admits that is shows only f;crrel(Jficns between 
pharmacy care services. the "quality'l indicator patient mortality and the fiscal 
indicators of drug costs, total casts of r.are rtnd hospital length of 5tey, There is 
no causal relationship shows in thi~ ~nalysis, Recommendations for Clinical 
Pharmacy Services and SfFlffing stetes: 

"Th~ reiAtion9hip bel\veen the severity of IIIn9Ss~adJusted death rate ... and 

drug cost/ocoupied bed ... is rather striking. As drug costs 

increased ... the death rata declined from Q1/1000 to 72/1000 admission, 

a 21 % decline:t 

2 (Emphasis added] 


".. mortality rates are a very good indicator of quality of r;are it eppear5 that 
hIgher hospital costs predict better patient care.",) 

1 C.A. Bond, Pharm. D., at. ai, InterrelatiOnshIps among MortalIty Rstes, Drug Costs, TO(I:II Cn...t 
of Care, and Length of Stay in Uni'F.rI 5;ti'fft!t."i Ho:!pitB/S: Summary ond Recommendstlons for 
Clinical Pharmacy S9IViG8S and S't9fffng t Pharm~eotherapy 1001; 21 92)' 1?9-141 . 

2 C.A. Bond, Pharm. D., ct. al.. Iratl)rrt\letianehipl:7 among Mortality Rate, Drug COIltl" Tot21 Cost of Cam. aM lenolt) of 

Stay in United S~tee "'oepIIBI! Summary and R~comm8ndationG for Cllnl~1 Pharmacy SefViees aM Rlamno. P. 13~. 

3 C.A. eOr'ld, pn~rm. D.• at. ai, lnt9~I~tlonil1hl~ :among Mor~lity ~2~~. Drug C~stS, TOI.a1 Cosr Of Care. and Length of 

Ste.y In Ul'lited State9 HoapitQI.. ; Summary and R6oorn'l'u~M~tion~ 101 CllnlcSI F'Mrmacy .~eNlces and Stafflna , 

PhannecolheriiPY ~001; 2.1 Q2.), p. 137. 
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"Increased dispensing pharmacist staffing was associated with reduced 
mortality ratA;, but Ineroased drug costs ... ,,4 [Emphasi~ nrlded] 

The authors conclude, 'If we are to effect major healthCitre outcome measures 
and rtduco costs, It appears that we should significantly increaee clinical 
pharmacist staffing and reduce ___ dispensing phannacist staffina." S 

[Emphasis added] This dnp.~n't make sense. Increased dispensing pharmacist 
staffing was a~~ndnted with decreased mortality and increased drug costs and 
increased drug costa were associated with decreased mortality. The Board 
recommends deoreasing costs and decreasing dispensing pharmacist. 

Recommendations for Clinical Pharmacy ServIces and Staffing also states: 

"The relationship between the severity of Illness-adjust death rate ... 
and total cost 01 earoJoccupled bed is impressive. As total costs 
Increased ... the death rate declined from 105/1000 to 68/1000 (36% 
dQcline). ,,6 [Emphasis added] 

(jRp.~~on5 for findings between total cost of care and mortality rates ara 
unknown. Thie relationship is not unexpeoted, since the largest 
component of a hospital's cost structure Is personnel. and Increased 
staffing levels of modical re$idQnlQ. registered nurses, pharmacists, 
medical technologists, and total hospital personnel ara associated 
with lowcu mortality ratas." 7 [Emphasis added) 

The California Board of Pharmacy's mandatF.! i~ to pmtl!l!ct the public. not protect 
corporate healthcarels pocket book. More importantly. the correlation between 
increased dispensing pharm;;tclst staffing, increased drug costs, and increased 
total cost correlate, according to the study's authors. with dacroased mortality 
rates. The authors recognize that increased stafTIng other than on unit 
pharmacists contributes to patient outcomes and yet they conclude without any 
real evidence that the associations they saw were related solely to the use of 

llbid. 

4. Ibid. 

5.lbltj. 

fi.IOICl" p. 1315, 

1, IbIO.. p. 137 

6 
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clinical phannacista on the patlant care unit. The contradictions in this article 
ere obvious end pervasive. 

Neither regulatory nor statutory change Is necessary for th" u!f:iP. nf licensed 
phannaclst In acute care hospitals in either the "di5pen~jng" role or in the role of 
the pharmacist as a part of the healthcare team on the acute cere hospital patient 
care unit (the "clinical" phannacisl defined in this article). The Califomia Nurses 
Association is not n,rguing that pharmacist should not be used on patient care 
units as part nf thp. heallhcare team. CNA believes that this added surveillance 
of healthcare services protects patients and places another layer of checks and 
bAlan~e~ between the dispensing pharmacists and the patient. Registered 
nurses must pick up both dispensing errors and prescribing errors before they 
harm patients. Time constraints and other diversions Impact their ability to 
perform that protective role affeetlvaly. The presence of a pharmacist on each 
unit to provide professional services can signIficantly enhancp. thp. ClUl~lity of 
patient care services. The Board has not demonstrated, hnwever, that the 
dGskllllng of pharmacy disp&nslng is safe fur pAtients. 

Consistency 
GovammAnt Cndp. Section 11349(d) state8: '''Consistency' means being In 
h~rmonywith, and not in conflict with or contradictory to, existing statutes, court 
decisions, or other provisions of law." 

Proposed new regulatlons j Section 1793.8(c) proposes ", .. programs that use 
pharmacy teohnlcian to check the work of other pharmacy technicians must 
include the follo\VIng components ... (3) The pharmacy technician who performs 
the checking functIon has received speciali?l3n ;:Jnrl ~dvanced training as 
prescribed In the policies and proc9dur8s of the facility." 

CCR § 1793. B. Training Cours8s Spf:cified by the BOfJrd states that a Pharmacy 
Technician course of t~inino must be acoredited by the American SocIety of 
HAalth-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 to leave "specialized and advanced" training to acute care 
hospitals is in conflict with existing regulations. 

Here, as discussed above under Authority. the proposed regulations are in direct 
conflict wfth the statute they purport to implement 

Clarity 
Government Code Section 11349(c) si8te~: u'Clarity' means written or displayed 
so that the meaning of regulation$ will be easily understood by those persons 
directly affected 'by th~m.· 

The term IIclinical pharmacy program" used in the proposed regulations lack 
clarity. The 2006 Law Book for Pharmaoy contains 840 references to the term 

7 



I/pharmaclst". 2 refeO?!nC:As to ·'licensed pharmacIst" I 8 references to IIregistered 
pharmaclstfl and 5 refArences to "dispensing pharmaclst-, No definition of or 
referen'c8 to IIclinj~~1 pharmacists" or to ··clinical pharmacy program" exi~t~ in the 
statutes or regulations in the 2006 compilation of laws and reglilation~. The use 
of these term~ i~ confusing, 

Thank you for the opportunity to provide Inttial comments on these proposed 
regulations. CNA will attend the hear1ng schedulerl for April 26 and will provide 
further comments at that time. 

Sincerely, 

~ck,~· 
Vicki Bermudez RN 
Regulatory Policy Specialist 
Califomia NUt"$e! Association 
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AMENDED TN SENATE JULY 16, 2003 

SENATE BILL No. 393 

.Int....oduced by Senator Aanestad 

F~bru~ 20, 2003 

An act to add Article 7.6 (commencing with Section 4128) to Ch~pter 
9 <:If Division 2. of thr: Bl~~lnr:~,.. l'In.o ~mfeS510ns Codo. relnting to 
pharmacists. 

LE(jl.~,/ITTVt\ r.OT.lN.<;P.I;S nlC'i)?;<>1' 

RR 393, as a.mended, Aanc:ltad. Pharmacists: inpatient phElrmaoy 
. technician servjc6~. 

Existing l~w, thr: Ph~nl1.71"y Law, authori7A:.G! the Ca.lifornia State 
Boa.rd of Phanl1fl.cy to regula.te, license, register, and dis~ipHne 
phanna~jsts and pharmacy technic.ians. EXistinK lnw ;::tllthmi7.c" tl 

phannacy tcchnician working in an inpatient hospltal or a correoti0nal 
faciHty to perform nondiscretionary tasks only while· assisting, and 
while under the direct suporvision and control of, e. pharmacist. 

This bill would authorize a general acute care hospita.l co implement 
and operate a program usine specially trained phanuacy technicians to 
check the worl{ orother phannacy technicians who have filled floor and 
wftrd sr,ock and unit dol'c distribution systcm.s for patients whose 
pharmt'\cy prescri('ltions have been pnwiouilly reviewed by a ticeru;ed 
phannacist. The bill would require a nospir.al rhar. operaTes 'ellis prngram 
to keep it list of all qualified phannacy technicie.n5 ava.ilable for board 
inspection and to keep all reqllired data in the hospital for ar leasl .3 
years. 

Existing law make~ it a misdemeanor to knowingly \liolate the 
Phannacy L<tw. Becaill:e violar.ions ofthis bill would he: a m;!\domoanor, 
the bill would impose a state-mandated 100a.1 program. 

http:technicie.n5
http:nospir.al
http:regula.te
http:Phanl1fl.cy


04/17/2008 15:00 FAX 

SB 393 -l-

The CaliforniA Const;tution requires the sta.te to reimburse local 
agencies and school districts for certain CQU£ mandated by the Stale. 
,l)lilh1fnry pmvil'iion~ e3tabliljh procedures for making that 
reim bursemel't, 

This hill would provide thai nn. m;mhtl~e:mcnt is rcquir~d by this act 
for 0. 5pecified rell-son. 

Vote: majority. Appropl'la,rion: 110. Fisc.al comJ11ittr.C"( yr:~. 

Statc:-mandatcd local progTlml; yes. 

T1u~ I'pnplF. nf flu: Sf(1t~ nfCaNf()rnia do enact asfollow.,,: 

1 
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SECTION 1. Th,r; L~~1.l'ililtllre -finrl,~ and dcclarell that: 
(8) Phflmlaciat8 ha.ve emerged as oritical memb~rt\ of a med1cal 

ream by provIding senrice.!O .!Ouch as patic:m edm:at.iQn, c1nlf; thrln1[1)' 

monitoring. and plunrnacokinctic consultations. Phannac1sts 
often work side by side with phy,"icians and nurses, and panicipare 
in mr.:d.i('.aJ rr.mn,rll\. Ph7l,nTl.i'\d~t~ play an integral role in cn~uring Q. 

Bate medication use process. '1 nrough interpretation. evaluation, 
and clarification oforders, phannac]st$ ~.n~m~ t.h~ ?\h..~ncc::: nf drug 
IlHergic5, in tCrIlctions, du.plicfl.tions, and the optimal soioctlOn of 
do&e, dosage (orm l frequen~y, rome1 and duration ofthC',rn.py. 

(b) There currently OXi5t~ 1!1 "bortage of pharmacists in the state, 
and tbis shortage has the potential to ~aU!\e harm to parients 
bt:GEl.uSC hospitil.ls la.ck sufficient staffmg to fully ttlk~ adva.ntflge of 
cl inical pharmacy programs thal: ha.ve been shown to reduce the 
numher of medication orrers in hospitals And improve pationt 
outcomes. 

(c) Studies aurhorized by r.he California State: Board of 
Pharmacy, and conducted ~lnder the direction oHhe University of 
California, San Fraflci~co, at major California hospiTalS, have 
C:1\tahli~hc:d that c:;crtain nondiscretionary functloml 0urrcntly 
performed by pharmacil\ts in the hospital sening can saf~ly be 
performed. by pro~Tly trained pharmac:;y tcchniclCll15. Specitically. 
a.llowing properly trained -pharmacy technicians to check certain 
tasks performed by OTher pharmacy technician." il' a safe:: and 
effioient use of Btaffl and frees phannacists to provide the more 
important and sldllcd clinical phannacy .!iervkcs that arC critical 
to quality pati~nt cllre Bnd the reduction of medioation errors. 

(d) Pharmacists are gub~tantial1y over-qualified for perfonning 
these nonc1iscrr:ti,nn,i'I.ry inpi'lticnt checking funotions. and CUfront 

http:nonc1iscrr:ti,nn,i'I.ry
http:hospitil.ls
http:ofthC',rn.py
http:mr.:d.i('.aJ
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rules that require pbarmacists to perform these functions 
unnecessarily lim1c hospitals in their capacity to fully provide 
pati.ent~ with clinical pharmacy services, 

(e) It 1S the intent of the Legislature in enacting this act wa~ 
flMrrnl'll~,\"'ti'\ rcm?l;n n="ron~ihle for pharmacy operations. Nothing 
in these provisions should be interpreted to eliminate or minlmize 
rile role of pharmac.ists ill c:lirt:lj,tly ."Ilpc:-::rvi"ine phi'l.nn;,cy 
technichms Md pharmacy opemtionfJ. It is tho further intent of the 
Legislature that hospitals take advantage of the efficiencies 
created by these provislo11lt by U~iDg properly trained pnannaoy 
technicians for certain nondiscretionary checking func!iotl~ and 
m.nr~ r.nmp.1r:tdy l1t;Ji7.l!: t.he trainin~ a,nd skills of their phlU'lnAcist 
statr to implement and expand clinical pharmacy program:; at their 
facilities. 

SEC. 2. Article 7.6 (com.lDencin~ with Section 4128) is addl;d 
to Chapter 9 of Division 2 of the Business and Profess;,on!'!' Cnct.~, 
to read: 

Artick 7.0. TnJiatient Phrumacy Technicicn Service6 

4128. (a) Not'With~tf'l.ncHn~ i'\ny other pmvir<ion of1aw, a general 
acute care hospital, as defined in subdivISion (a) of Section 1250 
(,) f the Health and Safety Code, may impiemGnt and Orl"\T:1t~ ~ 
progrnm utilizing specially trei-ned pha.rmn.oy technicians to check 
th~ work of other pharmacy technicians in connection with the 
filling of floor and ward .stock and unit do.s~ distribution :iystemB 
for patient a admitted to the hospital whose orders have previously 
been reviewecl hy a HCl:nsc:d pharmacist. The hospital ml1Y 
implement and o~erate this type of a program ifall of the following 
requirements arc mer: 

(1) The h05pital cDnduct~ rtn ontOiflg special training(J. 

progt'run p'l:ll'~aftt te erneri& tl1e e&e:PEiI, 8y t'@~~lNien, lias 8:t:16fl~ett 
Mr' Era;iAiflg ,~R8[''Iitle) teeftntCialll!. Thb edteL'itt M1ftl:J ir.eltt4e bO~k 
diclaetie El::tid J9r&e~iea.l elemeM9. P.t8J' teo 8t48f.1tiflg laese 
I'egt-llfttions, the b99f'8, fj~&H t1~181je 8: k(l!1l:1hnl\, fet:J'tie~t fe 
iRll,:11eRleflt Ii ~ham1ftey t.eehnieiaa f}regrtld'ft ~f it is 8ati8~etl that the 
'~es~Hil l~~ :8:eI@~~ate tl:silllll::@ flr6~ram iifld fl:1eetS {Ae-6fi.'ti:r' 
le'ltlilemel1ts of tb;~ seetiefl. for technicians who perform the 
aileakil1gfimctiorJ that satisfifl.S thC! "(Jq/llh]m~H1~ ~!,~ubdfv1.riDn (b). 

http:pha.rmn.oy
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(2) The hospital conducts a continuous quality improvement 
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program that, at a minimum, audits the performance of the 
~recj;\lIy lrair\cd pharmacy tcchnicii\M at least every three months 
tor the first yeaT, and annually thereafter. A pharmacy techniciall 
whose audited al".Cl1r<".r,y r::lt~ r~lt" hdnw 99,R pc:rccnt. :oIi'hall Tlot bo 
permitted to check the work of other pharmacy technicians until 
he or she is I'cqus1ified pursuant {Q paragraph (I). 

(3) The hO!lpitnl ht'\8 a currcnt nonproviaional, nonconditional 
accreditation ftom 'the Joint Commission on the ACCrediHl.tion of 
H~~lt.hC"mTl:': orZll,n i'T.i'I.ti on,,;; or 8.T'\othcl' nationally n::cognizcd 

accredIting organization. 


(4) The hospit<".l phllnn?lr,y h7Ji'\ h~en i".c:ptctcrl by the board. 

(5) The hmipitaJ e8tsbh5hes and maintains a program ulilh:inp; 


phannacists to provide clinical services as. dcsc.ribc,d in Sec:tin.rl 

4052. 


tb) The training program yoq uJrBd by paragraph (l) of 

S7Ihdiv(si(ln (a) ,'ih.(.dl inr:l7.ld~ hr,;.h didactic and practical dements, 
and ,shall .'lptl,6!ly Yl3quin~me.nts to be cornp/(.3fCtd prim'" To the 
recJmtciaH carnmlmcing parliC";pntiCln in /.hp. r.hp.(".kin.g pmgY(1m. 

(1) Th~ didactio component qf.'the {"4iniJ2f;! .';/falf (Jt>H.Yist oIllt 
leQST jour hO'IJrs qfeducartrm cov!1rfng rhe/bllowing tnrjr:~: 

(A) information required to be 0'2 ihe krbet oj' unit dO.U1 at 
~x1qmpot'(1'heous paokaglng. 

(8) ldentinr:aliort a/expired or contaminated mc:.ciir.:alion.'f. 
(t.) The product characteristics {hat nead 10 be Ch2Cked Jor 

each drug dtspenxed fmm [he pharmacy, 
(D) Spec;cll paokaging or handlin~ reqr.liri!,)1>t~J,1t8, iHc/uding 

refrlge.ratlon far certain l1ledicali(ms. 
(E) Gene.ric names jor common name-bran.d medicatioh!i. 
(F) RtlC'ogt:ill1rJ)1 CJ.)1d fd,gnrijica.tfo)1 (Jj'Vl1rioris dosage Jarms. 

(aJ Common medical abbreviations and symbols u.sed if! 


pharma(),Y
(H) Bastc malhematicaf principles u."led in pharmacy 


(Ja/()ulaliorls, including cOllver,don; b(Jtwe~n and within Mfllric.', 

avotYd1J.fJD1.!, and apo,hecary s)lstems. 


(2) The practical componenl qfthe training shall consist ~fat 

leaST two hour.Vi ()/supervised practice in whwh rh8 1rainee. bath 

f7h.'(~rvf'!.~ pmpP'.r dlfls(;king procedures and pelfarms propcw 

ohecking pmcflduY(Js lmder the d;T'(t(:l ob.'\(Jt'vCJtiol'l ()f th~ 


supervisor. 


http:inr:l7.ld
http:Sec:tin.rl
http:i'T.i'I.ti
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(c) Tho board may. by regulat10n, establisn other rules for 
hospitals utilizing specially tl-ained pharmacy technicians 
~I"!"'''"t I;; .11,." ,.o(.tion, The hoard "haH ~ol't reg\.11atiefill 
estaMishing tl't~ Bl'iteft8 a.eserieeti if! J3eregJla".,h (I) 8f8ti~t:Ji~si(m 
~ pur.wQnt tD this section. 

te1 
(d) The board may order a hO!lpital to cl.",ase (I,r.;tlVlt\r:,'i 

auth('Jri1~ecl hy this section at tmy time ~ hospital fuil~ to satiflfy the 
'board that it is capable of continuing to meet the requirements of 
thi s section. 


t41 

(~) Da.ta and records n:q\lired hy thi" ~I:'!(";t,i,nn. ,..hi1.1l he rc!:a1rted 

in eMh Po.rtic1flating hospital tor at least three years. 
te1 
(j) Medication that ha~ been placed in floor or w(U'd stock or 

unit dose dilitribution sy~tem~ pur5iuam to nus section shall not hr: 

aclminil~tel'ed to a patient except by a licenscd hefllth care provider 
practicing within the scope Of his or her license. 

t!) 
(g) Legal responsibility or liability for errors or omissions that 

occur as a result 01" a t'Jharmncy 'Cechnic.ian r.h~rJ.";ne imnthr:r 
pharmacy tochnicianIS work purs\lAnt to th15 seCtiOl1 aha11 be 
limited to the holder of the pharmacy permit 2nd th~ phannacis'( 
in Cihttrgc. 

4128.1. (n) Every hospital utilizing pharmacy techniciaru} lO 

(:heck T.he work of Other plmnnaCiY tcchnician:s pUrS\lant to Section 
4128 ~hall maintain tor inspection by the boa.rd B. CUlTImt lise of all 
pharmacy T.Cchnicians t.hat bave hecn. qual it1cd to perform 
chocking funotIons, 

(b) A ph~rma~y technician jg not eligible to be qualified 
pursuant to thj~ article: utI1ess he or she: 

(1) Is cl1rrently certified by the Phannacy T~ehnician 
Cet'Fifyi:ng Cert(j)carton Board. 

(2) Is currently registered with the board as !:\ philrtI\acy 
 technician pursuant to Section 4202. 

SEC. 3. No reimbursement is required by thi!3 act pursuant to 
Section 6 of Article XIII B of the Calit'ornia Constitution because 
the only costa tbat may be incun-ed by f1 local agency Qr schoo) 
di~trj~t will be incurred because thi~ a~t create!; a new crime or 
infril.t~t,inn. climj)"latc~ 8. crime or illull.ction. or cha~es the penalty 
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2 
3 
4 

for t>. crime or infrnction, within the meaning ofSectjofl 17556 of 
the GovenlIllent' Code, or changes the deflIlirioll of a crime \vhhin 
the meaning of Section 6 of Artiole XIII B of ~bc California 
Confititution. 

o 
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ATTACHMENT 2 




AMENDED IN SENATE MARCH 29,2005 


SENATE BILL No. 592 


Introduced by Senator AaDestod 


February 18.2005 


An /let to add Article 7.6 (coi11II14:IlGing with Section 412R) to 
Chapter 9 of Dhlision 2 of the Business and Professions Code, relating 
to pharmaLY tcchnicianR. 

LEr.I~L.ATIVE COUNSEL'S DIGEST 

SB 592, as amended, Aanestad. Aoute oare hospitals: inpatient 
phaImacy technician services. 

Existing law. the Pharmacy Law, provides for the rc€UJatioo of the 
practice of phannacy by the Califomia State Board of Vhannaoy, in 
the Department nf Cnm'lIm.r:r Af'fl'\i.rs. Existing law authorizes; .a 
registered pharmaoy teohnician to assist in the performance of 
phcmnacy related dutiell under the supervision of a licensed 
phannfLoist. A violation of the Pharmacy Law is a orime. 

This bill would authorize a general acute care hospital to implement 
0. program utilizing specially trained phanna.cy tochnician~ to check 
the work of other pha..nna.oy teohnioians ill connection with the filljng 
of floor and ward ~tC)Ck and unit dose d.isr.ribmion sysr.ems for certain 
patients, if specified requirements are met. The bill would require a 
hosptral ,hal Dp(:!'1'ates fhi.s program to keep a {lSI ()f all qualified 
pharmac..y technicians available for board inspection and to keep all 
requtred data in the h(J~piJal for at least 3y~ars, 

BCI;ZlUSC:: a fai1ure to meet the training and other requirements in this 
bill would be a crime, the bill would impose 11 state-mandated 100a1 
program. 

The California Constitution requires the state to reimburse local 
agencies md school districts for certain costs mandated by the et~te. 

98 
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Statutory provIsiOns establish procedures for making that 
reimbursement.. 

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

Vote: majority. Appropriation: no. Fiscal camrnittc:c: yc;~. 
State-mandated local p('ograro: yes. 

Tht1 peoplo ofthe State ofCalifornia do enact as follows: 

SECTION 1. The Legislatur'e findJ and d~clare.r all of the 
following: 

(a) Pharmar.iL<:l,~ haw~ r.mP!"!JF:d a;r r:ritir:(Z1 mp!mnp,r.f nf (1 

medioal team by providing sBrviCIM sUCH a$ patiant education, 
dn~g thr:.rnpy mon'-roring. and pharmncokineftc cmuuirartDI1.'\. 
Pha,macists ojre,., work side by side with physiaiafl..f and n:urse:3, 
and panlt!/pt1Ie. in medical rounds, Pharmacisls play an tntBgra/ 
role in ensuring a safe medication use pror.ess. Thrm./.gh 
interprerarion, Gvaluatton, and clarification of orders, 
phct.rmad,tf..t r:n,t7.(rr. thp! rln.'I("!rI.r:F! nf dm,g (1.11F!r'gif..'i, int:e.rncfjOll.S. 

dl~plication.s, and the optimaL $e/~ation of dos~J dosage jor"", 
frequ.ency, rowe, and durarion a/lherapy. 

(b) Tlter~ ctlrrt!ltlly e~i..st.j a shortage of pharmaci8ts in the 
~[atlZ. and this shortage has the poumltaJ 1D C{JI..ISf) harm to 
patients because hospita.ls lack su.fficicnt slq(fing to /ull.v take 
advamage ofclinical pharmacy programs that have been shown 
to ,..e:duce the number of medication errors in hospitals and 
improve palient outcomes. 

(c) Srudtes authorized hy lhl!, California State Board of 
Pharmaoy, and conducted under the dz'rection of the UhiverJir,v 
olealflarnta, San FranctscCl, at majar California hospitals) haws 
e.stablished that certain nondiscretionary Junctions currently 
peiformed by pharmacists ~n the hospital seUin~ can salely be 
performed by properly 1.ratYle.d pharmacy fl!ch 'It idans. 
SpBoific(JUy, allowing proper~y trained pharmacy teahHzait.m..f to 
c.heck certain (ads pe.rjarml?d by Dche.r pharmacy t~ch7licj(JnJ: is 
a safe and effiait:.m use OJ'3tqff, andfrees pharmacists to provide 
th~ more important and .~kiIlBd clinical pharmacy seyvices that 
are critica.l 1('1 q7.1al.i1y p{lf.i~n/ c(Zrp. (Z",.d th(': r'('.d'IJr.r.inn of 
medication errors. 

98 

http:hospita.ls
http:Thrm./.gh


04/17/2006 15:03 FAX 
 10VliJ/VO"+ 

-3- SB~92 

(d) PhannacLsr.s are substantially DVB.r~qua'IflGd for 
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per/orming fhese nondiacre.tionary inpatif:nt c;heckingfuncriofl.:~. 
and CUrrlml rules that require phaJ'maci~t.f, 10 p~iform thB.'UJ 
junctionJ unneceoisarily limit hospitals in thetr capacity /.(J folly 
providB pati~nts with dinicaJ pharmacy ssrvices, 

(e) Je ts rhe tmen!. of r.he Legislature i11 l2J1al!11Hg thiS act that 
pharmacL'it8 remain responsible for pharmacy ope,.ation.~'. 
No/.hing in thBSt'!. pravtS1l)HS should be interpreted ia eJimina'~ or 
minimi~e the ro!~ of pharmacioits in direc.tly sl{pl!:.rvi,dng 
pharmacy technicians and pharmacy opq,ratio1l.s. It is theftArther 
intent 0/ the Leg!lflC1.l~,..e 'hnt hO.'ipif.olr m.ke. advantage af the. 
BjJici(mdes created bv thsss proYi,sions};,y using properly trained 
ph(7.Tm,acy technicians .for t!B.rraln H()!ldisCretiol1ary ohscktnf.r 
functions and more completely utilize the. training rmri ,f;kWs of 
fAa!r pharmacist /UlJ}r 10 Implement and expand clinical 
pharmacyprogram.,~ al thdr/f7.r,ilitit's. 

SBCTIC»l 1 , 

,~fi;C. 2. Article 7.6 (commencing willi Section 4118) ir; added 


ro c:.;hapter !) of Division 2 of the Business and Profos~iotls Code, 

hJ read: 


Article 7,6. lnpatiem Phannacy Technician Servioes 

4laS, )04'stwHi1st8.5tiinS 8:~el:' J'f.'tr. ialeft ef this ehB:t'ter or 
al(, 'r"Ith:('.f, pf~t3ier! ef lR~1 a: ge1'l:et'8:1 S:et:1te ef1trt: hefrphal, 8:S 
detil\<&(f ift sttbdi¥~iefl: (fJ:) 6f Seetion 1250 of the Health wId 
StitelY Cooe, ft~y i!!lf1ie.fllent a:ne t1pMtNe & l'f5gfttffi l:l:tili2~g 
s~eeidll~ h:mIled l'haTmae) eee11I1jejl1tl~ f:() oheek: the w()fk of other 
I!>ilmnaey teehnieiAft8 in esflfteetien witlt ~HmJ!: ef..flOO1:'-ittlt! 
ow md 'Stoek wId tlmt dose dillpPj~)tnjtJ) [ .~ySf.ems ~r fifttit!11~ 
aefrt1ttoee te t:He h~tal-wh~li6 ef'ti:el8 l)a:ve preyi0t13i) boen 
le,,'i~ed h, ft He:en:sea ~h8'l"mfiejSt A be!f~it!ll i~lemefiefiS 8:M 
6t'er~h~~ a ,pregra:Hl l'tl~l1tl.11t to thi~ "C(ltiOIl ~ho:llliiect all of the 
fu11.6 wifl~ l"t:~Mit e:rfleffi~ : 

(ec) The ho~pjtal Jhall concitlet l! !pccizt1 tmi".i."~ t'rf'l~fflm rer 
teeMieiM:s wfta f)erfurm ~e eMekiR~ fuftetien that j3re, idea tho 
tcc;nn teiltll,' wit}} t,he S8:lne"""ffM~ifi~ M.Ulot 8: phs:nl18:eist ~\8l:da ~e 
l'f6{tae<;i wi~ft ~oaer l'6fa~fd:ph (1) of 3't1bdi9'i:sioD (b) of SeetKom, 
4M1:-: 



04/17/2006 15:03 FAX 

SB 

I 
2 
3 
4 
S 
6 
7 
R 
9 

10 
11 
12 
13 
14 
1~ 
16 
1'7 
18 
19 
20 
21 
22 
23 
24 
2S 
26 
2.7 
21:1 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 
39 
40 

592 -4

If!:l VLV/ VO" 

tb) T.he h6~piutl SfttlH eent:iliet & e6ftti~et't9 Ett:lality 

·impro .. ",mont l'tOgt'l!dll. 


Ee) The hesl'i~f11 3fteH estB:bliih S:llel maift~t}i:n fit ~ff>~ram 

utilizing phaI1lutti~h! to P'rth ido eli1'1.J.el!1 :'e.I ~iees~ 80!! tle!!eri~t€l if! 

Seetie:a ~052. 


(d1 The hmlf'ir.al ~hall tlft:ve It ct!f'ferU, HOflflFer¥ts i6Ml, 

rt&'lieemJitiet1B:1 e:eereeitatidft {fern the Jeifit Cel'n't'n1saiol1 on the 

fteeretiir.8:T.i6fl af He:fthhsare O!,!B:l1i28:fiofts er lltiatoJ:zep l'lMif\fJ:8:l1y 

reeeg,Il£ea. aeereaitin= erttAniz;ation. 


4128. (a) Notwithstandinf( (my olher provision ~( law, a 
general acute cant hn,tpita/, (1," dpfined in su.bdivision (a) IJ/ 
Saction 1250 orthe Health (lnd Safety Code. may implement and 
(')l'p-ro.t('. 0. pr-ogram urtltzing ]pe.t:.Ially lrained pharmacy 
tech1'lioiana 10 check the work 0/ otJH~r pharmacy ttJchnir:ian.r; in 
C071ne.Cli()l1 wtth rhe filling offloor aJ1d ward siook and unit doss 
distribution system.'i for patlrtnt.'( CJ.rimitf.(7.d tn th(': hospital whose 
order.q na'V4l pf"{/viou.sly beBn rBviBw~d by (}. licensed pltarmaaz'.1'1. 
The hn,';l'itrz/ m(1Y i.m.plement and operate thts rype (J/a program 
ifail ~I {h~ following requirementJ are met: 

(1) Th~ hruptra/ c.onductJ (J spectal rraJnfng program for 
technicians who perform the. (;he(;kin~ junr.ticJn th.(1r. s(1t;sfi~s (he 
rqqutremsnts of.rubdivision (b). 

(2) The: h(').'pit(1.l r.nncll/c.t.r 0 continuous qualtry tmprovemfllnl 
program that, at a minimum) audits the perjc)rmance 0/ the 
'''l'f'.r.J:ally ,rained pharmacy IBchniCiam' at least 8\.JBry. three 

. months for the jir.!Jt year, a.nd annually therea/ier. A pharmacy 
rechnictan whose audited accuracy rarelCllls below 99.8 percmtt 
~hal/ not be permitted to check the work 0/ other pharmacy 
ttlchnictaJ1.f unlil he or she is rBq/Jal~fit3d pursuant to paragraph 
(1). 

(3) The hospital has a Ct4rrent nonpro"i.~ional, nonconditionaZ 
accreditafion from the JoinT. Commi~.sion on The AccYedftatfon of 
Healthcare Organizations or another nationally recognized 
accredtrltrg organizatton. 

(4) The hospital pharmac.v ha:i been inspected hy the hoard. 
(5) The hospital BStahlishe.~ tl)1d maintains a progrlJln utilizing 

pharmaci~t~ to provide. clinical .servtce.~ as d~scyibed in Sectton 
4052. 

(lJ) The r.rainlng progra.m Yf!.qu.tre.d hy paragraph (1) ~f 
.!uhdivisi.on (a) shall if/clude both didactic an.d f7rn.r:l.ir:(J.l 
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elements, and shaLJ .~pecifY Y'equir~m~nts to bft completed prior to 
'he rechntctan commenctng panicipallon in the checktng 
pro~ram. 

(1) The. didactic CD1J'P[JnI2J1t ofth(J. traf'nIng shall consjst of at 
least/our hOur! o/education CQvering the/ollowinz topic,I': 

(A) in/annation requirsd to os 011 the tablJ! of unit dose or 
extemptlraner)U!i par:kaging. 

(B) Identification ofsxpired or contaminated medications. 
(C) Tht'. product characterisTics rhar n.eed ro bE!. checke.d jar 

each drug dispensed/rom the pharmac)l. 
(D) SpectaJ packag1H.g Or' handltng r~quirem{mts, includtng 

rt{rigerarionjor ctrtain medications. 
(E) Cenl1rlc names for common name·brand medications. 
(P) Rf1:r:ngnitinn (lnti ir/.(':.nrific:o.f.ion. o/v(1rio7ls dosage forms. 
(0) c..:ommon medicat abbreviations and symho[,f u.:~ed in 

pharmacy. . 
(H) Basic mathematical principles used in pnarm(J.r.y 

calculattons, includIng conwrstons between and within metrio, 
avoirdupni.'t, and apnthp:r:(1.ry ,'ty,orip.m:,.. 

(J) The praotical compantmt ~l the 'rainin~ ahall consi!!t ofat 
If'.(1:~t two hours ofsupervise.d praCTtce in which lhe rrain~e both 
observ~9 propel" checking procedures and pe~forms proper 
chl2cHng proc(idures unde.,. ths dtreat obssrvaUon of the 
supervisor. 

(0) Tho boa"d may, by regulation, 1},,!.'lablish other rule,.;; jor 
hospitals utilizing specially [rained pharmacy r.echntcLans 
purSiLant to this se.ction. 

(d) The board rna)! order a hospital CD C{u.tJ't!. activittt;.J· 
a~thori~cd by this section at any time. a hospital fails to satisfy 
r.he hDard that it is capablq Of continuz"ng to meet lhe 
requirements ojth is sec(ion. 

(~) Data and record~ required by this s~()lion shall be retained 
in each parliciparing hospiLalfor mleasr Three years. 

(j) M().dicalion that has bBsn placed in floor or ward stock or 
unil dose dtSTrlbutlon systems pursutlnt to this .geclton ~halJ nor 
b~ administered to a patient except by a lictNse.d health care 
provtd(?r prCJcrtcfllg withtn the scope ofhir or her licet/SfJ. 

(g) Legal responsibility or Uahility fn,. error.. nr nmi,'f.~in".'\ that 
OCCUI" as a result of a pharmacy technician ohockin.g (mother 
pharm.o.r.y t~r:Jmic:l(Jn.~) work pursuant (0 (his seCTion ~hall he. 

http:apnthp:r:(1.ry
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limtzed 11.) lh~ hold2r oftill}, pharmacy permit and ih~ pharmacist 
in cn4rgc, 

4118.1. (a) Every hCJ~pital utili:IiHg phannacy ({3chniaians to 
. check: the work oj orher pharmacy tB!chn1c.tans pursuant to 
Section 4J28 .!Jhall maintain/or inspr;ctioH by the board a current 
It~1 at alf ph.armacy u!.chntclans that have bBBJ1 qu.alified to 
pe.,.jorm cheakint.fimcrions. 
. (b) A pharmacy t~chnjcian i.i' nor l!l~(fjbl(l to be qualified 
pursuant to thr~ article r1nless he or she; 

(1) is currently Cllrt!1ied lry the Pharmacy Technician 

Ct!rtijication Bc)a7'CI. 


(2) Is currently rBgilltered with the board as a pharmacy 

tp.r:hnician pursuant tD SectiDn 4102, 

~ 
SEC. S, No reimbursement j~ required by this act pursuant to 

Section 6 of Article XIIJ A ofthc>: C;lJi.fGrni!\ Constitm:ion became 
the onl~ cOSt'S thac may be incurred by a local o.gency or sohool 
di~trict wi.U hr: in"11I:T~d. bec~llse thi~ act creates a new crime or 
infraction, ellmmAtes a crime or infra.ction. or changefo1 the 
pr:n!\1ty for a crime or inftaclion, within the meaning of Seotion 
17556 of the Government Codc~ or change~ thr: 11t"l.fin,ition of a 
crime within the meaning of Seotion (:) of ArtIcle XlII B of the 
California Constitut.inn. 
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Date of HearinQ: June 14, 2003 

ASSEMBLY COMMITTEE ON HEALTH 

Wilma Chan, Ch~ir 


BE 592 (Aaneatad) - As Amended: March 29, 2005 


SUBJECT A<:'ll.t-.P. r,i=l.rp. hospir..als: inpat:ien'e. pharmacy c:echnic:J..an 
~~~V1C~s • 

. SiJMMFi.Rj AlJ.ows a general acute care hO$pJ. t;;,.l to implement a 
program of allowing specially tr~ined ph6rmacy technici~n~ to 
eheck the work of tlt-.hp..T ph"l.nr1i1,r.y r.echnlcians reJ.ar.lng to c:he 
filling of floor and ward stock ~nd unit dose distribution for 
patiente who~~ order~ have previau3ly been reviewed by ~ 
licenSed pharmac.1.st (cnec1<.1.ng program), under .specific 
requirements, SpGlci£ic;.Uy, ..~hJ..s_ .. l?i~.f. .. 

1.)Requlre9 hospitals irnplem~nting th~ cn~~kin9 program to mOQt 
all of the following: 

a) Conduot spacial e.rainin9 program for technician~ who 
perforrt'l the checking function, as specified in ~2) below; 

b) Conduct quality imp'roY~ment proqram thet, at a minimum, 
audits the p~r!ormance or ~he specially ~r~inQd phar~aey 
technici~n~ ~t ~~~$t 8YSry three monthe for the firot year, 
~nd ennually thereafter. PrchibitH A ph~rmRr,y technician 
from checking thQ work or o~her pharmacy technici~n$ if his 
or her audited ~ocu~DOy race £all~ below 99,al, until he or 
~he is requ~~iflAct, RR specifiea; 

c:) E'O.::l':H:::I~ current nonprovLsione.l, noncancli tional 

accre~1~at1on fram the Jcinc cammiS$~on on the 

Acc~Qditation of Healthcare Organi~ation~ Or another 

nationally recogniz~d accrerttttna nTa~nlza~ion; 


d) Have the ho~pital pharm~cy in~pected by the BOdrcl of 
pharmacy (Roard): an~, 

el E~tablish and m~inta~n a program using pharmacis~s r.o 
prav.1.cte c.U.n.1.caJ. serVlce£ I as specified in axi s:ting l~w. 

2)RF.iquire~ the training program speC:l!leC! ..l.n #1) 61) ~o incJ.ude 

o 

file:1f\\cna.pn\dfspnths\MyDocuments-NOCAL\ V lcki Bermudez\Regulatol)' Comments 1lT... 411.7/2006 
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didactic and practical elernente, Qnd epecify reguirement~ to 
be completed befo:t'e ~he 1:echntc.1..an stares part.tclpar..1.ng in the 
ch~cking pro~r~m. 

'3) Requ.i.res the didactic training to consist of at lea.st fO\,lr 
houre of education covering topic~ on l~bel or p~ckaqing 
information, identification or expirea or GOntamlna~ed. 
medications, product oh~r~ct~ristic$, ~p~cial packaging or 
h~ndlinq requirernent~, qeneric n~me~, do~~ge form~, m~di~~l 
abbre~ia~ions and symbols, and b~~ic m~chQm~~1c~l prlnOiples. 

4) Rp.quir?R r,hE'l prar;ticaJ. componem:. o.~ the 't.ra1ning to consiSL Cif 
at least twa hour~ of sup~rvisQd pr.ctiOQ in which thG trainee 
both ob~erve~ proper checkincr procedure~ uncl~r th~ dir~ct 
ob£ervation of ~he supervisoI_ 

S)Allow~ the Board to e~tabli~h other rules, through 
regula~ion.s, tor hcspicals Uci~12ing ~hQ cn~ck~ng program. 

6)Allow~ th~ Bo~rd to order ~ hn~ptt~l to ~tn~ ~hR ~hRCkina 
progr~m .t ~ny tiroQ a ho~pit~l fails to satisfy the Board that 
it i~ o~p~bl~ af meeting the r~quirement~ of the checkinQ 
program. 

7)Re~uires a hospital IO rer.ain daLa an~ records ror ac least 
three years. 

5lReQU1res a licensed health care provider practictng witnin the 
scope of his or her license to adminiete~ to ~ p~ti6nt 

m~dic~tion~ pl~oed in floor or ward stock or unit dose 
distrib~eion systems. 

9) J.JimiT.9 legal responsibility or J .. iab1J.1't.y for errors or 
omi~Gions that occur as a r~9ult of a checking program to the 
holdt=r of the pharmdcy permit o.nd the ptV:LT:mi'.\r..i.:'it .i.n r.hiHCJR. 

10)Require~ ~ ho~pital to maintain, for in~peotion by the Board, 
a curren\:. liST: ot all pharmacy T.echnicians (hal:. have b~~n 
qu~lifi~d to PQxform ohecking functions. 

li)Requires a pharmacy t~chn10i~n, ~O qual1!y undGr th~ chGcki~g 
program, to be currently certified by the Ph&rmacy Technician 
Ce:!r:''i:i. f:lr.F.lt.i.nn 8(V'\Tti nnrl. rRgi::o;r:F!rf.<i with the Board. 

12)Mo.kc~ finding~ dnd declaration~ regarding the worklo~ct oe 

o 

SE ~9:Z 
\?..,ge . :3 

ph~rm~oists and thG n9~d fOr pharmacy technicians to perform 

filc::/A\cna.pri\dfspaths\1vlyDoc,umemts-NOCAL\Vick.i Bermudez\Regulatory Comments ar._. 4/17/2006 
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specific functions to ease the workload of pharrnaciats. 

_qf{ISTI!l.~_ LAW 

1) Requires pharrl\soy teohnici~tlo to be certified by '~he BOe\rd, 
Allow~ a pharmacy technician to perrorm paCkaglng, 
manipu~a~iv~, ~QPQtltlV~, or other nondi~crQtion~ry tasks, 
only w~ile ~~~i~tinq, end while under the direct ~up~rvi~ion 
n.nM. r.nntrn.1. of a pharrnacis'C. 

2)ReQuire~ a phormaci~t on duty tn hR rtirRctly responsible rar 
the con,;1uct. Or a pharrnacy technician. RQquirGG any pharmacist 
r~spon6ible fOr 0 pharmacy technician to be O~ th~ premises M.t. 
?i:n -eimes, and r:he pharmacy J:echnician shall l:;ie wi'Chin t.he 
ptlarmacist's vi~w. 

3)Requires an applic~nt tor rogistration aBo a pharmacy 
technician to be ia,ued a certificate of r~gi~tr~tion if he or 
~h~ i~ a high ~chool grM.~u~r,e or possesses a general e~U~a~ion 
d&u~lopmont ~qu1uala~t, and meets ~ny on~ of the following 
req:uirernerit,:,: 

a) Obt_~ns an dgeociate's degree in pharmecy teoh~ology; 

b) Compl~t~s a course of training sPQcifiQd by the Board; 
or 

0) Graduates from a school of phormocy occredit~d by the 
ArncriGon Council on Ph~rmaceutlcal Education or a school or. 
pharmacy r~cogn12Qd by the board. 

E"ISCAL EI:F~~.'J;' Unknown. This bill was appro",ed. by t:.h~ sena1:1i1 
Approp.t'iatlon.s Committee pursuant to S~m~ta Rule 28.8. 

1) PURPOSE OF Tl:}IS .•~ILL Ar.r,ord1ng to t.be Call rarnia socie'Cy or 
Haalth sysr.am Pharfllac::ista (CSH£P), th~ sponGor of this bill, 
California i~ currently experiencing e ~hcrtoge of 
pharmacists. pJ.J.awlng pharmacy 'technicians t.o p.arrorm r.asks 
within thGir training, educa~ion, and regi~tr~tion ~ould allow 
ho~p~tal-ba~l:::d pho.rmac;i~::I to prnvj,rl.E'! mnrE-') r.linir.alJ.;; based 
runc~io~g with physici~n~. nur~QS, and other health cara 
?rovidere. CSHSP points out thi~ bill would $ignific~ntlY 

rQduCQ mQd~o~~lon r~lat~d errors and greatly improvQ the 
quality ot o~re prQce~~c~ for chronically ill patient3 
recE'!iv1ng trE'!a~mant in hospitals. CSRSP stresses that 'Chis 
b~ll is based upon a 100~ coll~bor~tiv~ study b0tween the 
Univcr~ity of Colifo~nia, Ban F~anci8co, School of ?harmacy, 

file:/I\\cna.pri\dfspaths\MyDocuments-NOCAL\Vicki Bennudez\Regulatory Comments at... · 4/17/2006 
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Long Beach Memorial Medical CentQx, and CQdar~-Sin~i MGdic~l 
Center, in whioh the Board authorized an experimental progr~m 
r.o evaluai,e and compare the accuracy between licensed 

pharmaoists a~d regietered pharmacy tachnioians 


,~)EXPERIMENTAL PROGRAM According to baCkground infOrmation 
provided by eeBSP, in 1997, eedax~-Sin~i M~dical C~nter 

(CedarS) and J;onQ Beach Memorial Medical Cenr.er o;ono BeaCh) 
~etitioned the Board to grant a waiver of the California Code 
of R~gulation~ prohibiting boarcl-r~gi~t~r~d pharmacy 
~~chnicians to check uni~ dose cag£Qt~Qg fl11~d by o~hQr 
pharmacy technicians in the inpatient environment. In 
California, unit: dose rnF)cjir.ar:ion cassettes 'T:hat. are filled by 
pharmacy technicians mU5t be checked by a pharmacist. WhQn 
;t;;i.J.l.:i.ng 0 meoico.tion C;:I.:!:lt;;tte wj,tn I.lni.t do~e :ro.~dici).t.ion:31 a 
~eChni~lan reads a list or medications (a "I11l list") 
previously vexified by a pharmacist, removes the unit dose 
HtedicZltion from =stock, anLi plac~:s it in a patient':! ca.:s:sette 
or mGdlc~~lon dr~w~r. Th~ ph~rm~cisc then VGrirlQS the fillad 
ca~~ette ago.in~t the li~t to minimize the po~~ibility of 
errors. Cedars and tong ~eacb wanr.ed LO ~onduc( an 
ex~erime~tal program under the direction of the University of 
California, San Franci~col School o£ Pharmacy, to compare the 
~ccur~cy of unit dQ~Q mQdic~ticn C~~SgttQ~ chQCKQd by 
pharmaoiete with those of registered pharmacy techniaiefis. In 
May 1.9~R, r.he Roard <;;1ranted 1:he waiver and (he expertment.a.1. 
program was known as: I·Evaluating thQ UCQ of Board RQgL.. tQrQd 
Ph~rrn~cy Technician~ in a Unit-Dose Drug Dist~1but1on SY5tem.~ 
The report on t:he experlmantal program was rQleased in 
Dece~ber 200~ 6nd ind1ceted that phormaci~t~ ~pend one hour 
per day checkinG ~echnician-fil1ed medication ca5set.tes, which 
competes with the increasing demand~ on ph~~maoi~t5 to provide 
clinical services end become more involved in medicotion 
~~r~ty initia~iv~g, in addicion to dealing with tha ~ncrQ~$Q~ 
complaKity of hospitalized patients and the pharmaoiets 
~hort~ge. The pharmaci~t~ and technici~ns were all ~wa~~ 0f: 
~h~ stUdy bu"C not wh(,}n .;IUClit;s would b€l conductad. The report 
revee.led that of the 39 phe..cmacy tc::chniciOon checke:c~, 161,140 
doses were checked and an accuracy ra~e or ov~r ~9.8~ was 
achitivlid. ThQ program comparQd thi~ to 29 pharn\Q.cd.~t.g who 

...5i~.. _;L~? 
t;:l .... gQ s 

chec~ed 3~,A'9 doses and aChl~v@d an accuracy rate of over 
99.S'tJ. 

_~)MEDICAL ERRORS. According to a 1999 report by the Institute 
of Medicine (IOH) entitled liTo Err i~ HumOon,1I between 44,000 
and, ~a, 000 Americans die each year as a result ot aLL types o.f 
medical errors. MQdiaation errors, aocording to the report, 
include ~tQckin9 p~tient-care unit~ in hospit~l~ with certain 
rUll-sLrengch drugs. The repor~ also staLed ~nat medication 

fll.c://\\cTla.pn\d(.I\I"a:t,h.~\MyDocumt::T\tf'-NOCAL\Vicki Bcrmudo7,\Rcgulatory Commrots 1lI'... 4/17/2006 
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errors incrQ.as:.w \..3i th oorctpl~xi ty. Complexity in thQ ft\Gdication 
~yetem arisee from 8ever~1 ~ource~; including the exten~ive 
Knowledge and lnf.ormar:.1.on that C1re necesgary to correctly 
pr~~oribQ ~ m~oio~t~¢n r~gi~Gn for a particular patient/ the 
ln~erminQlinQ of medications or vary1ng ha~a~d in the 
pharmacy, during transport, and on th~ pati~nt cars units; and 
the multiple t~::sk~ performed by nur.ses, of whieh medication 
prepara'Cion and. acmlnistra:C:J.on are bUt: a f.ew, TilM a.l.so 
Q6:timatQ&l th~t, m~cl.io ..t.i.on-r~l~t~d errors for h08pitali::3€~d 
patient~ co~t rouqhly 2,4 ~illion extr~ hospital day~ ~nd ~9.J 
billion in ~xtra charges for longQr SL~y~ .nd ~d6l~lonal car~ 
per year. 

4)~q~KFORCE SHORTAGE According to a study published in 
December, 2000 J by the United 8tate~ De~8rtrnent of H~alth and 
~uman ~ervlce.s, "'1'h~ l?ha~macisL Workfarce: A St:Udy or 1;he 
Supply and D~mand for Pharmacists, II the evidence clearly 
indicote~ the ~m~rgence over the p~~t f~w yF.nr~ nf R snDrtage 
of pharmacists. ThQ st:udy round chQt there has been an 
unprecedenteo demand fer l;)harmo.ci::;t::! and for pnarm;)ceuticQl 
~~r~ RRrvi~F.R, and r:he facr:ors causing ~h~ curren~ Short:age 
are of a nature not likely to abate in the near future without 
fundamental chengee in pharmac¥ practice and education, 
factors cau91ng the Shortage includQ ~ 44~ incr~~se in the 
number af ret~il prescriptions di~p'en~ecl per year in the 
United states between t992 and ~q99, and a 32' increase 1n the 
number of prescriptions fillQd PQ:r: f'h;;l:;m.. c.iet during the same 
tim~ p~riod. According to this o~udYI the pharmaclsr supply 
.1.n r.alLforn:1.a was at 51,! pharmacists per 100, 000 papul:iltion, 
well below the nationwide average of 69 p'e~ 100 , 000. 

California ranks d9th in th~ nation in the proportion of 
regi~tered nur~es per 100,000 population. Th~ Employment 
Dev@lopment DeparLr~en~ estimates ~ha~ c~ll!ornl~ n0Gds 30,000 
~cl.dition_l nurSaa in the neKt four years and by 2010, there 
w~ll be a demond for 109/600 nurse~. Acr.nf.rli~g ~n the 

~:.i 

...-?~ 59.2. 
PelJe 6 

California Board of RQgi~tQr~d Nursing, there are 539 full 
Itime-equivalent regisL:ered nurses per 100 f)OO pOPI.lla1:ion. 

5JQ:r:..H.Ell3-_S_Th.1~S_ . Accordino to th~ n:port on the expe:drnental 
prOQrarn, o1:her star:es , .1.nclucHng 1iI1aShlngton, Kan.9a.9, ~nd 

Minn9~ota, currently allow phe~m~cy technician~ to check unit 
do~e m~dication c~~~ette5. 

6)6UPPORT The eupporte~~ point out that California h08pi~al~ 
ar~ ~xperi~nciog ~ ~~VRrF. ~horLa~e of pharmacisr:s and ~hls 
bill would allow pharmacists to p~rforrn mo~~ comp19x taaks in 
ho~pital~. They stete thet th~ to~k~ delegat~d to pharmacy 
r.ecnnicians in 'ChI.s b111 can be safely d~l~ga~Q~ ~~ ~ndlcat~d 
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by the sxper1men~al program at Cedars and Long Beach 
HOipitals. Cedars-Sinai gGQlth System p'oint~ out that in ~ 
ho~pit~l ~~ttinQ, the checking or doses in ~he ph~rmacy is 
performed prior to the medications being dQlivQrQO to the 
inp~tient unit~ where ~h~ nur~~ agoin vhecKB the medlCa(~On T.O 
ensure i"C is correct berore g.1.ving .1.t to the patient. 

7JJ?!.'.~Q~J'JQN Pl.ccording to the california NurseS .A.ssoc.i.at1on 
(CNA) , allowin.g pharmacy tGchnlciana to PQ.I;'fo.t'm 'the work of 
ph;?rmacista would. put:. un.rea!lono.ble e.nd iner~o..'!!~d lo~d on 
nur.5e.'5 who i!Irp. aJ..rflnrly experiencirH;j ~norrnous prQS:$:ur~a in 
acutG care SQttings. In ~ddition, CNA states thi~ bill would 
put p~tiento ot on increaaed ri~k of medica~1on errors. Other 
()ppnnflnT.3 believe pharrna.c:i.!3t5 should continue to chQck; the 
work of ph~~~acy technicians so thot ph~rmaci3ts do not lo~~ 
control of phormocy prdctiGP'~ for which pharmacists are 
legally respons~bl~ ~nd to insure th~t phar!~a.ciea are oper~tod 
~t the highest degree of integrity and. ~ffici~ncy. 

S)POL~fY PPESTIONS DOQ6 thG polIcy proposed. in t~i~ bill h~ve 
the potential to wor.3en medicotion f!.::r:ror.'i i.n Cali.fornia 
hospitals" 1i'171l1'the policy proposed in this bi.U. pU'C. lMre 

pressurQ on nurses? Has there been ~ufficient ~tudy of th~ 
i~~u~ in California to warrant this policy Change? DQ~s on~ 
nanrandomized study of 29 pharmaci&t~ Qod 39 technioians in 
two hO.3pitals provide ~uf£icient evidence to support a lower 
oveTSlaht S~andard in all California ho~pitQls? 

9) E'RIOl\._~~GI~JATION... 3B ~93 (Aanesr:ad) introduced in 2003, is 
subs~~n~lally similar to the pr~yiBionB of thi~ bill and would 
have &\l'thoriz:t:!d qenoeral tlcute Cdr~ hospitals to implemenr, and 
Qpera~e a program using sPQci~lly trained pharmacy technicians 

rJ 

.~'B .-2.92 
page 7

to check the work of other pharmocy t~chnici~n~ unrtAr 

prescribed condl"C.i.ons and clrcumstancQs;. Thi~ bill did not 

mov~ out of th~ S~n~t0. 


un RF!.f.'F.":~.!3M-.'?-~..ClTJES:!,_._. llgstcmbly Committee Dn B.utSinQs.9 and 
Professions requeoted to ne~r thi~ bill. Should th1s bill 
PC'1~.:s out of 1:his cammH.cee l iT. wL\' \. be re!e:rred to thQ 
Assembly Cornmitte.e on Businesa ani;! ,jil"ofo.:loion.!l. 

suppor't 

Ca J. i. f'nrnia SQc1er.:y ar Health sy.s:tlQro Ph.Q~macistB (spon&:or) 
Arroyo Gr~ndQ Community ~oepitel 
Califo~nie H03Pital As~ociaLion 
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Califo~nia Medical Associatlon 
California Pha~mQcists Association 
C~lifornia St~tc Board of Pha~macy 
Ca1:hol,1.C fieaJ.i.hcare \A1e.st 
Ced~rd-Sinoi Health 9Y3tem 
Dominican ftospi~al 
French Hospital MQdic~l Center 
Hark rwoin 9t Jo~eph'~ tlo~pit~l 
Mer~y Medi~al Center Redding 
Northridge Hospit~l Medic~l Center 
Son Gabri~l Valley MRrli~al Cencer 
scripps HQ~lt.l) 

sie~ra Nevada Memorial Ho:pital 
At. JnR~ph's Medical Cen~er 
Sutter gQ~J.th 

opposition 

Coliforni~ Labor fp.rl~rar.ion 
California NuraGs Association 
Unitea Food & Commercial Worker3 

Analysis P~~P~~Q~_~y_ Roaielyn ~ulm~no I HEALTH I (916) 
319-209'7 

 : 
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SUPERIOR COURT OF CALIFORNIA 
COUNTY OF SACRAMENTO 

DATE/TIM!: : JULY 14, 2005 DEPT. NO : 16 
JUDGE : JUDY HERSHER CLERK : D. AHEE 
REPORTER : NONE BAILIFF : J. TRAVIS 

PRESENT: 

CALIFORNIA NURSES ASSOCIATION, PAMELA ALLEN 


Petitioner, 


vs. case No.: OOAS00900 

. TERESA BELLO-JONES, In her official capacltyl JESSICA AMGWERD 
CALIFORNIA BOARD OF VOCATIONAL NUR.gING AND JANICE LACHMAN 
PSYCHIATRIC TECHNICIANS,'et lll, 

Respondent. 

Nature of Proceedings: COURT'S RULING UNDER SUBMISSION 

The Court grants CNA'S request for a peremptory writ of mandata commanding 
Respondents to set asrde the amended Regulations, and for C1 permanent 
injunction enjoining the implementation and enforcement of the amended 
Regulations. The Court denies CNA's rE!quest for declaratory relief in respect 1:0 
the Octob~r 29, 2.001, Advice letter . 

.I~a.~kg.roun.d Facts and Procedure 

This case Involves challenges to the validIty of (I) a formal regulation 
purportedly expanding the scope of practIce of licensed VocatIonal Nurses to 
include the admini~lTation of intravenous medications in certain r.llnical SP.'ttlnasj 
(lind (II) i:'Il\~gP.rl "unrl~rgroun.r1 I1:'=!guli"ltrnn~1I which eJ<l1and ~h~ ~oor~ of ~urhority 
of Licensed Vocational Nurses to include perlorm~nce of registered nursing 
functions of patient assessment and access to central intravenous lines. 

PrIor to 1999, California regulatIons governIng the practice or Licensed 
Vocational Nurses ("LVNs") dId not permit LVNs to admInister medIcation 

8e61<:- -16-" 'SuperiorCourt"of'ClIliforniD,-eounty-n-
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Intravenously. In or about June 1999, the Board of VocatJonal Nursing and 
psychIatric: Technicians ("Board") recommended amendIng the regulations to 
permIt specially trC3fned LVNs to adminIster intravenously substances which are 
rout1nely given during the course of hemodialysis, pheresis, ,md blood bank 
procedures. At a meeting on NovE!mbE!r 16, 2001, 'thE! Board adopted praposE!d 
chanaes tlJ thr Cilllif(')rnj~ Cnd~ of Regulations, title 16, sections 2542, 2542.1, 
iS47, 2.~47.l (the "Regulations"), which wpLJld hrJve ~Ilowed 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 OAL fOr review and approVClI. 

On April 12, 2002, OAL disapproved the Board's proposed regulatory 
action bas~d on the follOWIng three graulld~; (1.) th~ J1rnf'ln~p.rl rp.glJl~~inn~ 
enlarDe. the $Cor~ of i1r?l(:tlr.~ nf th~ LVN ~nd ~ppp-~r to be inconsistent with the 
Vor.atlonal 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 I but the term "immediate vicinity" was not defined and 
was found to be susceptible to differing interpretations by affected personsj and 
(3) th~ mtcro·cassette recordings of the public hearing Included In the 
rulemaklng nle was mostly InaudIble and there was no transcript or mInutes In 
the rile. Nothwlthstandlng OAL's denIal, OAL's DecIsIon of Disapproval of 
Regul~1Y Action included the following statement: 

"We realize that Busin~s and Professions Code section 286Q.S was 
last amended in 19741 and that modern medical. technology has 
advanced consIderably since then. Old definitIons and 
understandIngs may need to be changed If medIcal and nursing 
practIce have evolved to the point where professionals in the field 
would consIder such m~dir:atiClns 21S 21n integrnl component or 
Ingredient of intravenolls fluids. If the Board cC\n sllpplem~nt the 
record with facts, 5~udies, p.:xr~rt orinion or other InformatIon that 
tends to show this evolution in nursing practice, these reguletions 
COLJld be resubmitted within 120 days of receipt of this decision for 
further OAL review and consideration I" 

On June SI 2002, In response to the OALls DecIsion of Dis~pproval, the 
Board proposecl modjfications to the, Regulations and 21ddt!d dOi.umen~ to thP.' 
BOOK : 16 Superior Court of ClIliforniit, 
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rulemaking record for the propost=!ri rPOulotory amendments. To address OAL1s 
other concerns, the Board relIed upnn 1:'1 leadl memorandum entItled Authority for 
Intravenous Therapy 'Regulatory Amendment, it modified the text of the 
Regulations to prOVIde that the definition of "immedi~te vlcinityll shall be set forth 
in the standardized procedures of the facility, and ~o ~ddress the: issue of missing 
or d~.fl!dive documents, the Board prepared minutes of the public: hp.r.lrinO of 
April 1.7, 2001. After givIng notice of the proposed modifications tn the 
Regulations, the B01}rrl r~Cf!lived comments and prepared a Supplement to Final 
Statement of Reasons. 

On June 2B, 2002, the Board adoptsd proposed amendments to sections 
2542, 2542.1, 2547, and 2~47J. of th~ California Code Of Regulations. As 
before, the proposed amendments would allnw LVNs who are Board-certIfied in' 
intravenous therapy to administer "specified intrflvenous medications In 
n~modialysls, pheresls, and blood bank proceduresli under certClin conditions. 
On Dp.r.p.mber 13, 2002, the Board submitted its proposed Regull!ltlons to th~ 
Office of AdmInlst.t~tive ~w. The amended Regulations were approved hy the 
CAL on January 29, ]003. 

On February 24, 2003, Petitioner CNA fiI~d a ComplaInt for Declaratory 
and InjunctIve Relief against four defendants: T~resa BelloaJones, the Board, 
Ruth Ann ieny, and the California Board of Reg(~tered Nursing. CNA'S 
Cnmrlrtint ch(!lUenged the regulations permitting LVNs to administe:r mf!dlc2Itions 
Intravenously. The Complaint also challenged ~o "under~round regulations l' 
allegedly pr9mulgateri by thf!! Board in a October 29, 20011 letter to the California 
DialYSis CouncIl. 

On March 21, 2003, CNA Fried 2l First. Am~nded ComplaInt. A demurrer to 
the First Amended Complaint was sustained with lecwt'! to 21mend on June 13, 
2003. 

On June 22, 2003, CNA 11Ied a Se.cond Amended Complaint against th~ 
original four defendants. Defendants Ruth I\nn Terry and the Collfornia Bo~rd of 
Registered NurSing filed ~ rlp.murrer to the second Amended Complaint, which 
was sustained without leave to amenri nn October 9, 2003. Defendants Ruth 
Ann TalTY and the california Board of Registered Nursing were dismIssed with 
prejudiCe on October lSi 2003. 
BOOK : 16 
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In or about April 2004, CNA requested a preliminary InJunction to halt 
implementation of the Regul!tions. CNA~s request for preliminary InjunctIve 
relief w~s rJeni~d. 

On January 20, 2005, CNA filed its Petition fnr Wr-It of Mandamus and 
Third Amended Complaint for Declaratory and Injunctive Relief to tnv~lJrJlitP. and 
Enjoin Regulatory ActIon In EXcess of Statutory Authority (the "PetitionII). 

DI£cusslon 

CNA brlng~ thi.~ P~tition to prevent what it claIms Is an unauthortzed 
expansion of the scope of practice of LVN.~ to [1ermit LVNs to perform various 
nursing functions heretofore exclusively within th~ ~uthorrty and scope of 
registered nurses, 

CNA's PetitIon dlleges three causes of action. The First Cause of Action, 
for Writ of Mandate, alleges that the Regulations authorizing LVNs to administer 
IV medications are Invalid for failure to comply with the Administrative 
ProcedlJl'P.~ Art. The S~cond Cause of ActIon seeks temporary and permanent 
injunctive relief to enjoin thF,! Rp.g"lotions and thereby prohIbit the admInistration 
of IV medications by LVNs, The ThIrd Cou.~e of Action 5et:ks Q declaratory 
judgment that the Board lacks the authority to amend th~ R~trlBtions to expand 
the scope of LVN practice to include the admInistration of IV medicauons. The 
Third Cause of Action for declaratory relief also challenges an October 29, 2001, 
Advice Letter from the Board to the CalifornIa Dialysis Council on the grounds: 
(i) th~ letter constitutes an "underground regulation" not enacted in confotmance 
with the Admlni~t~t-ivF. Proc~dures Act; and (II) the Board's adVIt;e in the letter 
that LVNs are permitted central linf." "ccess and to perform assessments on 
hemodialysis patients is contrary to exis~rng law. 

A. Standard or Review 

When a court InquIres Into.the valIditY Of a quasi-legislative administrative 
regulation, the scope of revIew is limited. (cal. Assn. ofPsyChology Providers v, 
R~nk (1990) 51 C~1.3d 1, 11.) The court's task Is to determine whether the 
regul~tion \!j (1.) within th~ scope of the authority conferred by the statute, and 
eoOK : 16 Superior court of California, 
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(2) reasonably nec~ssary to effectuate the purposes of the statute. (!~8Iph5 
Grocery CO. II. RF.imBI (1968) 69 Cal.2d 172, 115i AgnclJJtural Labor R~/~linn,-; 
Bd. v. Superior Court (l97(i) 16 C~1.3d 392, 411.) 

JudICial review of Quasi-legislative acts generally consists of an 
examlnatJon or the proceedings before the agenty ~n ri#.ermine whether rts 
actions were arbitrary, caprIcIous, Or entirely lacking In evidentlrwry support, or 
wh~h~r ths agency failed to follow the procedures and give the notices required 
by law, (Rfl()k, supra, at p.ll.) 

When, however, a regulation is challenged as Inamslstent with the terms 
Or intent of the authori7ing statute, the standard of reVfew Is different. CId.) In 
determining whether a ~gulation is within the scope or the authority conferred 
by ~ statute, a court does not defer to ~n C1~Bncyls view because the court, not 
the agency, has final responsibility for the interpf"ehltion of the law under WhICh 
the regulation was Issued. (Yamaha Corp. v. State Bd. ofF.qlllJliZ'~tlon (1998) 19 
Cal.-4th 1, 11 fnA.) If the court determInes that a challenged administrative 
action was not authorizsd by or Is 'nconSlstent with acts of the Legislature, thnt 
action Is void. (Am~rican In5. Assn, v. Garamendl (2005) 127 Cal.AppAth 228) 
236; see (llso Gov. Code §§ ll350, 11342.1, 11342.2.) 

The california Supreme Court has summarized the standard courts must 
apply When reViewing an agency's interpretation of a stf\tute (!Is Follows; 

lICourts must, in short, Independently jUdge the text of the statutel 


t~king into account and respecting the agency's interpretatIon of its 

me~ning, of roI) r:if,'" wh@ther embodied In a formal rule or less 

formal representation. Where the: meanIng and legal effect of a 

statute is the issue, an age.ncvls interpretation is one amonq 

several tools availi3ble to the court. Oep~nding on the contextJ It 

may be helpfulJ enlightening, even convincing. It may sometimes 

be of little worth. ConsIdered alone and apart from the context i;lnd 

circumstances, that produce them, ag~ncy interpretations are not 

binding nr necF.!ssarlly even authorttatNe. To Quote the statement 

of the Law Revi~iol1 CommissIon In a recent report, the standard of 

judicial review of Em 6gency Interprp..t~tion of law Is the Independent 

.judgment of the court, glvtng deference'. to th~ determination. of the 
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"!JAney appropriate to the cIrcumstances Of the agency action. III 
(Yttmi'lhf11 supra, at p.B [citations omitted].) 

B. Were the Amended Requlation$ Adopted in Accordanc'! with the 
~ 

According to CNA, the amended Reguinfion!"i excf.!@d the scope of the 
Boardls authority under the Vocational Nursing Prectice Act (Bus. 8l Prof. Code §§ 
2840 et seq.). Specifically, CNA contends the Regulations violate s@.d:ion 
2860.S(c) of the Act, Thusr the Court Is called upon to interpret the intent of 
thi!!Jt statute. 

To determine legislCltivl?! int~nt, thF.! Court turn5 first to the actual language 
of the statute. If the words of th~ ~ntlJt~. an~ dear, a court should not add to or 
alter them to accomplish a purpose that does not appet!lr on the fac!: of the 
statute or from its legislative history. (HerrnlJn II, las An~/es Col.1nty 
Metropolitan Transportation AuthtJtlty (1999) 71 Cal.AppAth Al9, B76.) But if 
the meaning of the wordS Is not clear, courts must take the second step and 
reft:r to the legislative history. The flnal step, which should be taken only if the 
first twn ~tP.('lS fail to reveal clear meanIng, IS to apply reason, practicatityl and 
common .s~nSf! to th~ I;,m£luao~ at hand. (1d.) The Court applies these rules of 
construction to the facts l!Ind the .'5tatrJb~ at issut: here. 

BUSIness and Professions Code section 2F160.5 sets forth thE? scope of 
practice of lVNs. It provides: 

riA )ir.p.!1.osF.ld vocational nurse when directed by a phySician and 
5urg~on mC\y rio air of the following: 

(a) Administer medic~tions by hypodermic: injection. 

(b) Withdraw blood from a patient, if prior thereto such nlJ~C'!! hns 
been Instructed by a physician and surgeon and h~s demonstrated 
competence to such physIcian and surgeon In the proper procedure 
to be employed when withdrawing blood, or has satisfactorily 
compteted a prescribed course or Instruct10n approved by the 
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board, or has demonstrated competence to the satisfaction Of the 
board. 

(c) Start ~nd superimpose intravenous fluids if all of th~ following 

addltioJ'\l'l1 conditions exist: 


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

(2) The procedure Is p@riormed in i!ln organized hei3lth care 
system In ac.cord8nce with the. written standardIzed 
procedures adopted by the organized health care system jIlJ~ 
formulated by ~ committee which includes repre5entatives of 
the medical; nursing, and administrative staffs. IIOrganized 
health care system/ as used in this section, includes 
facIlities licensed pursuant to Section 1250 or the Health and 
Safety Code, enolcs, home health agencies, physIcian's 
offices, and public. or community health services. 
Standardized ~mc:edur~s. ~n i'!rJnJ')tP.rJ will h~ r~f'lrodllr.ed in 
writing and made avallebJe to total medical and nursing 
staffs.1I 

111e Board contends thC3t under the plain language of the statuteJ the 
phrase "intravenous f1ulds" must be construed to Include "medIcations that can 
be administered intravenously." According to the Board, iF the legislature had 
intended tn ~xr:1ur1~ "m~rlirnrion~u from th~ d~finition of "intrav~nous fluids/I this 
would have! he~n r.Ie~rly ~t~tP.rl In f'h~ ~f1..1h.l~~. 8~r.cl\.,lse it was not, the Board 
contends, the Legislature must have intended the definition of .ljntrf'VenOU5 

fluids" to have a broad meaning to anow for the expcmding nature of the LVN 
profession. Thereforel the Board argues, the amended Regulations Clre within 
the scope of the authority conferred by the statute and it is unnecessary to refer 
to the leg'slatlVe history of the sti3tute. 

The Court, however, does not find the statutory language to be free of' 
~mblgulty. To the contrary, the legisl"ture's lise of thp.. word "m~dicationsll in 
subsection (a) but not in subsection (c) renders the sretute ambiguous on its 
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face. Was subsection (~) odd~rl to limit the drcumstances under which LVNs 
may sdminister medication to hypod~tmir: injections, or merely to clarlrY that 
LVNS shQlI be authorIzed to give hypodermic Injections containing msdlcatlons In 
additIon to administering intravenous fluids? 

The Court Is unable to answer this question by looking at the face (jf the 
statute. Neither the term "lntravenous fluid," nor the tenn "medication!1 i~ 
defin~rI by the VocatIonal Nursing Practice ACt, so the Court must 'resort to the 
"ordinary, p..vP.tytiClY" mF..anlng of such terms. (Herman, supra, at p.826.) The 
Board contends th~t the ordin('lry, everydCly meanIng of the term "flUld" is a 
sub.stance tending to flow or conform to the outline of Its container, and that the 
term "Intravenous fluldsll includes any fluid that can be administered 

"Intli3venously, lncluding "fluids" of medic~tlons, The eo~rd further contends that 
the ordInary, everyday meaning of the word "medication" lni.ludes substances 
used as a remedIal treatment ot a mental or bodily disorder, and that, und~r this 
definition, nutrIents, electrolytes, and other fluids are all"medrcations." (See AG 
flOl-02.) 

However, as documented in the OALls DecIsion 'of Disapproval, mel1Ical 
dIctionaries and reference sources generally di~ingllish between the terms 
"Intravenous flulds ll and "medications" by separating the wnrrl~ by (In lI~nd/ "or," 
a comma, or otner distinguIshing words (e.g., ''The label of each container of 
fluId or medIcatIon . • . .If). This suggests that, at least in the medic~1 
community, the term Hlntravenous fluids" does not necess~rily inclLld~ 
"medl~Eltions"" (See AG 575·76.) 

In Its Supplement to final Sh,tF.merlt of Reasons, the Board contended 
that LVNs were authorized to administer m~d!tlltions intrav~nQusly by section 
2860.S(a) because the term "hypodermic Injection" indudes "intrBV2lScular" 
inJections. (AG 643.) ihe court is not persuaded by this argument. Fir."t, it is 
dubious that the ordinary, everyday meaning of a IIhYPOdermic Injection" in :1.974 
included intravasculgr injectIons, (See, e,g" AG 575, 907.) Secondl this 
interpretation renders the statute absurd in that It would authorize an LVN to 
administer medications IntrCNenously without condftlOnl but would authorize 
LVNs to ~dmlnister fluid.') intri::JVenollsly only If the nurse has satisfactorily 
completed a prescribed course of Instruction and demonstrated competence and 
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the procedure is p~.rfurmed in an organized health care system in accordance 
with written stand~rrlb:p.rl procedures. (See Bus. &. Prof. Code § 2860.5(a), (c).) 

SimiiarlYJ the Court is unable to rely on the prindple of statutory 
construction that a specific provision relZltlng to a particur~r subject governs as 
agaInst a gQneral provIsion, (People v, Superior Court (2002) t,8 CaIAth 798, 
809)/ because It Is unclear from the face of the stctute whether subsedion (a) 
was intended as a specific limitatIon on when LVNs may administer medications, 
or ~~ gp.nF.'.lCl/ authorization for them to administer hypodermic injections. 

Construing the sttltute in the context of the overall statutory scheme IS 
simIlarly unavailing. (CElA v. l.R. Wf70~ InC'. (1987) 196 Cal.App.3d 1372, 1375 
[holding that a statute is required to be construed in r.ontP."Xt1 k~~plng In mind 
the nature and purpose Of the statutory scheme of which it is ~ f'Jj!JrtJ.) 

It Is true that the statutoI)' framework authorizes unlicensed hemodialysis 
technicians to administer medicatIons Intravenously under some circumstance.~. 
(.'1ee He-fifth &. Safety Code § 1794.14(d)i BUS. &. Prof. Code §§ 1247,2, 1247.3.) 
The Board contends th~t because the legislature authorIzed unlicensed 
technicians to administer medicatinn!\, It also mLlst have Intended for Licensed 
Vocational Nurses to be authorized to do so. HOWP-VF.r, this does not necessarily 
fOllow. First, the Hemodialysis TechnicIan Trflining Act is Ct wholly unrEl~b;d 
statute; there are any number of reasons why ·the Legislature mIght permit 
unlicensed hemodialys,ls technicIans to administer medications In hemodialysi$ 
settIngs but p~.r:Iude Licensed Vocatfonal Nurses from dOIng so. SecondA the 
Hemodralysis Tec:hnician Training Act was enacted more than 13 years after AS 
3618. Thus, even if the Hemodialy~i~ Tf7.chnician TraIning Act could be construed 
as evidence that the Legislatu~ W?l.~ wlllin0 to pE!rmlt personnel other than 
licensed RNs to adminIster medications intravenously in 1987, this sheds no lIght 
on what the Legislature intended when it en~cted AA 3618 in 1974; 

Fin;ally, In response to the argument that the legi51~ture would hrw~ 
~pressly prohibited Intravenous medications If It had so IntendedJ the COLlrt 
notes thl'lt nnp. could just as easlly assert that the absence of authorization to 
administer intravennU!i mF.dications Is conspicuous and suggests the Legislature 
did not In~nd LVNs to have such ~ut.hority. 
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{n sum, the Court Is unable to resolve these conflicts and there.for€' 
condunt=!~ the st!ltut:e is ambiguous. 

Case law holds th~t. If the mel!!lnlng f the words of a statute are not c1earl 

the second step of statutoI)' int.erpretatio is to refer to the legIslative history. 
(Herman II. L05 Angeles County Metropo/i n Trans(mrfntkm AuthorIty (1999) 71 
Cal.J\ppAth 81~, 8l6.) In this case) the legislative hi~tnry ~hOW5 that sec.tlon 
2860 .5(c) was not Intended to include med cations. 

Section 2860.5 was last amendeClln 1974 by AB 3618. The April 4, 1974, 

proros@d version of subs@ctlon 2 of the bill provided: 


Sec. 2. Section 2AnO.S of the Bu Iness and Proresslons Code is 

amended to re~d: 

A licensed vocational nurse when directed by a physician Qnd 
surgeon may do all of the following! 

(a) Administer medIcations by hypo ermlc Injection. 

(c) Start fjnd SLJI'Arim(J(7Sf; Intra. enous flUIds, and admInIster 
medications" as part of IntrtlvenOlJ; therapy. Th~ above miJY only 

be done If prior thereto such (jUr. has mmfJ1e&!d lJ p~scdb~d 


course Of Instruction by the board nd demonstrfJf;er/ r:omp8tence 

and demonstrated understanding of the effect ofsuch medications 

and appropriate action to be rake if untoward reaction occurs. ' 

(AG 923-924.) 

CNA opposed the A[)ril 4, 1974, vet'S on of AS 3618 ber.auseJ among other 
reasons, CNA wanted Uto strike the LVNs cu. thority to 'administer medications'" as 
part of Intravenous therapy. (AG 926.) T e U:~gisla~l'r~ sl1bs@qu~ntly amended 
AS 3618 on June 5, 1974, specifically to elete the I~nguage that wnulri have 
given LVNs' the authority to admInister medications as part of Intravenous 
th~rClr.y. (AG 921-22, 924-25.) AS amende 1 the bill provided: . 

Section 1. Section 2860.5 of the Bu inesS' and Professions. Code Is 

amended to r~F.ld: 
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28605. A lir:p.n~~d vocation~l nurse when dIrected by a physiCian 

and surgeon may do all of th'!. FollowIng: 


(d) Administer medications by hypod~rmlc Injection. 

(c) Start and superImpose Intravenous fluids, and cdmifli5tef 

ffle:!dJeatloA, as part of InEra','elisl::Is thersp-;. TIle above mav OAlli Ge 

!!IMC', If flriOF Htf.'Ff.1ffl ~lIEI"I FltlfSe has cOffi~ler:ee}a proscrlbea eElt:lfSC! 

of in3trl:tetiefll h'p t+te heard 81'H,; elemeAstFated ~efflF'eKlREe ane 

demOMhoted uRcler.s~"nriing r;,f ttlp.-~AA!!e~ sf SUeR ffleaieotiORS ane 

appropriate actIon too be t61(ef\ i' tmtowaN:! l'P.~e~ef'l occurs if all of 

the following additional conditions exist: 


(1) The, nurse has satisfactorily completed prescribed course 
of Instruction approved by the board or has demonstrated 
'-U"'t-'c:lI;l'L..~ I.U I.IIC ~~lI3(CII... UUII ur 1,.1 It:: UUd rU. 


(~) The' procedure is performed In an organIzed health care 

system in acmrdance with written sl:andardizsd procedures 

adopted by the he~lt.h ca~ ·~Y!5te-m a.s far-mulated by the 

committee which fncludes representatives of, the m~t'iir:nl, 


nursing, and administrative staffs•..." (AG 924~92S.) 


It thus appears that the Legislature amended the bill to delete the 
language th~t would have indud~d administr~tion of intravenous medIcations 
within the LVN scope of pr~ctlce:. The amende.d bill w~s passed by the Assembly 
and the senate and signed Into law by the Governor on September 23, 197'-1. 
(AG 929.) 

Th~ general rule Is ~hat when the legislature has reJected a specific 
provl~lon which Wi1S part of an act when originally Introduced, the law as ,enacted 
;:,llvuh..l Ilut lJe 1.(JI1~1.r lieU 111 c..um:zll n rlll!lt: provISIOf). I t v€mrura v. l..lry or !::Jan Jose 

1 ThIs rule has some eXCJilptlons. For Instance, it do(.ts not apply if the specific language Is 
replaC:eld by generel language thf2t Indud~$ the 5pecific instance. (~lffomfl:J A.5:S'n ofPsyr:;hofOOY 
Providers v. Rt!nK (l990) ,'H Ci'll.~rl 1./ 17-1t:t) The example given In R,.tJnk Is that Ir a tllII were 
Introduced dealfng with "teachem' !:.aI~r1~$ in LoS' Angeloo County," then amended to deel with 
"teacher.s' salaries" generally, the court would not construe it to Bp~ly to !III count1~ F\'tce[J1: LoS" 
AnSJeles. (ld,) Thi:; f'!,}(,r!~f1rinn rnloht nrply her! It the. term "Intravenous f1uidi" were construed to 
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(1984) 151 Cal.App.3d 1076, lOBO.) AccordIngly, this Court concludes that 
het.all~e th~ LegislabJre deleted the language authorizing LVNs to administer 
medlCC'tlons intravenously, the s~tute cannot be construed to contain that 
provision. 

TI Ie DI,.IQIIJ·;l I;c;llly JIIlC"JI cl.cilh-JII vr \.111: :lloLult: ell:sU t1fJP~i:lr:i m ~U[1porc Ine 
conclUSIon that LVNs were hot authorized to administer IV medications. In n 
Notice from the Board Issued On or about March 10, 1978, the Board stated the 
folJnwing: 

I'It has been brought to the attention of the Board that there may 
be LIcensed Vocaponal Nur5e~ employe.d in facilities who are 
administering intravenous medi~tions. This no~ic~ i~ h~jntJ ~nt in 
order to reach those facilities that are permitting the loV.N.s to 
perform this Illegal procedure. 

I~h~. re!Jltl~tjon~ define those intravenous solutions mat L.V.N.S are 
permitted to start and slIrerimpose. MedicatiDns are not Included 
since this was not the intent of the I~w. Therefo~r it must be 
pointed out that the L.V.N. is not permitted by law to administer 
lntravenOl1~ med!~tlon5, add tYleljic,C1liuII::J Lu elll IIIln1venaus 
solution, or start and/or supertmpose solutions that contain 
medicatlons:1 (Declaration or Pamela Allen t Ex. A-I.) 

The 8oE)rd h~s C'tternpl:ed to explain its 1978 interpretati.Dn of "the law" as 
a reference to the Board's then-e)(istlng r~.glJlotions, which excluded medications 
from the definition of intravenous fluids, rather than a reference tn th~ ~~r.rtl..lte 
Itself. The Court finds this argument unperslJasive in light of the hlet th~t 
elsewhere In the Notice, the Soard appeared to distinguish 'the law" (i.e., the 
stiltute) from Its regulations: ''-he Board Is concerned that Licensed Vocational 

include "medlcation.s.'1 As discussed above, there is no Indication r.har. the IJ~glslature Interpret@d 
"tnttavenOUi fluldb" In such a manner, or that the Legl61atura deleted the reference to IV 
modlC:ltlonc bcc:Jucll it haliavBtt !uek we~' W!!!'! ~u,e.r'flueu~. Te tl~.:. 1!':'I~lIUl~, tI'l:< ulll), 

evid~n~ .!l,Jgg~~b\ th~ 11"!fl::!n=\I"\rfI tn TV medications was deleted In re5pon~ to objectlonb by CNA 
that LVNS shoUld nOt be authorized to aClmlnt~t~r medication, iI~ part of· IV tht;)rapy. Accordingly, 
the Court concludeG that the exception discussed In R8fJkdoe'S not ol'Jply in this case. 
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NlJr~e~ practice wIthIn the scope of the law and regulations .... '1 If IIlaw" were 
Intenrfp.rl to encompass the Board'S regulations! this latter rf!lfer!?nce to 
"regulations" would hllve been superfluous. 

Subs~uent legIslative att!?mpts to Interpret Ot amend section 2860,5 also 
appear to support the Courf:ls interpret(IJtion. In 1980, Assemblyman Alatorre 
requested a formsl opinion from the Legi~lntive Counsel of callfomla asking the 
specltlc questlonl "May the Board of Vocational Nurse and PsychiatrIc Technician 
s;,c;:Jmlnc~ Quthorlz:~, by I e~~I~UVIII /(L.t::II::.t:U vuctll;loni31 nurses to aClmlnrster 
medications by intravenous Injectton7" CAG 905-907.) The response by 
legisJ"tlve Counsel provides, In relevant part: 

"We think it is clear ·that thf!! LP.gislature has, by the provIsions of 
. SectIon 2860.5, limited licensed vnl.f!ltlonat nurses, Insofdr as the 


administratIon of medications by injection ar~ ~oncerned, to that of 

the hypOdermic injection method and has IImite.d the use of 

Intravenous method to that of the starting and ~ul)erimposing of 

intr~venous fluids under specIfied conditions. 


'rrl1us, a regulation nf the [8VNPT] whIch WOUld auttJorize licensed 

vocational nurses to adminlste"!r medicatIons by Intravenous 

Injection Would be authority which is beyond th~t authorized by 

Section 2860.S and. as such. wnulrl hp In"rllirl II {TI"f' 


While O!)inions of the LEgislatIve Counsel, like opinIons of the Attorney 
General, are not binding, the ClIlifotnla Supreme Court has held that in the 
absence or controlling authority, they are lip.~uasive. (cal. Assn. ofPsychOlogy 
ProVIders v. Rank (1990) 51 Cal.3d I, 17; stY! 1J!t:;a Eu II. Chacon (1976) 16 
Cai.3d "465, 470 ["Although a legislative expression of the jnh~nt of 2m earlle!r act 
I!\ not binding on the couits • . . that expression may properly be considered 
together with other factors fn arr1vlng at the true legislative Intent existing wh~,n 
the prior l\ct was passed .II] . ) . 

In response to the Legisli!ltiVF! Coulls@I's OpInIon, Assemblyman Alatorre 
IntroduceCl legislation (AS 642) In the 1981-B2 Ip.oislatlve session that would have 
"authorl2:e[d] a licensed vocational nurse to st~rt ~nrl superimpose Intrav~nous 
A'-li&; containing nledl~LlOII~ UlU.Jt:1 :'J.J~t:Jnt;:d conditions," (Ali IjU~·Y1UI 915
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918.) AB 642 was sponsored by the Board. In a J8nuflry 22( 1983 letter to 
hospitdl administrators, the Board stated: 

"The Board of Vocat1onal Nurse and Psychiatric Technician 

Examiners sponsored AB 642 authored by Assemblyman RIchard 

Alatorrp. In the 1981·82 If!I,gisiative. sesslDn_ ThIs measure would 

hav~ expanded the sr.nJi~ nf Pr~r.trrF, nf Ur:p.nsed Vocational NurS8S 

and authorized them to administer cert6in intravent'lUS m~dications 


after successful completion of a course of instruction approved by 

the Board. ihls legislatIon Failed in the Senate Finance 

Committee." (DeclaratIon of Pamela I\llen, EX. A-3.) 


The Legislature's failure to enact an amendment to a statutory scheme 
y!:':I\t"':1 ~lIy ,.n U\(llI~~ liLLII!'. !JUIUdIIL~ UII lIl~ 13SU~ 01 U=YI!:ild1:1Vf:! Im:@nt. tAmeffcan 
Ins, Assn, v. GlJrdm~ndl OODS) tl] Cal.App.4th 228, 240_) ThIs is beCClUSEl the 
Legislature's failure to amend a st6tute evokes conflicting inferences. (Id) 
However, when determining whether an administratively promulgClted rule is 
consistent with controlling legislation, legislative rejection of an Zluthorizing 
statute mi3y prove more persuasIve, (Jd.) The LegiSlature is presumed to act 
wIth knowledge of an agency's 'adminIstrative Interpretation or the statute, and it 
is rf',;3,sonabl.e to assume the L@glsl2lture would have taken corrective actIon had It 
disegreed with the exIsting adminis17ativ~ interpretE'tion, (Jones v. Pit:'n::"'t:' (1988) 
199 Cel.App.3d 736, 745-46.) Thus, the Legislature's failure to change the law 
Ifml1,<i r.rprff\IYP Tn thp R(')r1rn'Cj itr1minic;tr~ti"p. construction at the time AB 642 W~i 
rejected. Moreover, the Board's attempt to obtain legislative amendment of the 
governing statute can be construed as an .Implicit admission that legislative 
authorization was needed. (Garamendl, supra, at p.24fi.) 

Respondent Aoard BrguP.'-~ that notwithstanding this lE:gislative hi?tory, the 
Court should defer to the Board's current interpretation of thp., statute. ThE: 
Board 'cites cases holding that where an agency is charged with enforcing a 
statute, Its InterpretatIon of the statute should be entitled to "9reat welght.1I 

(OpposItion, p.ll [citIng LUSardI ConstructIon Co, v, Calif, OCcupatIonal SafGty &. 
Health App_ Bd (1991) 1 CaLApp.4th 639, 645; pactnc Legal FoundatIon Lt, 

t/n(!!m{Jlnyment In.c;. Appeal>; fJrL (:1.98:1.' 79 Cal.3d 101, 111; Sheyko I/. SiJ.enz 
('J()O':l) 11.? C~I·Ar.'p.4t:'" ~7~, ~A':;J.) Th~ J:lC\~rd ef:\n~t"ld~ I:h~ Cr.-uri: ,"V:'ILdd dli.f~1" 

to the agency's InterpretatIon even if such interpretation is not consistent with 
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the agency's prior interpretation. The Board cite.~ CF.I.~es holding that "[ eJven 
. when an agency ~dopts a new interpretation of el smtute ~nd rejects an old, a 
court must continue to apply i3 deferential standard of review. , ,," (5ef,. e,!]." 
HennIng v. Industrfal Welfare Commn. (11J88) 46 Cal.3d 1262, 1270.) In the 
abstract, this appears to be a correct st:i3tement of the law. However, there is an 
e~ceptlon to thiS general rute. 

As heJd by the Supreme Court in thE: Henning case, whIch was rel1ed upon 

by the Board ~ llWhen as here the construction in question is not 'a 

contemporaneolJs interpretation' of the relev"nt sta~t1te and in f~r:t 'flatly 

r.:ontr~dlctc tho poC'itiOr'l VJhich tho ::lgoncI,' Ii~d onunobl:od tl~ t.1f'1 eDI'IIe.r dM~, 

closer to the enactment of the . . . statute[,J' it cannot command significEmt 

deference." (Id. at p.1178.) ThIS pOint was reit8rclted by the supreme Court'in 

Yamaha Corp. ofAmerIca v. st13te 80ard ofEqualIzation (1998) 19 calAth 1, 14, 

which held th~t the, weight giv!n to zm ~gency's interpretation of a sta.tute "will 

depend upon the thor()ughnes~ evid~nt in its r:on,sid~rntlon, the va:llidity of Its 

reasoning, its consistency with e~rli€r ~nd Ii!lter pronouncemen~s, ~nd !!III those 

factors which give it power to persuade • I (See a/so 8re~r v. Patel (1993)
•• 11 

20 Cal,l\ppAth 1017, 1022 (finding no reason to defer to Labor Commissioner's 

Interpretation of regulatIon Where Interpretation was contrary to plain meaning of 

,'5tatute and InconsIstent wJth CommissIoner's own prIor Interpretation of the 

rulel~ J4JhJfmrnb Hofu~ Inc, ,,', Coli/~::)I"1c Emp. C~rT1mn. (1~"'~) 2.."1- Cct.2.d 7jJ1 


757 [HAt most 6dministrative practice is a weight in the !\c~le, to be considered 

but not to be inevitably followed ... ;1].) 


In this c(;)se, the evidence shows that the Board's current Interpretation of 

the statute Is of recent orIgIn, and Is not consIstent With the Soard's ear1ier 

interpre!tation of the statute, which the Board made much closer In time to when 

t.h~ stlltute wC\s en"r.t~d. Th~r~fore, th~ Board's; interpretation is not entitled to 

the deference th~t It otherwl$e would bf. due. 


In any event, whatever the force of administrative construction, relevant 
case law establishes that final responsIbility rOt Interpretation ,of the law rests 
with the court. The Court concludes that the Board's Interpretation of section 
??RO ~ lr;; rrrnnpfUl'l A() mn()rrtl~r1 hy rhi'l rflllrt, ')pr,tlon 1860.5 prohlbltli thQ 
Board to adopt a regulation authorizing LVNs to administer Intravenous 
medications. Therc::for@, th~ ~m~ndm~nts to Ctrlilfornia Code of Regulations, title 
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· 16, sections 2542, 2542.1, 2547, Elnd 2547,)., allowing LVNs to administer IV 
medications must b~ enjoined ~s inconsistent with the Vocational Nursing 
Pr2!ctice Ad. 

c. 	 Do~l;he BQard's Octobar 29~ 2001, Latter to tha CalifornIa 

Dialysi, COuncil Con,titute an Underground Regulationl 


On October 29, 2001, the Ao~rd responded by letter to an "inquiry" from 

the Ci3lifornl~ D;~ly.');.':l Coundl ("CDCU

) asking whether LVNs were authorized to 

Initiate. dialy!;is via a central line catheter and to perform patient assessments fOr 

t"~ "'UI"I"\I'\-:.-: nt rlp~rmininn trp~tmp.nt_ Tn It.~ l@tt8r. me Board stated that LVNs 

"are permitted central line accessl " and that LVNS "can perform basIc 

assessment, or data collectIon." There Is no dispute that these rnterpret~tive 


· statements were not adopted In accordance with the APA procedllrn.~. Thu:;, 
CNA correctly contends thc;lt if the Interp~tzltlon.5 ql.l1.'lify C\.~ \~regulationslJ within 
the meaning of Government Code § :1. 1347.. h, the regulertions are lnvalld. 
(Callfo(nic AdvoclJ~5 for Nor.;/ng Home reform v. Bonta (2.003) 106 Csl.AppAtli 
4gB, 507.) 

The Court Is not persuaded that the Board's statement In the October 29 

letter that I'LVNS are permItted central fine access" constitutp.s n regIJI;tt\on 

5ub1ect to the APA. The APA defines "r~gult:l~ion" to lnclude "every rule, 

regulation, order, or ~t~nd~rd of general application Or the amendment, 

~upl'r=mQnt, or rl;\vlo;l~r'I I')f ~nv rl.ll~. t~OIII;=!\f'inn, (\rr1Ar, (\r ~ti:":ln(jard adooted by 

any 5t~te llgency to implement, interpret, or make specific the law enforced or 

administered by it, or to govern Its procedure.1I (Gov. Code § 11342.600.) A 

regulation subject to the APA has two prIncIpal IdentifyIng characteJistics. Fir!'\t, 

the agenCy must Intend Its rule to apply generally, rather than in a $r~r:lflr: r.M~. 


Second, the rule must "implement, Interpr~tr or make !SpeCific the law enforced 

or admInIstered by [the agency], qr •.. govern [the flgencyls] procedure,·' 

(BontifJ, suprd, ~t pp.506-07 [cIting TtdewCiter Marine Western., Inc. v, Bradsnaw 

0.(96) 14 Cal.4th 557, 571].) 


eN" apparently contendS that the Board's statf!lm@nt r.:on~tltutes a 

"regulc:ltion l' because It appears to conftlct with a JlIn~ 23, 1993, letter from the 

Beard stating that LVNs may change .'5ite dressings but that "[n]o other 

()rut.;~LlUJt::l~ UI 111<:!1I11-'\.lI(3UUII uf ,:(":ntl'lll lir\c~ or'C permitted. n (Dcoll:lrQt:ion Qf 
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PamelCl Allen, Ex.A-4.) However, the June 23 letter appears to have been 
responding to a question about bolus or "pushll administration Into central lines 
end the l4!lnguage must be n=ad in this context. Moreover, section 2860.5 
expressly au~orize.s LVNs to "start and superimpose intravenous fluids" If certain 
condJtlon~ are met, and does not limit LVNs, to 21ccess;ng secondary InfusIon 
lines. Accordingly, the Court interprets the statement in th~ 8n~rrl'$ Odob@r 29 
letter as a statement of existing law f;lnd not as ~ new "regulation" within ~hp. 
meaning of the I\PI\. 

Simil~rly, the Court is not persuaded that the Board's statement In the 
October 29 letter that lithe LVN can perform basIc assessment or data collection" 
b on undcrorollrld J''C'!guiation. The le~\.I;1 1I1~,,=ly Icllt::lc=tlt:::::t IIIII.,,\' l\~yUldllull 

2518.5 already provides, nam~ly, that th~ ~mpp. of LVN prCtdicf!! includes ·'baslc 
Clssessment (data corlection).l1 (See 16 C.C.R. § 2518.5.) 

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

D. Conciusi(\n 

The Court finds th?t the amended Regulations must be set aside because 
the Regulatlons are not withIn the scope Of the authority conferred by the 
statute. 

Accordin~IYI the Court grants CNA's request for a peremptory writ Of 
mandate comm1.'Jnding Re..,pcndent~ to set aside the Regulations, and for a 
permanent injunction enjoining the implementation and enforce mp.nr. Ijf thF.: 
Reaulations. llesDondents shall fire a rp.h Jm tn t-hp I')prpmnt'(\t'\I wri~ "f ml'lnriAt~ 
within 30 days after It lS served on them describing what steps they have taken 
to comply with the writ•. The Court denies CNA'S request for declaratory relief in 
respect to the October 29, 2001, Advice Letter. 

CNA i.~ dir~cte:r:l to prepare !!I form2li judgment, Qttaching the Court1s ruling 
as an exhibit and a writ of mand~te consistent with the rulIng; ~uhmlt 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. SJ;;C l013QA(3» 

T, t.he Clerk of the SuperIor Court of California, County of Sacramento, certrfY that 
l c..•..'\ t"\ Qt: ~ F-'-='''*\' "" thk r~r r~lQ, ;:\nrl t'ln ~h~ (fate shown belOW I selVed the 
foregoing MINUTE ORDER by depositing true copies thereof, em:los~d in 
saparate, sealE!d envelopes with the postage ruUy prepaid, In thf: United ~tates' 
Mall at SacrClmentol Cellifornia, each of whIch envelop~s was llddressed 
respectively to the persons and addressed shown. I, thp. undersigned deputy 
clerk, dedar~. under penalty of perjury that the forgoing i!l tru~ and correct. 

Dated: JUl~ it; 2005 

Californl21 Nurses Association 
Legal Dep~rt:rnent 
PamelCl Allen 
2000 Franl<lIn Street, Suite 300 
Oakland, CA 94612 

JESSICA M. AMGWERD 
C8!ifornia Department of Justice 
r~oo I Street, Suite 125 
P.O, Box 944255 
OI;ll..It4III...."lvl 0," ?,,\:;).-1"" :::l.I::E::O 
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CALIFORNIA NURSES ASSOCIATION v. RCHWAR1.RNEGGER, et u. 
Case No. 04CS017Z5. 

1:30 p.m. OS/l71l005. Hearial: on Petition for Wfit of Mandamu8. 

COURT'S RULING UNDER SUBMISSION: Petition uanted. 

The parlitxl before the Court are the Petitioner CaHt'oml" Nllrses Association 

C'CNA"); ReBpondent California Department of Health Services ("DBS")~ Re:spond.rnt 

Arnold Schwarzenegger1 Governor of the State of California; Resl"0n,dent Kim R~lsh~, 


Secretary ofthe California Health and Human Service3 Agency~ Respondent Sandra 

Shewry) Director of the California Department of Health Service~; and IntCiI'Vcnor the 

California Hospital Associa.tion C·CHA~'). 


Petitionerls First Amended Petition for Writ ofMandamus and Compl.a.int for 

Dedru-a,tory ?Inn InJunctive Relief (the IIPetition ll

) seeks a writ of mandate invalidating 

Emer~ncy Rcgulat.ionR a.n.nrt~, by DRS on November 12,2004 (DHS File No, R-Ol
04E), ond March 3, 2005 (OAL File No. 05-0303-04.r.:.F..). TI1f~ subject of the Emergency 

nQ~Q.tion,] ill a. lI,nw·.!v-LV-.l'"tl",u' Ilt,d.uuJ!; H1Liu" I t)~uli1Litlll, \':IIJ Ill'c1J.~tt 11y J,~~LslatloIl 
sponsored by CNA and enacted in 1999 (AB 394, codified at Health & Rafet,y Cod,e § 
1276.4). The nurse-to-patient staffIng ratio regulation had been adopted hy the DHf3 ·~ftc::r 
a comprehensive three-year rulemaking proceedingb and had been in operation on.ly S1nce 

January 1,2004. Nevertheless, on November 12, 2004, DHS adopted the initial 
Emergency Regulation, whicb amended key provisions ofthe nurse-to-patient staffing 
ran0 reguh~,tj rm, including postponing until January II 2008, a required step-oown ofthe 
ratio for mcdi call1'urgi cal units from 1:6 lO 1:5 that was set to take effect on January I, 
2005. On March 3, 2005, t.hiR Cnmt trm,t(1tiveiy ruled that Petitioner was likely to prevail 
on its claim that the Novcrnh01" J2, 2004 Bm,("J"gmc.y Regulation (i) ex.ceeded the scope of 
authority diliQ(1tid to DR~ by the LegC!llntll..n~ (,~) WN!! "reit!'l!IrY, 1!!l.p!'i~iauJ, and !ft Abu!! 
of discretion; and (iii) was not adopted in the manner required hy J,aw. The court ' 
tentatively ruled that the November 12 Emergency Regulation would ho orUo1nc:n. That. 
same day, DRS adopted the second Emergency Regulation, which Wd8 identical in 
content and fonnat to the original Emergenoy Regulation, whioh the Court had tentatively 
found unlawfuL The original Emer~ency Regulation was 8et to expire by operation of 
law on March 14,2005. On March 14,2005, this COUrt issued its orders preliminarily 
~njoining both Emergency Regulations pending final dispos,ition of the Petition. 

The Court j,,'\ now al\k~d to decide me merits: of the Petition. Specifically) 
Petitioner allcgo.~ nine causes rtf fl.r;ti.on: TJnconstit1.1tional Delegation of Quasi
Le2:isllltive Authoritv rFirst C~,u,'te of Action': Writ ofM311date for Violation Qf
.f\urrnmsmmve .l:"roc5tdure:s Act lMuoni1, ~eveT'lH, 1'I1lifNintn Causes at AcnonJ; 
Regulation Incon~il3tent with Authorizing Sta.tute [Third and Sixth Cau~c:~ of Action]; 
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Bad Faith·- Breach ofMandatory Duty -~ Abuse ofDi!i~ion, [Fourth C;\use of Action]; 
Unauthorized Emergenoy Regula.tions [Fifth Cause of Action]~ and Dec\arat.nry Rt':H~f 
[Eighth Cause ofAction]. In essenoe, CNA first argue5 that the Emergency Regula.tions 
QJ. ... iuvallU lll;:;"AI.Il:S\;' llu;;y (1) c~"'~~1J U1~ tjl.lUPc. or tlumonty conrerrea to 1Jt1t'i oy tnCi 
Legislature; (it) are not reasonably necessary to effectuate the purposes of the Btatute; and 
(iii) would, ifpennitted to stand, violate the constitutional prineiple of separation of 
fJowe:r:-;. S~C.(1nd, CNA argues that the Emergency Re~ations are invalid beoQuae the 
clodsion t,n I\cinpt Pin Itemergr:ncy" regulation is not supported by the findings, and the 
findings are not supported by the, evidence. CNA seeks a peremptory writ of mandate 
commfthding re~pondents to set aside each of the Emr-rgeney Regulation~ and to restore, 
recognize and enforce; tho original staffing regulation (No. R·,37-01), as well as injunctive 
and declaratory relief. 

As discussed more fully below, the Court find5 tMt fl peremptory writ of m~fl.rlf\te 
should issue commandine res,{)ondentA to ~et QAin.A A1Iflh (\fthA 'P,mP.1"f!~"·Y 'R~gt.,lation.ll: 0l1. 

the groundg mat (i) the regulations are not within the Boope of the authority oonf~d by 
the ~E1.tute; (ii) dlere is not substantial evidence to support the determination that the 
regulations i\re reasonably ne~ess.ary to effectuate the p\UJ)oses ofthe statute; and (iii) 
DHS almserl i.t.~ r1i~r;r~l.on 2\nd failed to follow the procedureg es:tablished by law in 
determining that the regull'.tinn~ W(':fl:,': nc:-.cessary for the immediate preservation ofpublic 
health and safety. 

lL 
Facts and Procedur, 

A. Introduction 

In 19997 CNA sponsored AB 394 to (1) require the DHS to adopt regulations 
specifying nu~o-tn-J1atient. ratios for general acute care hospitals, acute psychiatric 
hospitals and special ho~pitaJ~; (2) t.o require those hospitals to adopt written policies and 
pl'oOQdurQ O for nuro1.n.g attlff tra.lnine;; a.n.d. (:1) t ...-, f' ..·.,1 \:1.,: ...:)\,dl1.1u~1-'ital~ .L'lI..IUl ~:s.i~l.i.U~ 

unlicensed personnel to perfonn nursing funct;ons 1n Hen of R r~gistC!Ied nurse. (CNA 
291-301.) In October J999, the legislature pas:'!cd AR :\94 ann. a W!'I.i'i adopted into law, 
adding section 1276.4 to the Health and Sftfety Code. In adopting the new hill. the 
Legislature declared that the acoessibility and availability of nurse:; i~ esscntiall'ta cm~ure 
the adequate protection of patients in. acute care settings." (Health & Safety Code 
§ 1276.4.) Thus, AB 394 directs DHS to 'Iado~t re~ulations that establish minimum. 
"'pl:'!cifil:., and numerical" nurse-to-parient ratios for those in a.oute care hospital units. 

B. Hl.5tory of Nnrse Staffing Ratios 

AB 394 is the fir~t JlU~c:-to-rli'\.hmt 1l.r.ute care staffing ratio law in the United 
Statee. However, the history ofnurse staffing T"a.r;n." prr-..d!dl:'!S AB 394 by many ~ears. 
1 ric. rmnory 0'.( f\.t'I J~"'t argua01Y can flc tracc::ct tlack', 11.~ :t"r.n.~ 1~f1J-'/4. (January 13,200.5, 
Declaration of Vicki Bermudez, ~ 9.) During the 197'J-74 1 ee1.!d1If1'Vt': ~t':!!I!!Ii.on, the:: CNA's 
"Proposed New Legal Definition of Nursing" became tho framowork for AB 3124, which 
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amended Business and Professions Code section 2725 (the "Nur~il'\e pr~dice Act") to 

amplify and define the role of the registered nurses in the fJrovi~ion, ofhei'lltlmflT('l, (Jd.) 

Dut5iuCi51$ I!UlU :rlufI';/01:l1UJJ~ Cull", ~c;:Il,;llvll 2725 Cixplit.tidy recognizes the existence of 

overlapping functions between physicians and registered nurses and pennits additioruU. 

sharing of functions within or~anized health care systems that provide for collaboration 

between physicians and registered nurses. (Bus. & Prof. Code § 2725.) The statute 

ddines the practice of nursing to mean those functions, Including basic health care. that 

hdp propl~ cope with difficulties in daily living that are asgociated with their actual or 

J!ot~ti(ll he::alth or illness problems or the treatment [hereof, and that require a substantial 

amount of scientific knowledge: or technir,;tJ, skill. including "[d]irect and indirect patient 

core sorvices." (January 1~, 2005, De:daration ofVicld Bermude:z,' 10.) 


Subsequent to adoption of the Nursing Practice Act, DRS ~,rlopt,r.n (\ rogulation 

Q3t",bU.&hi'(l5 IIStcm.clArdo of COll.).~IOJt.OIA~ I'QlfVUIUWI.i~'· fVI H:;~i:1t~rCiu. llurn.::;~. (~i'p'p. 10 CCK. 


§ 1443.5.) The Standards 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, as demon~trnted in a number of circumstances. According to CNA, the nursing 
i"rot:t':~~ l,s the:: proC'~ss used to organize and deliver appropriate numin~ care. (JanUQrj' 13) 
2005, Dcclatat:ioli ofViclci BC'lIIludffZ, ~ 10.) Under the ~taru(e and regulQtions, 
registered nu~e8 (!lRN~") ~rt': Tl:"A}uired to (1) formulate a nursing diagnosis through 
observation of the client's physical condition and he:havio.r ann jnt,erpretation of 
infonnation obtained from the olient and others; (2) fonnulam a ca.re pbm, in 
r.ol1Rhomtinn ~ith thA oli~nt, whlch illilU'$9 that diNot 8Dd indireot lllll'!1iog OilM lJ~ee, 
provide for the cl:ient's safety, oomfort~ hygiene, and protection, 4rld for di~ea~e 
prevention and restorative measures; (3) evaluate the effectiveness of the ome plan 
through observation of the client'g physica.l condition and behavior, signs and symptoms 
ofillneSS7 and reactions to treatment and through conununication with the client fi11d 
h~alth team mffltlbers; and (4) act as the client's advocate, as circumstances require, by 
initiating action to improvf, health care or to change decisions or activities which are 
against the interesu or w1sne." of 1h~ dim., I'md by giving the client the opporrunity to 
make infonned decisions about health care hefo'rt': it is provided. (See 16 C.C..R. § 
1443.5.) 

Because of the importanoe of the nurse-patient relationship, various c::ntities have, 
over tim~, advanced prol)osaIs de~hmerl to enAUTA thAt th~r~ Art', ~nffi('.• M'.t'\"m1;-r.'o~'.'i"f.."., ... ".,.,., ........ , .. , ...... ,., .. " 
nurses to meet p'atien~ needs. One such proposal haa been and is minimum staffing ratiQ~. 

AS early as 1992) DRS considered proposing regulations requiring staffing ratios 
for r~giste.red nl.lJ:'Ses in acute care hospitals. (CNA 10.) However, at that time, DHS 
deterrnin~d Hot tn impo~e minimum ratios and instead opted for regulations requiring that 
hospitals implemont Ii Patient Classification System ("peS"). (ld.) 

The pes was intended to cn,~U1'e th~t tht': n\lmbor ofn1.1~ing staff was aligned to 
the health care needs of the pat1cnt~, whiJe st.111 al1i1w1ng the providC'.r flexibility for the 
effioient uae of$taff. (ld.) The PCS regulations provide a framework to ~~tahJj~h numing 
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staff allocations based On nursing Cdfe requirements fur l!:~ch ~1-lift and r::ac.h unit. (22 
C.C.R. § 70053.2.) The pes system requires the c.~tahHRhmenf. nf PI mdhad. to predict 
nursing care requirements ofindividual patients. (ld.) This method must address the 
amount ot nursing care needed, by patient category and pattern of care delivery, on 2m 

annual basis, or more frequently, if warranted by the ohanges in patient popultltions~ skill 
mix of the staff, or patient care delivery model. (Id,) The pes system also requires (1) fi 
method by which me amount of nursinJ;{ care needed (or each oa.te~orv ofnatien.t is 
VPIJHJ.iU~O. ror eac.n unrr: ana lor eacn snln; ~:i) a methoC1 to <1iscern trends and pa.tterns of 
nul'I\11'\S can:: dc::liv~ by each unit, each shift, and each level ofHcensed and unlioensed 
staff. (3) a mech21I1ism by which thf. ftcr.uracy of the n~ns care validation method 
de~cribed above can be tested; (4) a mcthorl to rlr.T.ffl.lTline staffresource allocations based 
on nursing care requirements for each .!ihift and cach unit.; ;lind (5) ~ method by which the 
hospital validates the reliability of the patient cla~si fi.catioT'l ~y~tt':n1 fIJf each unit and for 
each shift. (1d.) 

Following the adoption of the pes, DHS 3pent more thtlll four yca.r5 working with 
nurdng and hospital organizBtioni, includin~ the CNA! to develop the final PCS 
reguiations7 whic:h became effective on January 1, 1997. (CNA ]0.) 

Althnnp'.h it does not a.DD~ar that anv formal ~ru.rl.;~): Uit?!T'P. c.nnrll1~tP.ti ,,, ti~tA'nn;"'A 
the effectiveness of t.n.e pesl it WRS thl:. pC'I'Ception of some that the pes was not meeting 
the patients' noeds for 5taffing. (CNA 12 [Final Statem.ent nfReasons forR-37-01].) 
CNA claim3 this perception was supporteci by a J99R !\urvey concluder! by the DHS 
itself. According to the Senate Health and Humon Services Committee, a~ reportl:".rl by 
the Senate Rules Committee: 

"m 1998, the DHS surveyed over 160 acute care hogpital~ during the 
Consolidated Accreditation and Licensing Survey and found that mO:3t of 
th~ hospitals surveyed W~ not in compliance with Title 22 patient 
c1assificlltion. 61 % of the faciliti~ were out of compliance with Title 22 
with R7% deficient, in th~ ."p~ific !SCictions that re.quire the facility to 
ootablish fi PCS I1I1d to ~taffha.l\~rl on pr"ti~J1t n~eds.. " [I]t is clear that 
the majoritv off/H~il1tit':." ~r~ nnt r.nmplying wit}, Tltl~ ')?" (~N lL ~OO. 
1034.) 

Consequently, the CNA concluded that the PCS WB5 not meeting it~ intondod 
purpose, and sponsored AB 394 to require the establishment of minimum numerical 
licensed nUI"Se-to~patient ratios. (CNA 1011-12; see also CNA ]009 [letter to Governor 
from Honorable Sheila Kuehl requesting Governor to sign AB 394J.) 

C. Hoalth and Saf~y Cod.e Section 1276.4 

AB 394 wa~ introducert in. Pe:hl'llrtry 1999. It. immediately encountered strong 
oPPo;3ition. The A.9~ombly Comm1)t.~ nn. H~?llth cqlort.c::d the hospital industry's 
opposition to legislatively mandated nurse-,o-p?ltlrmt Hl,tiOS for acute care hospitals in its 
Apri16, 1999 report t?n AB 394: 
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II QPPOSITION. The Californ11t Hl":l'Ilthcm-c. Association (CHA) opposes 
the bill becau~e it legi~late! nurse staffing levd~ for ho~pjtaJ.s based on 
ratios. CHA believes the public policy of the state should he t.o require 
hospitals to base nurse staffing levels on the 5peoific oal'e ncai~ of the 
patients as measured each shift for every unit, not on staffing ratios. CHA 
.itates that hospitals across California are facing a nUI5ing shortage find 
that this bill win not remedy this problem. Instead, CHA and CNA Are 
trvinll to :oeI'S!uarle the. leoi~IMllrp. fn n" n\l\l"A t:l'hl\l1f .t'I,.....p.Q~~~ +hQ n,.u"",'J,.<iK' 

l1f.nur~OI\ enrluRted.. eRA scates that passage of this bill will put hospitals 
in the pnsilinn ofheing non-compliance [sic) because they will not be able 
to hire the nU1'Se~ requirt".:n. 

"Additionally. eHA ~tat¢B that the ratio.~ 11'\ this bill have no analytical 
basis, that staffing ratios willletld to inefficiency> and that this hill. r.onld. 
cost hundreds ofmillions for hospitals with no reimbursement. Ahsent. 
additional revenue, CHA states that the overall level ofpatient care could 
suffer because hospitals may decide to limit the number ofpatients they 
admit in order 1;0 ~comrnodate the ratio requirements. lfhospitals are 
~ble to find nurses to hire[,] and lay offaides and other personnel to pay 
fnr th~ l'dditional nurses, then there will be service gaps." (CNA 976-83.) 

Similf1rlv, in n Irttr,r tn .hr, llnvl"1mllr rr"fll1Pitino iii w..tn of aR ~~t1, CHA \lJroto: 

"Ratios could have unintended comequences {Of' pa.t.itrrlh. For example, 
hospitalr.sl may need to limit admis~ion~ in ordor to meet ratlns, d~pmding 
on the specific ratios a.dopted. Absent new revenue, laboratory, phnnnaoy, 
and other hospital services may have to be cut back to fund Inorti nursing 
positions. These changes also will have adverse consequences. II (CNA 
1O,~:).) 

Otha hO'~I"t,~.l organizations made similar comments. For example) the California 
A550ciation ofCatho11c Hn.~r{tPll .., wrote: that "[aJbsent new revenue, other hospital 
service~ may have to be cutback." (CNA 1007.) The California Rehabilitation 
Association wrote that 'I[i]fhospitals are unable to GCJrnply with thF- ratios and ate forced 
to close departments and units, then patient oare will bejoopam.?erl." (CNA 1069.) And 
T~t HQt.llthoo.ra Corpo!'(ltion wrotQ tha.t !I [t]'hi:f [bill] l'llo.y J.~,)1.l1L ~~, Lh", "ul;llh'l\llr,d 

C£lnsequences of forcing hospitals to limit admission5 in order to meet .'3peci:fic staffing 
ratios." (CNA 1071.) 

Notwithstanding these objectiong from the hospital industry, in Ootober 1999. the 
Legi~lah]re passed, and. then Governor Gray Davis sip;ned, AB 394, which added section 
1276.4 to the Bei\)th Plnd Safety Code, The legislative findings for the statute provide: 

"SECTION J. The Lee1~lP1hm~: finds and declares all ofme following: 
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(a) Health ctlt'e services lin:; heC()ming complex and it is increasingly 
diffioult for patients to acccs~ 1nt.egrnt.erl ~C':rVif.1~. 

(b) Quality ofpotient C6re ig jeopardized because of staffing change,~ 
implemented in re5Ponse to managed can:. 

(c) To enNre the adequa.te protection ofpatient6 in acute care setting.,~ 
it is eSfJential that qualified registered nurses and other lioensed 
nurse.s be accessible and available to meet the needs ofpatienta. 

(d) The basic principles of~taffins in the acute care setting should be 
based on the patient's care needs, the severity of condition, servioes 
n.c::c:dal, and the complexhy surrounding those services." (Health 
& Safciy Code § 1.276.4.) 

When Governor OAvi, ~i.en(';rf t),t": 1-.il1, "'I": l'\t":r.nTnf'SIIn;r:ri th~ TTll"'SHmrp 111t,th ~ Itgisn 
message" which rea.d. in pertinent p8rt: IIReg1!\tercd nuri{e~ Mt': II. a;tir.flJ (".(Imponent in 
guaranteeing patient safety and the highe5t quality health care. Over the past sc::vc::ral 
years many hospitals, in response to managed care reimbursement contracts. have cut 
casts by reducing their licensed nursin~ staff. In Some oases, the ra.tio of licensed nurses 
ill patients has resulted in an erosion in the quality ofpatient cl[("e." (CNA 10.) 

Bl1Sf.".d. on the legislativE! findings, lhe statute expressly directs DHS to adopt, for 
acute care he~lth fl'l.dlitic:s, 'Iregulations tha.t establish minimum, specifil; and numerical 
licensed nurso-to-patient ratios oy Jicc:n;c;;cd nllr~~ dassification and by ho!:pital unit. 'I 
(Heo.lth & Safety Code § 1276A(a).) The Jogi~la.tl0n 1tJ~o, fUld imponantly, ~pressly 
provides that these ra.tios ore to be minimums, 1'lIld that the: c'-'1!\ting P~t.lef.l.t Cl~ssi:fication 
~yl!~l.ll V·"-'~J ~I1W! rc:rmun m place. 1 ne mlIllmU1n nurse~to-patlent ratl.OS were ,nft':r1.rt~d 
to ~et the baseline licensed staffing requirements for eaoh unit type without disturhing the 
existing pes staffing requirements which may req.uire supplemental ~taffing 6.3 

circumstances warrant. According1y~ the legislation provides tha.t notwithstanding the 
minimnm nurse-to-patient ratios, "[a]dditional staff shall be assiWled in accordance with 
the docum.ented patient classifitation SlySltem for detennining nursing care requiremente." 
(Health & Rafety Cnnf': § 1276.4(b).) 

The statute further n.trect:< thi1t thE': minimum staffing ratio regulations shall be 
a.dopted "in accordmcc with tho department's licensing and certificat.ion n~gularions, as 
stated in SectiOIl5 70053.2\ 70215) and 70217 of Title 22 of the California Cone of 
R~!!,111~ti(\nj.'!, ~'t'\ti fhAI'mfP,oggionQI IU1.d ,'o.,,~ti~nQ} 1'~9'\Ilati.one 1ft QQotiOrt 14-1~.5 of1'ide J~ 
of the California Code of Regulations." (Health & Safety Code § 1276.4(a).) Theae 
sections describe or explain the professional obliga.tions of registered nurses in the 
provision of health care. For example, section 70053,2 desoribes the Patient 
Classification System. Section 70215 provides that an mrrse must provide, amons; other 
thi.ng.", flngoing patient assessments. as defined in the Nursing Practice Act, and the 
planning~ ~urw,rvision, implementation) and ev~luation of nursing care to each patient in 
ficcordance w1th the elf':m.t:nh of the nursing process. Section 702170) likewise provides 
that nursing pe:rsonn,d ~han ~.~~;!\t th~ Cldministrator of nursing services, provide direct 
patient care, and provide c11nical surerv,~inn "nrl r.oordinRtic:tn of care given by licensed 
vocational nurSe3 tUld unlicen:5ed nursing personnel. And. a!\ di~cu~~c::d ahove, ~e~tinn 
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1443.5 ofTide Hi de~crihc~ the ~,rrt"Hci\hle nu~it:le "Stcmd~rds ofCompc::tr=,nt 
Perfurmance." The .I\tatute provides that 1'1fl, case of ~nnf1id ndwt":t":T1, th1~ ~t:r.t{r:m, f.'md {lny 
provit'!ion Or rcgWlltion defining the ~cope ofnursing practice, the scope ofpractice 
provisions shdll oontrol." (Health & Safety Code § 1276.4(h).) 

Prior t;() £Hit~ing ~~ minUnU1'n oto.ftl:ne; ro.tiQo, DJ.:IS ro"iQ"\YQQ (lQ"'Qr~ pro-poocalo and 

received Thousands of C<>mments from interested persons and organizations, including 
both the CNA and the CHA. (CNA 11-21.) 

CHA vignm1l.'dy nhjede:d fo tb,r"J impl(":II]entation of my minim'llrn staffing ratios. 
Acoordingto the Final Statancnt of.Re~son~ rot' R-37-01, eHA objoctod thC'lt thae arena 
academic or empirical ~tudie5 that define appropriate nll~l!-to.p:1,t.ient, T~t10.~ in the v~riOl.l,S 
h03pital units. CHA requestod that DHS delay implementation of AB 394 until credible. 
evidence-based studies exist upon which to base th¢ re~ation3. (CNA 19-21.) 

CHA algO Bu~~ested that hospitals cannot afford to hire more nurses because of 
the extreme fiscal constraints on hospitals caused by sei&mic retrOftttln~ Health 
Insurance Portability and AcoountabiJitv ActIHIPPA) if't\ntementation. ~r.~\. in L':nnr.jqt
w1th thf!'. hscal pressure ot managed care. CHA POSIted tllat even if hoSPJtaJ.S were able to 
afford to hire: mem: nUTI\I!:~, there ar~ not emough nurses available due to a nursing 
shortage. If hospitals ca.nnot comply with the manoiitflct rat.ios, CHA argued1 hospitals 
will be foroed to close unit~ IUld 5u~p~nd SCrv1Ce~, t:hu.'I limiti:nZl Clnd. possibly denying1 
acoess to care for many Ce.lif0m.16:n8. Clo.sure~ and sU~f\ensions of .~~rvkt": r-o".1cl, in turn, 
cause lengthy patient transports. delays in start of C8re, tmd, potc;nt1,ally, 1nCfe<\.'Oe:rl 
morbidity and mortality. (ld.) 

During the rulemaking process) DHS frequently and consistently 
responded that concern~ about fiscal issues and a possible nursin~ 8horta~e were 
"out"icit: th~ ,')('.opt:: of the:: rulemaldng package." D'HS has listed and summarized 
the comm.ent." 1t rl:':c-.e1ved in rr:.spect to its proposed regulations and the DHS 
N[Jf'~f'lI'e~ t~1 t.l'\\"l.~.:", \·'\·'''\I\\~'\A(.:). nil vf ..,L~\.l.1 dU::; I..AJ1.l4'UCJ iu ~cUJI.LU1:S Lu tiu:: 

Fine" Stntcm~nt ofReasons for R -37 -01 . and were revir.wftci by this COlif[. (Si~ 
CNA 816&958; see abo DHS (compa.ct disc) batrls numher~ 293~·o4.1R, 7300
10272,) Examples ofa few ofDHS' responses to the comments it rocdved are get, 

forth below: 

liThe nursing shortage ie an important issue) but the proposed regulatiop.s 
are not, by themselves, designed to address the nur8in~ shorta.ge in 
California. " (CNA 826.) 

n[T]he inc.rease in hospital costs and other requirements such a~ 
r"JillrlhquClke n::trofitting .aTe lmportant issues but addressing Ihem is omside 
the ~cnrt: nfthi,:'i m'('rrTI~king pa('..kage. n (CNA 816,) 
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liThe proposed regulations are not de~igncd t.O antire,4.1S the nursing 
~horte.ge in California. The propo.!lcd regul~.t1.nn.( pn"l': the minimum 
licensed nur:3e[s] neceS3fifY to protect tho hcalth and safety ofpatient" in. 
gener8.1 acute oare hospitals in Clllifotnia, II (CNA 823.) 

In response to requests that DHS delay implementation of 1;5 ratios in 

MedicaVSurgical units Wltil after a study of the effects of the initial 1:6 rati05 could be 

performed, DRS responded: 


IfH~C 1276.4 manoRtes mat the d.~a.mnent, 'ihall review these resutatlons 
nVti ytiLiI ~ ~fLc.1 n.ttt '1'1.l\l.1 L lUlH 1'1 \ill 1 H~pon lU LIlt: L~gtSla(Ure regaramg any 
proposed chtmgcs: That i~ the fq')OfT. t.h~t the CDHS will prepare and 
5ubmit. CDHS does not have thc rL:sourCt':.l( tn rr.roduct the study suggested. 
by !hi::! comment." (CNA 832.) 

In its Final Statement of Ile~ons for R-37-o1 ~ howover. DHS stated th~t CHA'!; 
concerns about threats to access to care were relevant, along with its cxmoern about 
posdble nun;ing shortages, DHS stated that it had carefully evaluated the possibility that 
c;t'tfe mId s.ervices could be diminished Or denied ifthe proposed ratios were unreasonable. 
Specific~lly, DHS stated: "C.HA's caution abom imposing ratios that will place heavy 
and unnece.~.~itry burd.ens o~ the fiscal reserves ofproviders deserved and received 
thoughtful and delibera.te considaation." (CNA 1.0-1.1.) In the end~ DRS reached the 
fOUowin2 conclu~iofl: 

~[GJtv~ the statutory mandate. CPHS did not have t.he nIl.inn. nf 
declini!!K.~9jAI1pl.ement the ratiQs. notwithste,nding the nursing ."hort~ge 
and the hospitals'· financial concerns. However, the Department did 
evaluate a. multitude of factors effecting acute care, and is working toward 
fadlitating compliance with the staffing ratios while ea.sin~ any undue 
fi~ca.l hllTilens by providing maximum flexibility for hospitals within the 
hound~ ofp~tient hei'ltth HIld saf~ty. CDHS also chose to phasle-in the 
richer ratio~ for M~.ir:a.JJSl.lTgir:;a.l units for one year, and for Step-down, 
Telemetry, and f'J'lccialt;y C~11'": l1nlh for four years in order to allow 
providers time to develop a strategy for compliance, for the recruitment of 
additional nurses, a.nd for the education and training nf IUiflltion;:tJ dasses 
of nul'sing students." (ld. [empha5is added]) 
In response to concerns raised about California's nUI'5ing 5hortage, DHS not<:;d 

that then-Governor Davis had just announced his Nurse Workforce Initiative, 6 $60 
million effort to address the nursing shortage in Califomia. (ld.) 

.A1thnue;h CHA objec1:ed to the implementation ofratio~ in general, eRA 
nevertheless proro.~erl.<;pl":r.ific minimllm ratios fOT each uni" including a proposed 1: 10 
ratio for Medi callRllrz; C';;'ll Units_ CNA, in turn, proposed its own specific minimum 
rntios, which generally were hieh~ th~m thos~ propose.d by CHA, including a. proposed 
1!3 ratio for MedicallSurgical. Units. (CNA 16. 20-21.) In jt~ Fin~1. St7lt~menr of 
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Reasons, DHS found th8t neither CNArs nor CHAls proflogaJ pre.~ent~..d em adequately 
supported baBiB for the specifio proposed ratios. Therefor'C, DHR ar.t.emptr:r\ t(1 reach a 
Hbroader, more objective" consensus of reasonable lit/llldord., thnt would improve nUr!\o 

staffing levels and quality of care to patients, (CNA 21.) 

In addition to soliciting the perspectives of major stakeholders, DHS reportedly 
performed 3Il ex.ten~ive review of existing literature, solicited reoommendatione of 
pmfe.c;,c;iontlJ mc:rlical organi4ations, held discussions with other states and countries about 
their ex'J')erie:nr:r:" with ;:Ir.ntl'l r.~rp. 4;;.t~ffing;, ","Ii p.'Yrr~I'1'~1i ~n.ff.\rmQtion !:lbout nura:!~ ~tQ.ffing 

from Office of Statewide H~alth Planning and Development (OSHPD) da.ta. DHS also 
solicited input from proressionaJ nur~e~ on jt.~ nwn staff. However7 because none ofthe 
sources ofinforrna.tion provided DHS with hard scientit1c evid~no~ of the optimal nurse 
staffing ratio for each individual unit. DHS also conducted an 01'l,A~1fe; hmpit.,l study to 
discover the level of nurse staffing practioed in hospital!! in the ah~CT\ce of t,ne proposed, 
rntio regulations. According to DHS, the study also gave DHS the opportunity to 
estimate the FTE [full time equivalents} and fiscal defioits that may occur with various 
rafio proposals, and provided a foundation for the required study eve.luating the effeot of 
these regulaTions five years after adoption. (CNA 28.) 

With thi~ h~(';ke.r.o'lnd., DHS adopted the ratios set fonh in DHS Regulation R-37
01. IbM rAtk'L'I ",'cIt,. ,15:~'r1 iln;"alllll. "1~L-'I,,~vu([lmlll1.at: Jt:aal~t !!I~~mnK me;! Depanmem 

bel~.ey.~s [are] compatible with safe and Quality patient ctlre in the acute care sening." 
(CNA 30 lempha~i8 odded].) 

Accoroin.'l to the Final Statement of Reasons. the ratios represent the maximum 
number ofpatients that can be assigned to anyone nurse at anyone time. BocaU8C of 
:t1~ible shift scheduling in hospitais,DHS believed it wa.s not feasible to reduce nur$in~ 
~taffduring evening, night, or weekend hours. Therefore, the ratios represent the 
minimum ~taffin.i permitted on any shift. 

It WftS DHS' e~prnss intent. nnt to pt":rUlit RVC"J."aging the numbers ofpatients and 
numes during 0. single shift, nor averagin~ (wer timo. DHS stated its: belief that averaging 
over time would not confonn to the .Lcgi5lature'~ ;ntC':l1t, nor the: Governor's message 
when he oip';c-od th.o bill intI> la.w; !:tOr 'Would it provid" th.;. n","d,"J ..,a.f\.J5L1A,1\1 1\ 11 l'fl.tiC;Ul:!l hl 
California's acute care b06pital5 to be cared fur by adequate number$ of nur~ing staff. 
(CNA 31.) 

Among the minimum ratios it established for specific units ofhoBpita.15 W(lt] a 1:4 
Tlltlo for Emergency Departments ("EDsl'). At the time, DRS stated that the methodology 
for ciete.mIining appropriate nurse-to-patient ratios in BDs is problematic for several 
reasons, including tht: great vitriation in padmr aCuity and visit frequency that an 
individual ED can c;J;perience oyr.r it 2.4 hour period" In addition; EDs can be severely 
impacted by trauma and cn,t1caJ care .acim.i.l\si,ons. DRS concluded that these idiosyncratic 
staffing patterns necessitated creating ~ muJti&,r.etc:d rogulation for nurse-tn-patient ratios 
in EDs. (CNA 38-39.) 
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The nurse-to-patient ratio in medioal. surgica1~ and comhincti medicttilslTrgical 
units Wag proposed to be 1:6 or fewer at all times. DHS stated that there 1.41 "n,n 
independent, empirical infonnation about appropriate staffing levt)ls in medical, surgical. 
and combined medicaUsurgical units." Therefore, in determining the appropriate ratio, 
DRS relied heavily on Office of Statewide Health Planning end Development (OSHPD) 
,lRta showin~ thaI. 7$% of Califox;nia's hoanital F:hift.c: ~ITl'l;;tciv A,.", RtRfft"Ji At A lAVAl of 1·" r; 
or hiBha fOr m~dical/sUl'glcal uruts, and DHS I on-site study ofhospitals statewide 
cont1rmeri ~t"'ffiTlg in those unit types a't 1:6 for 7S% of all medical/surgical and mixed 
unit 3hifts . .DHA ciec;it:t~d to set the "starting point:" for the minimum ratios at this level to 
improve staffin~ on those shifts in the: ]e:ano:~t 2.1th percentile. The game study showed 
that at the time of tho :ltudy approximately 50 pc:rcent of illl hospitals were meeting the 
1:5 ratio in their medical/surgical units. Thereforo. DRS .d~term1fl,t:d that, c.orrunencing 

January 1, 2005, the nurse-t6-patient rotio in medical, surgioalllncf comhinr.d 

medical/surgical units would be lowered to 1:5 or fewer lit BlI timos. "CDHS h,.~ rlecided 

to increase staffing on these unit shifts incrementally, by a later phase-in of this lower 

ra~io. This is: being done for both practical and clinical reasons." (CNA 43-45.) 


In rt prac;tiGzU 5eJlse, DIIS ~L~~cU 1.111:&t UCA.:i:tUbt.": m=uh':l;£l, sur~Ca1, an(l combtned 
medicall511rgi,c8.1 unih F9r~ tho most c.ommon and largest unit types in acute care hospitals) 
and because of tho CU1TC1\t nursitl.e shortagt:., an incremental phase-in of a lower ratio is 
warranted to allow ptovidors add1t.ionlll timt": to m,ild up their pool of nurse staffing 
resources and adequate lelld time to develop a budget ~trategy tor r.omplying with the 
minimum standards before they ftte ffiflIldated. It also put~ pmvi.dtm\, alnng with the 
Medi-Cal program, on notice so that they can make any needod adju~tm,cn,t~. (CNA 44
45_) 

In a c.linical sense, DHS stated that because medical/surgical units ore the ~ettings 
w;,~~ tho majority of acute care patientS receive care, DHS found it "important to enrich 
staffing" in those units. IIJncr~R.!!ing staffing in this unit will increase the nursin,g care 
received by thfJ ~3.te~t numher nfpnticmtrLIf A~CMd11\slYl ~~ '~J.UuWl' rJR:)'l\.H.ull1'iliat'" ""'" """'" """"""""'" 

tbe minimwn ~taffing level at mc:xiicaJjsur~c;illl1nlts should be 1:5, in order mallow 
providers time to develop a strategy for comp1ian,ce, for thc. recruitment of additional 
nlmes) and for the education and training of addit.ion?ll r:h,.:lIses of nursing students, DHS 
agreed to a.llow the minimum ratio to be "phaoro in" over the cour~o of nne y~M. Thus, 
the initial minimum staffing ratio wa5 set at 1 :6 t with the 1:5 ratio sch~duled to take 
effect on January 1) 2005. (ld.) 

DRS also added a subsection to require additional recordkeeping that would 
ensure thi'lt specific nursing personnel could be linked to specific patients. According to 
DHS, fhi.~ w~s necessary because withou~ such a provision "it would be impossible for 
CDHS or the public to know n:tr()~pectively wherher the facility oomplied with these 
propo~~d regujo.tiofl9 e.l\d wrm.1M. t.h~T'p.fnr~ m,(ke en.f~r~t.L\l~W 'u rLiI'clSi:' IJtoj)lJ'seti' , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , 
regulations virtually impos!'iihlc." Without, .~nr;h CI. rccordkeeping requirement,' agents of 
the state department would only know i.n the '''~ert'':gPlt(': the numbers of patients and 
nUTSes on each Shift. and could calculate the aver;},ge .~t"AinB. hut would be unable to 
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a.ssess whether a violation occurred, or PfCVc:nt ;\. violation of these proposed regulations 
......·k,.ab :i.D'>.pl~rn.'mi and 'na.l~" ~f' ........:.c: ... HOC 127Ii,-+," (CHA .tI)-..~.) 


In addition, DHS added a subsection providing that if a "hCialthcarc: c:m1~Jl~Bncylf 
cau~es a chan~e in the number of patients on any unit, the hogpital will not violate t.h~ 
regulations so lon~ as the hospital demolliltrQU!a that prompt efforts were madc to 

maintain the required staffin~ levels. A "healthoare emergency" WM defined as an 
"unpredictable or unavoida.ble occurrence at unscheduled or unpredictable intervals 
relating to healthcare delivery requiring immediate medical interventions and CB:re. It 
(February 17,200:'1, Ded Rration of Gina Henning, Bxh. D, p. 11.) This subsection 
reflected DHS' intc:nt tn give thr, hospital neoooo flexibility while the hospital makes 
prompt. diligent efforts to rntum. each tlT1it to the minimum required staffing ratios. 
(CNA 49-50.) 

The DHS rO!!<"\l.lgtiof.\. WQ3 Q.dopt~d on ~\.us;u"t 2G, 200'. a.uJ r..h..\l wilh thr; 

Secretary of State on September 26,2003) with an effective date of Oc1obrn- 26, 2003. By 
the resuIation'~ terms, the staffin~ ratios became operational on January 1, 2004, 

E. Emergency Regulation R·OI-04E 

In. NnVt'm'l.bm 2003, Governor Davis was recalled and succeeded by Governor 
Schwau;cneggcr, Approxirnatdy on!!!: Y~M laler, on or about November 4, 2004, DHS 
gave notice that it had adopted tho initial Eme:rgffir:y Regulalion (R.-Ol·04E). 

The Initial Statement of Rea.sOM fot thc Rm.C1'gency Rt:":81dl.'ltion provides that 
hospitals claim they are unable to hire enough nurBO:9 fur continuou,,, compliance with the 
regulations because of California's nursing shortage. It also statcs that hospitals have: 
reponed that thev d() not have sufficient funds to hire eooucl1 nl.lr~e~ because: of a numher
III 1i1.\,:I\)[S, IIlUlLJamg me pressures OT managea care, Inadequate MeCll-t:at reunbux5ement 
ratCi~. an l!Ver-increasing unirumred population receiving their health care through 
emergency rlcpartm.entl!'l, unfunded mandates (includins seismic retrofit), as well a.s the 
nu.r.3e-to-plltient staffine Trl.t.ir,l.~. DRS statM that it carefully considered these concerns 
and decided that some mori1fi(';;'lhr.ms to th~ original regulations were necessary. 
(February 17, 2005. Dcclaration ofBarbara Oalhl,way. Exh. A, Initial Suuement of 
Rcaaons for R-OI-04E; .see also CNA 337-45.) 

The EmerAency Regulation that took effect postpones until January :1. f.OOR, th~ 
step-down of the ratio for medical l surgicw) medica!/surgioal. and mixed unit., fTom 1~t1 
to l:S that was set to take effect on January 1,2005, In addition, the Emergency 
Rc::Jmlation amend~ nHS ' I::ttlffing'M8'111M11\1'\ t(\ (i) I'.'lari(y whim H(loonli~d n1.l1"S8B shall b~ 
Ciountc:rl tow(lm,Gjj the ratiog; (ii) change the recordkeeping req.uiremants for emergenoy 
departml:Jlt~ so th~t emergency departm.ents will no longer be req.uired to tracl( nurse 
Msignmont8 to IIper:1t1.(; patif:'nts in those units; and (iii) allow emergency departments to 
devia.te from staffing riltio.5 in the event of "sammtion" instead ofonly when there ig a 
"healthcttre erncTgoncy,1I (Jri.) 
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ofEmergenoy, in which it found that the Emergency Rc~lati('ln 1~ "n.t'Jl':e~~Rry for the 
immediate preservation of the publio health and safety, II (February 17,2005, Declaration 
of Barbara Gallaway, Exh. A, Finding of Emergency for. R-Ol-04E: see al.so CNA 2~7.) 
DHS stated that it is "vital to the health and safety of all Californians that the 5tote 
maintains a health care delivery system that includes adequate facilities and staff to meet 
pat.ient noods_ " (ld_) DHS found that 'Td]uring the ten months that nurse-to-patient ratiO:J 
have heen in ~ffoc.t, they have been cited as a cause for closure of two hospitals and the 
closure or reduct.ion incapacity of several hospital emergency rooms and other patient 
care units. 'I (Id.) In addition, DHS ~tatcd that it had. become aware of "reports of 
hO~DiUl.Is reducin2: the availabilitv of !;crvi(je~_" (rd.) 

Significantly~ DHS ai50 indicated thdt: 

·1I[Itl does not have data to 9uPQort_~r_rew~eJheae find other claims that 
have been made about problems oaused Ote~a<'?eJ:~~ted by the Current 
nUn!e-to-patient ratios. However, the maintenance of hospitals and 
hospital services is vital for the safety and health ofall Californians. 
Ther~fOrt':, the Dopartrnent has a responsibility to recognize early 
indicatiofl." nf"t1;'tnticipHt~d consoouences on a health care Syoite:m already 
reported to ho under ~tre,~."\. WhiJe:: nurse-to-patient ratios are an important 
oomponent of patient care in California:, they /irc not 'he only component. 
.. [Until the DeptUtment eem complete the statutorily requlren ~tudy of 
current ratios,] it is ina.ppropriate to risk unintended e,on.sooucmces of 
enriched nurse-to-patient ratios on the availability of hospital !tervlCCS 111 
.:::: A11An 1114," ,N, tlOa.l.ll;Jl.LitlSlb auu"uJJ 

In respect to the clarification of when licensed nurses should be counted towards 
the ratio.!i. OMS innic:1tr.n r.hRt "it is critical that the Department Clarify the a.pplication of 
the nurge-to~pationt rntios thtlt Me currently in effect," beC3use interpretations of the 
current regulations may have "un.duly rt:~tr.idc::'A1 the C!ligibility ofnurses to be coWlted for 
patient asai~ent.H (ld.) 

Finelly, DHS indicated that "the unique character ofho!lipital CJ11eTgenc;y 
departments makes it necessary to adjust terminology and the method of rocording JlUT,~e 
a.s~ignments to patients." According to DHS, the amendments would "make the 
application ofthe ratio~ more congruent with the reality of emergency department 
Mi\ffing and allow hospitals needed flexibility in emergenoy departments." Cld.) 

C.l.! VI nt'uut DC;LI:iUlln;,,\ :11, .2.004, I"t:LHJum:r CNA ClhHl thls actlOn Challengl.ng me 
Emergency Rogulat.ion. . 

On Mdroh 3, 2005. the Court tem1'rlt1v~ly rnled that the November 12 Emergency' 
Regulation would be enjoined. That same nay~ 1)BS adopted the second Emergency 
Regu1ation~ which wa5 identical in content and form".t f() th~ original Emc::'Igmcy 
Regulation, which was set to expire by operfttion oflnw on March 14,2005, On March. 
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1"t. ,",UV'), InlS LOUl.'t lS,sUec1 't5 rmal om!:", prelrn:nn'?lnly C'njommg bath the November 12 
and Much 3 Emergency R.egulations pen.dine fit'lT\1 r1i.~p(J~ition ofthc. Petition. 

IlL 
Discussion 

As described above, CNA challenges the Emergency Regulations on the 
following grounds. First, CNA argues that the Emergency Regulations are invalid 
br:.cause they (i) exceed the scope of authority conferred to DHS by the Legislature; (ii) 
lI.rn n,ot ,rea=,ona.hly nf".cessary to effecruate me purposes of the statute; and (iii) would! if 
pennittod to ~tan.ct, re~ult in a violaTion of the constIrutional principle referred to as 
:Jepo!ation OfpOWOT~. Seccmn.j CNA ~rB't1~..., that the: Emf!rgency Regulations are invalid 
booause the decision to ado~t an lIem~e(";J1t;y" ~g1.11ation is not supported by the findings, 
and the finrl;n£r,q M~ t'lo1 ~11nnmtr"J1 hv tJ,r- r:vifi!"!t'lr":p, 

CNA's challenge/3 require the Court to detennine whether DHS properly 
interpreted its legislative mandate in promulgating the Emergency Regulation. In 
reviewing the validity of a regulation adopted pursuant to a delegation oflegislative 
pOWc'l", the judicial function is to detennine whether the regulation is (1) within the scope 
of the authority conferred by the statute, and (2) reasonably necessary to effeotuate the 
PUTO~~~ of the statute. (R{J/ph~ Grl)ct2ry Co. v. Reime/ (1968) 69 Ca1.2d 172, 175.) 

A. 	 Does the Emerrzency Re.~latiQn Exceed The SCOptl O(Authariry Conferred 011 
DBS By Tht; Le:gj.rlature? 

In ,general, the oourt'£) task is to inquire into tho logali.ty of the chr'lHmged 
regulation, not its wisdom. (Mahdavi v. Fair Employment Practice Com. (1977) 67 
(;('l) ApJ"l ~n ':\1", ~~~) 'urn""" Qt'l "A-'lY'"lJni"trnth.'a a.~onoy 'i.g ohQII~od ..vil!k O!'l.foll">ellng 0. 

pa.rticuhu- statuT.e~ its interpretation of the st~tute generally will be acoorded deference by 
the:; court.". (C.E. Buggy, Inc. v. OccupatIonaL Safety & H{}alth Appeals Board (1989) 
213 Cal.Arrr3i1 11.50, 1156.) 

However, 1n Y(l.m(1.h.(1. Corp. \I. S,ate Bd. o/EquQ/izartorl) the Supreme Court 
distinguished llI111gvIlCY'S quasi-Iegi:slativc: mieR, which are acoorded grear deference, 
from flIl agency'3 legal intorpretations of a controlling ~tatut.e. whi r,h ore entitled to a. 
"lesser degree" of judicial deference "appropriate to tho circum~tan.ce~." (Y(lm.{lha Corp. 
V. St[Jt~ Bd. ~fEqualization (l998) 19 CalAth I, 8. 12.) Moreover, deference rl1;1\c1pl e.~ 
do not allow an a~ency to disregard a statute's plain language. An interpretation that 
enlarges or exceeds the scope of authority delegated to the agenoy or that rejects explicit 
1pIYl:'hth/p. p()li~y dotQnn.in(.\tiona oa.n.not be t;luotQincd. (Cc..-t. Code § IlJ4:J.I; Po;;lJy/r:- t:..4 

reI Depr. ofAlcoholic BewragfJ Control v. Miller Brewing Co. (2002) 104 Cal.App.4th 
11 R9, 1198-99.) Because the interpretation of the statute is a Que~ion oflaw~ case law is 
oloar that the C01lrt, not the agency, is the ultimate arbiter of the interpretation of the law 
under whi.ch the Tl":f;lJ}"tioD was issued. (Yamaha Corp., supra, at p. 11 fn.4.) 
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lawful authority conferred on the DHS by the L~gi.qlatute heC::i\'1~~ AB 394 does not allow 
for decisions which accommodate perceived nursing shortagcs or conflicting ccrlnom.ic 
interests. IfCNA's interpretation i~ correct, then CNA must prevail because the very 
basis for the Emergency Rep;ulation was to account for "reports II that ho~pitals are being 
forced to close or reduce gervjces because of a nur~ing shortage and a.la.ck of ~uffioient 
fimds. 

Tn f1sc~.rtRining the intent of a statute, me Coun: is guided by well-established rules 
of :ltatutory interpretation. In con!';tmine a statute, a. conn mn~t look first to the language 
ofthc statute itself If po~~ihlc, ~igT1.jfican.ce 1'hould be given to every word, phrase, 
sentence and part of an act in pursuance of the leg1.1'I~tive purpose. (Phelp.r v. Sro.sTad 

. (lP!)7) 16 Col..1th ~3.l~.) IfthClt'C i3 no QTJlhi~ity in. t.h.. ·. '1.1Ir.::,,,.ilJ;;i'-' vftlJ.\" . .>tatuh:::, t.1lClJ 

the Legislature is presumed to have meant what it said, and thc fllain meart;ne of the 

language governs. "When the language is clear fllld there is no uncertainty as to the 

legislative intent, we look no further and, simply enforce the statute accordi~ to its 

lenns." (Id,) 


Hc::rt:, the language of the statute is unambiguous. The stawte .provides that DHS 
tI.shal.l arlnpt. rezuhltions that establish minimum, specific, and numerical licensed nurse.. 
to-patient rat10,1I,1' fnr ",11 ~pedfied. health facilitie!iL (Health &. Safety Code § 1276.4(a).) 
In directing DHS to determine the minimum ~taffi.ng ratios, the legisladve findingi for 
the statute mtlke clefII' that the purpose of the ['a.ti.o~ i~ to ~a.fee11,(trrl the health, safety and 
well.being ofpatientB in acute cwoe I]etting~. The legislative finding~ rtcc1a,.e that the 
"[tJh~ hQ.D1Q prin~iploo of ote+ffinS in thQ Q.()utl:l C~T'O .::!ottine; "hould b~ 'b4.'1\'.oJ VII th""lJIl"'i~.d·.' 

care n~ds, the severity of condition, services needed, and the complexity surrounding 
those services. II (Health &. Safety Code § 1276.4, Legislative Findings, Section 1 (d).) 
l1u:: Legislature declared that the 1'[q]uality of patient oare is jeopardized because of 
staffing chan.ef',~ implemented in response to managed care. ,I (Health & Safety Code § 
1276.4. Lc:gl,1\htt;ve Findings, Section l(b).) Because of these concerns about the effect 
of "staffing changes" 01'\ qu~lity of ("MO, the Legislature found it "essential" that nuries be 
"aooe3t!1ible find availah1c;" t.o meel the ne:eds ofpati('!!nts "in acute care settings. I, (Health 
& Safety Code § 1276.4, Legi~lati.ve Finn.i"e~, S«::ction 1«('.).) 

The Legislature's conoerns about the qunlity ofhospital care i;5 further rct1ectcri in 
the text of the f;:tatute ;t.!Ilelf. For f'I"f(Amolf':. thp: ~tAtlll'A Anth,,";?_ nlJ~ tA ~A"''' ...,'r~1 

hospitals waivers of the minimum staffin~ ratios needed for "increased operational. 
ef:ficiency~" bu'C only upon a findin~ that such waivers will "not jeopardize the health. 
safety, and welJ:..being ofpatienti affected ...." (Health & Safety Code § 1276.4(g) 
[t:rnphasis added].) Similarly) DHS is authorized to consider the unique nature of the 
Univer~ity ofCalifornia teaching hospitals when establishing the minimum ratios, 
"provided t.here will hr. sufficient direct care registered nurse preceptors .availabIe to 
ensure Bafe pati.ent car~." (Ht.':?llth IV. SCtfr.:ty Code § 1276.4(1) [emphasis added].) In 
establishing the ratio~. DHR i,,, reqtJirerl tn (';('I'osid.er the pmfessional and vQcational 
regulations ofnurses that e~tahJish "cnmretent." pMiC':nt r."n::, (He~.lth &. Safety Code § 

12'/6.4(8) [refming to 22 CCR 9 '70215; 22 OCR § 70217; 16 CCR § 144l5; ann 22 
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CCR § 70053.2]), and the statute prohihit!\ 1"Iu~e$ from boing assigned to a unit unless 
that nurse has received orientation and demon.'1t.r:-l.t.e:n th~ r'l.bility lito provide competent 
2m" to patients in that areo. (He81th & Safety Code § 1276,4(e) [I:1l1Jlhl'tsi~ flrlrled).) 

'~ith limited exceptions, there is no mention in the statute a.bout conccm~ for the 
the number of hospitals that may be made Ilvailable l Of any expression of fin intent to 
IinC\l.f~ th~ o.ooaCloibUity Q.Ild Q.v,"lo.hUity of 1l000t:c ~Me ~C.i"Vj,~tlQ iu tall \,Ill\,lWU.,'QLJ.I,,;I;;i:S',' 'ft.t':"'" 

exception is subsection (.g») discussed above, which authorizes DHS to grant waivers for 
fhe minimum staffing ratios "needed for increased operational effioiency," provided such 
waivers lido ,not jeopanlize the heahh~ safety, and well-being of patients, II By 
implication. thi!\ i'ihow.~ that. C',Oncr.ms of "operational efficiency" were intended to be 
8ubordinate to the health ana safety of the pf'fimts. 1fiis language also shows that the 
Legislature knows how to exprc~81y 1'Cll1J1re ;1Ie~n.(";i.~') to c.onsidl!I operational efficiencies 
or other considerations when it Wllrlts to. (SPot! Health &. R~&.ty Code § 1276.4(g), (k), (1) 
[authorizin~ special considera.tion for rural hospitals, mental health fuGiJjtil:~, tmd 
University of California tea.ching hospitals]; ;see aIJo, c.g., Water Code § 13241 [setting 
fortn fa.c:r.t\T~) inr.1nciinp' intflHll'ry ~1\"1'\f.\,",il.'.o, which Qr4 to. hQ conr;li~N4 b)1 "8Qfioy in 

establishing regulations and objectives],) 1 he absence of such a requirement here 
.~'lggc:lStS that the Legislature did not intend to grant ~eneral acute oare hospitals the 
aut.hority to determine the ratios based on such considerations. 

For all of the~e reason!', the Court. ii.nils that me STarutory language 
untunbiguou~ly establishes that the purpol\e nfth~ proposed minimum staffing ratios is to 
enhance the quality ofoare. i.e.~ to protect the hea1th and 81'1fety of pRtimts in acute care 
hos-pitals in California. Therefore. oonsidera.tions of nur!iin.g .~hort.l\.~e:~ illnn ~(',onomic 
impacts appropriately are outside the scope ofDHS' rulenulldng authority. 

Respondent DHS takes issue with the Court's authority to interpret the statute, and 
contmds thar the DHS' view of the statute should be entitled to "great weight unless 
all!H:ll"ly orronoQU(] or WlQ.ud1bri%ed. 4I (DIIS Opp~5jtluu, .!It ...,. 19.) HUWC\lClI, 1.11~ C~liforniu 

Supmm.l'! COllrl r~t':r'.tecl this view in Yamaha: 

IIQua.si-legi51ative .nll~~ (I~ rc:vivwt:":d independently for consistency with 
controlling law. A court does not, in ()thl:rwOT('t~, rtf-fer to an agency's 
view when deciding whether a regulation lielS within the ~cnpe ofthF: 
authority delegated by the Legislature. The court, not the agency, hM 
'final responsibility for the interpretation ofthe law' under whioh the 
regulation was iSSUed." (Yamaha, supra, at p. 11 fn. 4; see a!~() Govt. 
Code § 11342.1 [stating no regulation adopted is valid or effeotive unless 
consistent with and not in conflict with the enabling statute].) 

Momover, even tfthe DHS' interpretation of the statute were entitled to ~eat 
deference, the I\rlmini:'!'fr~tivc: rec.ord establishes that DHS' interpretation of the statute has 
"vi L\J\JU \,A1I\"l ......t:..I\I.. :rl, "'rllJ.,Y ll.1~li.1.m,;c::s, Dns Jl1Lelplt:l~~~JuIl Of LIllo: SUJ.[Ut~ was enurelYln 
a.ooord with the Court'~ int,erpret1lt1.nn. For co:xamplc, DHS C'.ommented about AB 394 
before it was 5i.gned that I'[t]he intent of the bill is to maintain quality pntiemt care by 

- 15 - - 15 

http:int,erpret1lt1.nn
http:WlQ.ud1bri%ed.4I
http:C',Oncr.ms


V'+/II/LVVO IJ,LI In!\ 

prohibiting unliccn.sed per~onn.cl from performing nursing functions and through nurse
to-patient ratios, 'I (CNA 101.4.) 

A.ilnitlnnFllly. in M,Q1"nn~~ tA 1'"1\11,,, ~f.\mm'-'.nts about the- propo~ed. daffins r 2tioJ;:, 
DHS consistently d.eclined to modify or delay the proposed ratios bused on concerns 
about the perceived nursin~ shortage in Calitornia. Aooording to DHS~ "[t]he proposed 
regulations are not designed to address the nursing shortage in California." (CNA 879, 
881,885,914,924-25,927-33,935-49,953,955-56; see also CNA 877, 923, 952 ["The 
proposed regulations are not, by themselves, designed to address the nursin~ shortage in 
Califomii'l.. ThEtt is outside the scope afthege regulations:']; CNA 926, 954 [same]; CNA 
87R. 904, 934 ["Arlclressing the nursing shonage is outside the scope of this rulemaking 
pockllge"]; CNA R92 ["[t.]he )~.[':k of C'v(ti1~ble nurses and use ofregistry and travelm are 
important issues but addres~iflg them 1~ ont~lrl.rl the ~copc:: ofthis rulcmaking packa.ge."); 
CNA B94 r"Whlle the mlr.'~iT'lp' ~h"rtl'lp'(,,; i~ an imnnrt;:\nt l.~,~n~ ttrirtm~~inv it i~ nllt~lr1,.. th,.. 

soope ofthla rulemaking paokage"]; CNA 924 [same]; CNA 950 ["The lack of available. 
competent, trained, and knowledgeable registered nursers] in all areas of the state is an 
important issue) but it is not addressed within the scope oftha regulatory package!'],) 

DHS similarly rejec[ed comments that compliance with the ratios would cause 
hospitals to close or deny access, responding that such concerns also were "outside the 
,'\r:opo ofth~ rulema1dng package." (CNA 881 [,'Addressing the cost of resolving the 
acute care nursing deficjt ~t.at~wine i,~ outside the scope af this rule!Inaking package"]; 
CNA 887. 903 [finding COm:crn.!'\ that rati.os too cn~t'y and endanger ability to serve 
oommunities to be outside scope ofrulemalcing package]; CNA RRR [fintiing r~g1.11ations' 
estimated $486 million price tag to be outside scooe ofrulemakin~ oa~kag~l: CNA R94. 
YUY-l U I. "Aact.ressmg the bUSIneSS and t19cal con~tTtltn~ taced. by ho~pltals l~ out~1de the 
scope ofthi& rulemaking .'pa.ci<a.ge"]; CNA 895-96, 904 ["Addressing the fiscal constraints 
faced by hospitals is outside the scope of this rulemakin~ package"]; CNA 900 [The 
;ncrease [sic] hospital costs are important issues but addressin~ It is outside the, scope of 
this rulemaldng package"]; CNA 91 j ["the fis.cal constraints tacin~ hospitals is an 
1mporhmt iSS11C::, but addressing it is outside the scope ofthi' rulernaking proceedin~"]; 
CNA 923 ["Althougb hospital costs is an important issue, addressing them is outside the 
scope of tho rulemak1ne rror.~edingft]; CNA 951 ["Although the increased hospital costs, 
the education and availability of nurses, are all important i:'i:me.,~ they fif~ oUTside the 
scope of the rulemflking package"].) 

.InlJt0~d, DR~ QonoiotQll\tly taoh ,Iota 'p1!1t\~~io\' th~t nthc:. ~1·o'p.o",,:,..1.·~t.i6 .~~ulu..t~.",., 

are the minimum licensed nurses necessary to protect the health and 5afety ofpatients in 
general acute care hospitals in California." (CNA 879~ 881, 885, 914, 924-25, 927-33~ 
935-49,953, 955..56; see also CNA 876) 878 [same]; CNA 877 ['Tt]he proposed ratio:3 
represent the minimum number of nurses that can safely provide care to patients on the 
vruious units of general acute care hospitals"]; CNA 879 [same]; CNA g81-85~ 887.88, 
~93, R9:'i-9fi, 898, 903-05,951 ["[tJhe proposed ra.tios for each unit are the lninimum 
numbcr~ of.l1.cet\~elri. nUn)(':s no('.C',ssary to protect the health and safety ofpaticntg in 
California'$ acute care hC'I."p1t~1~."]; CNA 915 (sarru:]; CNA 920 ["[iJt was the provision 
of the quality ofpatient cnre and the adequate protection of pat:ic:nt~ in the i'lr,l1t~ r,:1re 
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Sdt.1nt thM. W~.~ the b~.si:s ofthc::sc: proposed regulations fur nw-se to patient ratios"]; CNA 
R74, RR')~ R90·9l~ 91.1., 9~4, 941., 949, 9~?, 955-57 [I'[t)hese ratios are mandated to be the 
minimum level to protect the health and safety'I].) 

DHS reiterated this interpretation in its Initidl flnd Final Statements ofRoa~on~ for 
the original Regulation~ stating that the propo:;ed ratioB cOnBtituted the "minimum 
necessary to protect the public health and Bafety." (CNA 10,458: see al~o CNA 30·31~ 
"'7'8.) ~ OldU;U "'y :OlIO UbQlf. --TllQ LQF..h:.tlGa.h~J~ I,;lewl.y lJt)lll;)'t~ UU1l illl;) qUullt)' I,Jf 

patient care was related to the number of licensed nurses at the bedside, and wished to 
ensure a minimum, adequate number." (CNA 10) 4S& [emphasis added]; see also CNA 
30-?1,478.) Therefore, DHS adopted ratios setting forth what it described as "the leanest 
,~tr1ffi.nB thl:': Dep~utmrnt believt,!:s is compatible with safe and quality patient care in the 
acute Ctll't': ~~tt;ne.1I (CNA :30.) 

In sum. throughout the public comment period for the inili.al rulc:rnaking 
proceedings DHS stated that hospital finflllcos and the lack of availabJe nurse! am matt~ 
outside the soope of the rulemaking packa.ge. Notwit.h3tanding these oomments. DHS 
plainly was concerned about such issues. Before AB 394 was signed into law. DRS hod 
recommended that it be vetoed based. in nart. on OonOe(f\A thal the CORbl (If CArA in
Iacll1t1eS may increa.se d.ue to the ratios and that nospltalS may not be able to meet the 
ratios due to nursing shortages and the lack of Iii phase-in period. (CNA 1016 [emphasis 
adrlerl].) AlThough DHS sLated that ir was not oppMed to the concept of nurse-to-patient 
rati.n~ hc::cau~e it ".~IlPpClTt,1ii the appropriate use ofnursing smif at levels necessary for 
'good patient care," OHtl st.at.trl th~t. the provi~ions of "AB 394 present technical ob~t!ides 
that are unrealistic and/or unnccc88ary." ~uch a~ r'itn unrt",,,li.'\ltl(', tlmelinc:" for the 
Department to develop ttnd implement nune staffing ratios. (CNA 10l4·1.'i.) DHS 
recommended that all hospitals be given "a phfl8e-in period" to comply with the 
minimum, safe ratios. (CNA 1016.) 

The record establishes that prior to the adoption of the initial non-emergenoy 
relrulation. DHS 2ave c.areful R.ttenr.ion ro The r:H A cfil r.f'mr.f':rn~ Th~t l'.al"p. ~nt1 ~~iI'\A~ 

(';ouid be diminished or denied by the proposed staffing ratio regulation: 

"CHA':'! e~sC:Jlti.al premi,o;;e,." jnductf': the observation lhat there are currently 
no academic; or empirical.litudic:s that. denne nurse-to-pat.ient ratios That are 
appropriate for improving the qUlllity ofpatic:nt care ;n. th~ v~';.nll~ h('l~plti'\1 
units. CHA ~ugge~ted. therefore, that CDHS delay implemcntati.o11 ofAB 
394 until there are credible, evidenoe-based studies upon which to base the 
regulations. eRA also suggested in other communioations with CDHS that 
nurse.to-patient ratios ma.y ne~atively impact the quality of care if they 
cause the utilization of higher percenta~eg of nurses at the ex.pense ora 
'milieu rich in clinical diversity,' They aI')l;Ued. on behalf of their 
membership, that hospitals cannot a.fford to hire more nurses because of 
",.;:trarnGl figca.1 conDU'"into OClUtHild by Cl~ornio rorr¢flct~ng, HQAlth InourMlQO 

Portability Accounting Act (H!PPA) implementation, ere., in concert with 
the fi~c;aJ prc:l~~u:rc: nf mftmt~e.rt r.ar~. Thr.y funher posited That., even if 
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hospitals somehow were able to afford to hire more nurses, there aren't 
enOll gh. nurses ,available due to the nursing shortage. They stated that, if 
hospital:; cannot. comply with the ffiiUln.at.ed ratios, hospil:a1s will be forced 
to clo~e units: and s1.1l1pen.d ,::eorVl.ce!R, thuR 1iT1i.jt.i.:nC~ ~nd pocllibly denyirtS1 

aooe55 to oue for mtmy Califurnil:ln~, Clo~re8 and ~ll'~f!en,'tlnn.~ r:Quld, in 
tum a oause .lengthy patient trtll.1!porl~, ddEl.Y~ in start of care; and, 
potentially. increa5ed morbidity tmd mortality,1I 

"CHA's ... concerns about limiting acceB5 to oare are especially relevlffit, 
and CDHS has carefully evaluated the possibility that care Emd services 
could be diminished or denied if the proposed ratios were unreasonable. 
CHAts caution about imposing ratios that will place heavy and 
llnncxcssary burdens on the fisc.al reserves of providers deserved and 
re:r:l'!1VC'2'l thQughtfl.1111nd d~liberate consideration." 

"However. given the statutory IlUlIldELtc, CDHS did not hitve thr. option of 
declining to implement the ratios, notwithstanding the nUr!~1ng ~hortjller': 
and the hoanital~' financial oonc~_ Hnwcwt:T. fh~ ncm?lrtmr.nt.A1t1
evaluateThe multifuCle ofIactors ettGcting acute care. Ma13 working 
toward facilitating compliance with the staffing ratiol3 while et13ing any 
undue fiscal burdens by providing maximum flexibility for hospitals 
within the bOllilds of patient health and safety." (CNA 20-21.) 

Ultimat,ely, DRS ~:stCtbl~shed. the: minimum nur~e to patient ratio, but allowed for 
tm incremental phaliC-1n of the: .dil\ffin8 TI'lt10:S for Medic.aI/Surgical units, over one year, 
purportedly to allow prov;dt:1'~ 11mi'!: t,o rtev~J.r)p (\ str~tc::gy far camplianc.e~ plan their 
budget5, and build up their pool of nurses before the low(I[ staffing ralio~ wae: m.a:n.rl:tted. 
(CNA 20-21, 44-45.) Although DRS proposed to phase-in implementation of the ratios 
for certain units, DHS stea.dfaBtly rejected all pleas from the public that it delay 
im-plementinll AllV of the ratios bevond what \yM 1)roXW"lAM h... nH~· uC;l)r.I.~ 'hp.l1p.vf'.~
these proposed ratios represent the mtnimum level otnurse staffing required to protect 
the health and safety of patients in California's acute care hospitals. Because of the 
lcmgthy rulemaldng process mandated by the Administrative Procedures Act, and because 
ofthe: vnJum.e of f.nmments which have had (0 be reviewed, 10 gged, and responded to) the 
regulation:"! have already heflTl cI~l~yed from their mandated implementation date of 
01/01/03. CDHti decline." to fhrther clel~y implementation afthe proposed regulations." 
(CNA 909; see also CNA AR 1.-R2. RR7-HR. R91 ~ R9'\-96, 90~-04_) 

The Court notes thfit in doing SO~ DRS flatly contradicted its prior statemenb that the: 
nur8in~ short~ge and hO:3pital economic imptlCts wore Qut:side the ~cope of the rulemaking 
package. The ori~nal one-year delay of the 1:5 ratio was not challenged and i~ not at 
;~$~';' h=.l-~. Tv tl~'¥ ~,\,'I;U~ :Dli:3 iU)o/,u~e; UU:at thc:l uli~hJld VH~Y~W- ul;}tiy of th~ 1:" ni'tio 
establishes that it hag the authority to delay implementation of the staffing ratios, the 
Court rejects this argument as unfOWlded. (Sef3 al~o further discussion in this section, 
infra, regarding a related argument on enrichments.) The Court's interpretation is that 
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considerations of nursing shortages and economic impacts are outside the scope of DHS' 
~l ..... "",...t.a.;..",O .......t"-< .... .:...;/". 


As explained above7 the Conn's interpretation is based on the plain language of 

the: stattlte, but the COtlrt's intr::rpreh'ltion ~l"(l i~ c:;r.m~istent with tht': lL":ei~lMlvr: h'.dmy of 

thf: st1ltl1tt:. A.*;. rlt':,$r:ob~~ in th~ April fit 1999, rernrl, nfthe A.~t~emhly Committee nn 

Health, (he fY11"..o.~e ofAR 394, ag rtescrihc:d ny it~ spon:'Jor (CNA) wa~ to e5tahli.!lh 

~pocific nurscftto-paticnt ratlo3. such as those already e:ltablished for ICUs and other 

medical unit~ in health care facilitie~. (CNA 979.) According to the CNA, RN5 are tl 

critical component in guaranteeing patient safety EUld the higheet quality oare. (CNA 

97B.) CNA claimed that over time, in response to managed carel hospitals had out costs 

by reducing their licensed nursing staff - in some cases requiring nurses to perform at 

unl'rofessiona11evels of care. (CNA 978.) CNA also claimed that numerous studies 

uotwnemea a Clear una Q.lrec[ telBnonsmp oerween lOW SlClll mlX ll!lQ Im:rea!le<l 
infections} higher mortality rates, increased illness and errors. (CNA 978.) CNA claimed 
t'hat even though hospitals were enjoying record profits, hospitals still lacked adequRte 
nUr.(in,g ~t.aff. (CNA 97ft) Sn:r:r('n1,er~ oft,he hiU.da,terl that t,ht: re~mtt,~ nf1n~"eqU1\t,f: 
staffing can ho horrcndou~, and that AB 394 was ncco..~sary to cn~urc safe care for 
Califurnia patients. (CNA 978-79.) 

The report indicates that opponent5 of the bill argued that pas5age ofthe bill 
would put hospitals in the position ofbein~ noncompliant beca.use they will not be able to 
hire the nurses required. Opponents also argued that the overa111evel of patient care 
could suffer because hospir.als may decide to limit the number of patients 1hey admit to 
l'I.C'.commodate the ratios. (CNA 980.) 

in sum~ A.s:srnnoly l,:Ommlttcc ttu:: ropoJ1, sl1()W,1\ TJ'lflT, A.I:i ~1~4 was mteruleil to 
remcdy pcrceived inadequacies of nursing ratio~ in hO~[1it111~, ann thllt it ~Jway" WiiS 

understood that AS 3~4 could result in substantial increMe:d costs to the: health care 
system and that hospitals ultimately might limit or deny services to comply with the 
ratios. (SCl6 also CNA 1009 [declaring that h05pital:3 do not currently staff a.t safe rr1tio.s]; 
CNA 1021 r.reporting that to the ex.tent the bill increl:l8ea hospital statnngt it will result in 
substantial increased costs to the health care system]; CNA 1035 freportmg that sponsors 
ofbill allege patient care is suffering due to a lack ofregistered nUTies in hospitals]; CNA 
1077-787 1084 (claiming that AB 394 could lead to unintended consequences for patients 
~~ hospitals may ne~d to limit patient admissions to meet ratios); CNA 1055 [letter from 
eTTA lu.-l1,·.,.,/i'IG tlw4 t"L\..'!-''-'HL.ul::o ufAD 394 La..,!:. .Julie au t:;~u;;ll\;~A~ jl.,il,. uf",uu\llu...iu~ Ill\; 

LegislatuT'e th~f the quality cafpatic:nt care: in California hospitals is dangerously low due 
to :3hort staffing ofnurses].) Thl:: Cowi's intC1]1Tctat1.nn is also con~i~tc:nt with this 
position. 

. The Court's interpretation also harmoni:le5 the language of the :3tatute in the 
context of the broader sta.tutory scheme of which it is a part. (Phelp3 v. Sto3tad (1997) 16 
Cal.4th 23,32 rfinding the various pwts ofa statutory enactment must be harmonized by 
considering the particula.r clause or section in the context of the statutory framework a.s a 
whole]; see also PeDple v. Jenkins (1995) 10 Ca1.4th 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 purpo~e of the statute].) 

AB 394 was adopt£',Q. against the background of the "patient classification system" 
(peS). which WfiS oe~1gr'1.eci to tiderrnlnt': nun~in.e r,71Tr:: I.vveb b"'.'3od.on individuRl patient 
ctll'e requirements. (22 C.C.R. ~ 70053.2.) The pes was 1nt,ennerl t.O ~.II\SUfe t.h~t. the 
amount of nursing ~taffwould be Aligned to the health care T'\l:ed~ of the ratientf<, whi.It'l 
allowing providers maximum flexibility for the efficient usc of staff. (CNA 10.) In 
vtJpvoHivu Lv hD J,-t, CIln. QJ.!;~W I.hat. hI:) 35... vr!l~ Wllltivti3:!D..ly lJ~\jIl.U~v LlJ~ l"'C3 

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

However> it was the perception of CNA and others that the pes was not 

accura:rely reflecting the patients' needs for increased staffing. (CNA 12 [HSC 1276.4 

"adds a neerleit refinr.mr.nt. to the existing pes reqlliremenl"]~ .Me also CNA 1034 

[referring to Sonatc Hc::alth ann Human Sc:rvice:s 'Cnrnmjtfee analysis finding that "it is 

olear that the majority of fllcili.tios are not complying wi.th Tide 22 [pat1fmt. 

cla~:3ificfltion]. "]; CNA 1009 [indicating that hospitals "do not currently staff at safe: 

ratiO/3 and do not follow the current cumbersome and unworkablt regullltion~H].) 


"Consequently, the Legislature passed, and the Governor signed~ AB 394 requiring the 

g~l.a.lrli1:,{1.lll~.u~ uf llliuimw.H Hwm:ui"t2.1li\,;I.111CSI.1U UI.J..r::SI:l-W-pt1lit'lH rutio.,." (eliA t:2 [Fimll 
Statement Of Reasons for R-37~01.l (citations omitwi].) 

The minimwn staffing ratios were intended to co-ex.ist with) not to supplmt, the 
PC~ n:-.quirernents. (CNA 12.) As stated by DRS: "HSC 1276.4 adds a needed 
refinc:tn.ent to th~ exi~ting pes r~uiremmts. The establislunent ofminimum nurse-to
patient ratios will set the baseline licl:7l!5ai staffing n::qu;rrmcnt fClT every unit type .... 
The pes will remain in place to indicate the needed increa!ies h~nd minimum licen.'I\~o 
staffing aa patient acuity increa~e5." (CNA 12.) This undermine! any notion that the 
mjnimum staffing ratios could encompass di5cretiontlrY enrichments. The statutory 
scheme plainly contemplates that the minimum staffing ratios are intended to set the 
baReline M:l'ffing Tf'I'll1irAmfmtA, Ann thAt th~ pr,~ wlmlrt p:ffA~t AT'ly Mri",hrtlATl'~. DH8 
itselfhali affinned thls interpretation: "The Patient Classifioation System (peS), already 
reql.rired in current regulntion, wi11 remain in place to enrich staffing above the minimum 
in response to patient acuity and patient care needs." (CNA 956·57 [emphasis added]; 
,~f!P. (7.lr;[l CNA 908, 951.) 

Therefore. when the minimum staffing ratio5 are c::ofisidorod in context, it i.~ clear 
that the purposo of the minimum staffing ratios was to remedy the perceived failure: of the 
pes to a9Bure that hospitals provide I:;f\.fe tuld appropriate levels ofnursing stdffto their 
patients. Accordingly, considerations of nursing shortages and economic impaots are not 
appropriately within the scope of DHS' rulema.king authority on minimum nurse to 
patient safe ratios. 
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Finally, even though the Court reaches its interpretation of the statute 
independentlYl the Court finds additional suppon for its interpretation in the Legisla.ture's 
rejection afAssembly Bill No. 2963 (Pacheco) during the 2003-04 term, (See CNA 234
235, 242 [April 20, 2004, report af Assembly Committee on Health an AB 2963].) AB 
J.9fi3, which w~s ~pDnsQrc:d by CRA, wO\1.1d hfWC: prohibitro. DHS from implementing the 
.1''1 ftltin 1n m.l"'tHOllh'mrgir,1\ll1nits llntlJ DHR 1~ tlhlr. tn rir.m()n,'\trM~ that a11 1?f.f\V~1111111111111 I 

following oondHion~ an: satisfied: (l) there i~ a ~ufficic:nt ~upf)ly of nursC8 avaHah1e t.o 
meet l1 t:5 nUl'$¢-to-patient ratio requirement with no 105s ofbed availability; (2) there arc: 
me~urt1ble improvement~ to patient co.re as a result of d I:S nurse-to-patient ratio 
requi.rement; and (3) the oost projected in moving from fA 1: 6 nurae-to-patient ratio to a 
1:5 nurse-to-pa.tient ra.tio does not exceed projected revenues. (Id,) The Assembly 

Committee report states that CHA sponsored 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. (ld.) CHA asserted that criteria to detennine if the l:S 

rat.io should. be implememed must include the availabilhy afnurses: and. demonstrat~ 


mc:a~llrahle im.provement. in jn-piltiflllt CM~, indud.ine wherher or not the improvement 

JI.L:Htl1Ci~ OlCi i1l1tlh(unal ~J~j1.. (I'd.) ny ~C't:'k.ing 1.(1 ('111l.l1to h::~~ll1T.1VC I1TnCTl(tmtmT. nf't\e 

existing statute, CHA arguably implicitly admitted that lcgislati.ve authmi:r.a.tion was 
needed for such criteria to be oonsidered by DHS. (See American IrLJ. A.un. v. 
Garamendi (2005) 2005 Cel. App. LEXIS 301, ~35-36.) 

Furthermore, a1thou~ it is difficult to determine the precise meaning of the 
A.ssembly Committee'liI r~iection of the proposed amendment, the Court does not i~ore 
that the Legislature's decision not to adopt {he proposed amendment is in accord with this 
Courtls interpretation that the Legislature does not intend for DHS to consider such 
fa,don in its ndc:malcing. 

The Court sees the logic of Respondent's position that nurses will not be 
II aooe53ible and available" to CfU'e for patients if the hospitftl at which they are working is 
"looc.J 01 l'OJU~()~ .i ~ 03()1 Y.[\oIII;I;;). IIv nt,7VQ1. \oIHlfiiu.e; i.')LQl",\.Q~ Lv IooiVllfVUJl n it.ll l'vlilooiY 
considerations is ajob for the Legislature, not the OOurtB. (California Ins. Guarantee 
A.s.sn. v. Workl:.r,y' Compo Appeals Bd. (2005) 128 Cal.AppAth 307,316.) When 
interpreting gtatutes} courts are bound to adhere to the Legislature's intent l as evinoed by 
the plain meaning of the actual word~ of the law. (Gillespie v. San Francisco Pub. 
Library CuRl. (1998) 67 C.al.App.4th 1165, 1174.) In this case, the express language of 
thl:'l stRtute makc:s dear that the legislation was i.ntended to protect a spec.ific segment of 
the et'rrl.l':rptl pClpnh'ltlon, ol'1mdy, "ptltients,1\ !U1d more: spedfir:nlly, "patimts in acute care 
set.t1ne~."1 (Health &. S?lfety Cod.e § 1276.4, Legisl2ltive Findings, Section l(e); see. also 
CNA 30 [The ratios represent lithe lCi'U1~~t ~taffing tho DopZJ.rtmcnt believes is c;ompatiblc 
U/;.th safe- and quality patiertt carll!: i~ thll!: a.cutl!' ca~ ~etti.l\S" (ttr),pha..-:is: add~d)], CNA lO. 
31 [mtio3 rnu~t "provide the needed safeguard for patients in Califomie.'5 acute care 
hospitals"].) The Court cannot simply ignore this langu~ge in interpreting the meaning of 
the statute. 

I The ~t3.tutory language at issue here must be di/iltinguished from the "broad .uld flexible" statutory 
directive discu~tled in Pulaski v, California Occt4pafiof1ar St:.tkIY and H~alth S~(J.ndard,q Bnart:i (1999) 75 
Cal.App.4th 1315, 133~. 
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A~ora1ngLY, n: is me coUrt'S tnterpretation 1:nat conSloe:ratlons or nurStng 
.mnrta8~s IUld economic impacts are outside the scope ofthe rulemaking because such 
oon~idc:ration.~ tlTe incon~isteT1t. wit.h the nlJlrlimlent~l purposes oft.he st.afut.e to ensure that 
nu~cs he accC~~1hle and Iwail ahle to meet the neec1~ of "pMieM.~ 1n 1\i.Ute cl'lre ~t':ttl1\e:.~.11 
Respondent DHS Wl1~ under a non~di!lcrct.ionary statutory m811date to adopt I\~c;·tn
patient staffing t6tics without consideration of nurse availability or economic impact~ to 

the hospitals. 

The stated grounds for DHS' decision to enact the Emergency Regulation are 
fundamentally inoonsistent with the purposes of the statute. The express intent of the 
Emergency Regula.tion is to address reportS ofhospirals closing or reducing the 
availabilitv ofservices due to financial gtrains caused bv the ratios or difficultv in findinQ; 
an atJequate number or nurses to comply With tne ratlos. (CNA :L.) V.H:S toun<l that 
"[w]hile mu'Se-to-Plltiffllt rntjo.'\ aH~ fU1 important c:oml'onmt ofpR.tient. rare in California, 
they arc not the: only COTnPC)TI.c:nt," (CNA 3.) "It i~ vit:i} tn the!! h~~Jth rmd ~(l.f~ty of'alJ. 
Califomian.s that the state O1ai.nta.in~ a health care delivery ~yt\tern that 1nc1udc~ adequa.te 
facilities dI1d staff to meet ptitientneeds." (CNA 2.) Therefore) until DHS C811 complete a 
Btudy to detennine the patient, workforce and institutionDl effects of the current ratios, 
DHS determined that it is "inappropriate to risk unintended con~equenoes of enriohed 
nurse-to-patient rutio9 on the availability of hospital services in California.. 11 (CNA 3; see 
also CNA 339 ["[T]he Department must weigh the ratios against any unanticipated 
consequences that ratios may have on the health care system"]; CNA 3 [the Department 
"1...:1.::1> a ,H::;3puH3iloiliL y Lu 'tJLUt$lULC l;iw.1 Y hll.liL.I1/.i.uu~ vf wa,.uu..,i..I:'~L~ ..,:ul.l~~"'c;aJI,;~ uu. iii 

he?l.ltb C'M~ SystClTI already rc:port~d ta be under stress"].) Accordingly, DHS concluded 
th~.t. ~mmding tht::'! G1.1rrmt nl.lrse-to-pRticnt ratio regulations to pastpone what it called the 
"enrichment" of the ratios that would begin On J£U1uary 1. 2005, until January 1.. 200R, 
was necessary for the immediate pfCservation of public health and safety. (CNA 4.) This 
was error. 

The Legislature made fundamental policy deoisions the.t quality of patient care is 
jeopardized because ofstaffing changes implemented in response to managed CElIe; that 
to ensure the adequate protection ofpatiems in acute care 8ettings, it is essential that 
qualified regi~terM nurses and other licensed nurses be accessible and available to meet 
the need s of patiencsi and that staffing in the acute care settin~ mould be based on the 
r~t1mt·.s C',are neects, {ne seventy at COnl:lInon, ServIces neec1ea, and me compleXity 
5urrnllT'\din.e thn,~e: !fit':rvi.r:~!'IO. Th~ L~el~l..,tllr.~ implc:mu':lltt::'!d this po1ic.y thro\lgh an explicit 
statutory mandate ciirc:ct1f\tl .oRA tn ar10r( rezuht{nn,ll e.~t~bH~hlT\e 1iI1nimnm t ,~pec1.6.(;. 

rutd numerical nursc-to-paticnt ratios py licCD8ed nurse classification and by hospital unit 
for till fiCute CErrO hospitals. Even ifDHS bdicve~ changes to the policy of AS 394 would 
be desirable from a. public health and safety Btandpoint, neither DHS nor this Court has 
the authority to chEmge the statutory mandate. Only the Legislature haa that power. 
Respondent DHS' Emergency Regulation is inconsistent with its statutory mandate, and 
therefore must be get aside.2 

2. The Court doe~ not hold tho.t the initiel minimum 6taffin~ ratios are "immutable," 50 101J~ ~Ii DHS' 
dlscreliort is pr()perlv ex.erciSu~d within the bOund.s of lh~ ~tatutorv mandate, 
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Respondent DHS argues that the decision to postpone implementation oftha l:S 

minimum staffing ratio for medicaVsurgical units is ronsistem with the purpose9 of the 

staTIlLe becam.e the Emergm~Regulation only affects the timing of a "discretionary 

(o:nT1c:hmc:o:nt" ofthe stt'lffing r('lflo, and dClC::5 nat i.'Iff~c:t the: I'minimumu staffing nrtio (1 :6) 

that WM 1T\ p11'lr:e tnmueh ~n nf?004. Th1,~ ~reument 1~ without, mf"rit. 


1ne: nOtion mat me 1::> rauo Wl1S mcrolY a "Q15crcuonary cnncnmcnt" IS SImplY 

not ~upported by the evidence. As d~cribed in the Final Statrnnent of Relllons for the 

Original Regulation~ the change to 1:5 was not a discretionary '·enrichrnent," but rather an 

incremental "phase-in" of the minimum ra.tio: 


"Commencing January 1, 2005, the nurse-to-patient ratio in medical, 

surgicaJ) and combined medica1/surgicAl units is proposed to change to 1;$ 

or fewer at all times. CDHS has; decided to increase staffing on these unit 

shift.'} increment.ally, by R later phase-in ofmis lower ratio. II (CNA 44 

[emph~~1~ Mnerl]; .liiee ~l.4iO CNA R91, 901 [f\~t":].) 


DHS' use of the word Ilenrichment ll to descrihe the propo!lcd 1:5 Tatio does not persuade 
that the ratio was not 0 minimum becfiu3e throughout the ruloml!lking proce~s DHS htld 
refen'ed to all ofthe n.'1inilnum ~tAffll\g r!tio~ r1! "enrichl'1'lel'lt~. n P~l' b'AbJ.lllil~,' ~l1'dt;tlili~"'" """"""""""""""""'" 
the minimum Btaffin~ ratios for pediatric units AA which were not sub.ject to an 
incremental phase-in •• DHS stated th~t "(t]his reAUlation will enrich staffin~ for the 
leanes( one-quarter ofpediatric hospital shifts in California. I. (CNA 37; S6B also CNA 12 
[describing deferred changes to medical/surgical, s'tep.down~ specialty, and telemetry 
units as changes to l!6.rrther" enrich staffing in those units~ II thereby inferring mat both the 
initial ratio~ and the: phase:d·jn.lnwc:r Tfltin~ were: con~i,c1~c1 uenrichm,ent.I)"].) T.his shows 
that. to the extent the minimum !\taffing rEltios increasro the: C'Xi.lI\ti~ numhcr ofnUT'l"C!:;; on 
staff, DHS considered each of the minimum. stllffing r~tios to bo an Ilmrichment." 

Furthert this interpretation i:3 the only one C()m~i3tent with the 5tatutory mandate of 
AB 394. Nothing in AB 394 gave DBS the discretion to "enrich!! the ratios beyond the 
minimum necessary "to ensure the adequate protection ofpe.tients in acute care aettin~a." 
Rather, as DHS properly determined, any "enrichment" to the minimum staffing ratios 
wa~ intended to be implemented in accordance with the Patient Classification System 
(peS). (CNA 956-57 [interpreting pes as intended to remain in pla~ lito enrich staffing 
I1hove the minimum in responsE! to patient acuity and patient care needs"]; se.e also Health 
& Safdy Code § 1276.4(b) ["These Hltios shall constitute the minimum number of 
registerl:ld and liccmse:d nun~e:!\ that ~hall be: allocatM, Additinnal staffshall he Clssigned 
in accordance with a documented patient clas.'eificatirm sy.rtem for determining nursing 
care requlrement8, including the severity of the illne8~, the need for specitilized 
equipment B.nd technology, the complexity of clinioal judgment needed to design. 
implement, and evaluate the patient care plan and the ability for self-help care~ and the 
licensure of the personnel required for care." (emphasis added)].) 
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DHS effectively oonceded that the l:S ratio WlUl not a "discretionary enrichment" 
in its responses to public oomments. In responding to Ii public comment questioning 
DHSI authority to implement "enrichmenu" in medical/surgical units, DRS 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 
m.e.dicaU3urgical beds. (Designated perinatal beds are. a distance:": second, 
withjui't nv<=r 6,400.) The mHndatc:l frnm HSC 1276.4 was to enrich 
!itaffing in order to improve the quality of patient care. Enriching staffing 
in those units which C6.!e for the majority of patients would have tbe most 
widespread and most immediate impact on the quality of care." (CNA 916 
[emphasis added].) 

Further, in response to specific comments about the phase-in of the proposed 

medical/surgical unit ratio, DHS ~tated: 


t'CDHS has detenninerl that the appropriate nUTSe~to-patient ratio for 
medic.al/surgical units shall be 1:5 or fl::W1:'l" at all rimes. CDHS is Rllo1.ving 
71 nn.t:~YC-:?lr prrrinrl ?It 1:f1 hr:fn~ the lower ~tin~ 1.' phM!!:rl in. PleMe .~ee 
rationale in the Statement of Rcason~." (CNA 922. 1479 [cmphasi~ 
addedJ.) 3 

In the Statement of Reasons for the original Regulation, DHS indicated that it 
chose to phase-in the "richer ratios" for medicallsurgiCWlloits for one year in order to 
allow providers time to develop a strategy for compliance (including budget planning), 
for the recruinnent of ndditional nurses) Ilfld for the education and training of additional 
dRsse~ of nursing students. (CNA 217 44-4.5.) DHS' dec:is.ion to phas~in the origina.l 
minimllJ1l ~t(\ffill8 rntios was not challenged and, as a result, no court was called upon to 
dc:lcidc whether the dCG1,sion to 1ncrease staffing hy ~n, 1"C,.ement,;'ol.1 phMe-in nf lowt":r 
ratios W8.!J within the scope of the authority conferred on th~ DRS hy the Legi.~latur~. 
However, in deciding to further postpone implementation of the lower mtiO$ until 
January 1, 2008\ DHS has pltl.ced thil3 iSl3ue squlltely ~etore the Court. 

AB 394 directed DHS to "establish minimum) specific, and numerica} licensed 
nurse.to-patient ratios" which ffgball constitute the minimum number ofregiBtered 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 
ratio3, while simultaneously giving DHS the unbridled discretion not to implement those 
rat.ins. The C,,1ifomja Snprffllle Conrt Teached a similar conclusion in Clean Atr 
Con.'\lituency v, California Air Resources /1d. (1974) 11 Cal.Jri ROJ. Th,I.':rn, the Air 
Resources Board cited the energy cri~o.~ of tho early 1970'~ as an "extraordinary and 
compelling" rea~on to adopt a rogulation delaying implementation of pollution contr()l 
sttllldMds for autOl11obile$. The Supreme Court issuea a peremptory writ of mandate 
directing the Board to vacate its regulation find implement the legislation. The Court held 

ll:n fafll~ d,~('.rca.'ing paTient/nursing rar.ios appcarll con~i."if.cnt with 1:.hr, f.inding r,y f.h~ Ltiei:dR.nm rhifll\t the 
time of enaotment, ourrent staffing levels were unsafe Qnd inal'propriate. 
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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. (ld. at p. 814.) 


Puhlir:; health cam policy spo(jiah~t5 havo dobatod, and likdy will continuo to 
debate, the wisdom of the Legi~latu..e'!l decision to requif~ m.inimum ~8.fe 3taffing Ta.t10~. 
However, this is II matter outside the jurisdiction of this Court. All that i~ before the 
Court here i~ a statute and the question whether the Emergency Regulation exceeds the 
scope of lawful authority conferred on the DHS by l3uch ;jtatute. The Court's 
interpretation is that it doea. 

B. 	 Was the Emerp:enn Regulation Reasonably Necessary to Effectuate the Purposei 
of me Statute? 

Not only was the Em~rge:ncy Regulation not within the scope of authority 
oonfern:d by the ~tatute. tho .Emergency Regulation a1so wa." not :reall\onahly n.cc~ssary to 
effectuate the pmpo~e5 of the ~tatute, Government Code scdion 11350 doclarcs that, in 
addition to any other ground that may exist, a court may invalidate 8 regulation if it finds 
that the agency·s detennination that the reiclation is Tefl30nably nece~sary to effectuate 
the purposes of the statute is not supported by substantial evidence. (Govt. Code § 
11350(b)(1); Agrt. Labor Relations Bd. v. Exeter Packer9, Inc. {l986) 184 Ce.1.Ap,p..3d 
483,492; see also Ralphs Grocery Ca. 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 Ita health care SyStem already reported to be under stress" that might 
jt::'.(Ipl\rdizE:: the "availability of hospital s~ices" in California. However, as described 
ahove~ tht': pmpO!'Qr": Qfthl:"! stntl.1tr:: WI'IS to m~\lre the quality of CRrc: for patients in acute 
CfU'O ~ctttf\gR. Thu.l\, tnT" the T'et\,~nr'l.l1; .I\et forth 1n thi.~ ruling, the EJ11O,"gene;y RegnlMion wa!l 
not reasonably necessary to effectuate the purp08CS of the sUltute. 

Moroover, even if the purposes ofthe statute were deemed broad enough to 
include the risk of unintended consequences On the availability ofhospital services in 
California, the Court gtill would find that there was not gubstantial evidence to support 
DHS' detennination that postponing implementation of the 1:5 ratio was reasonably 
necessary ro effectua.te those purposes. 

Th~ "evidence" that DHS relied on fails to suppon: its conclusion that sUl.ffing 
rat10g are can."ir'le the "un;ntt':nci.t":n r;nn!'\e'1l}el1C".:t":~11 nff;\.C".:;}ity dO.~l1~ ~n.d f!;hnt(1owns. Thl:': 
Finding of Em.ergency c1te.~ as justificati.on fOf the Emer-eency Regu.1M.1.0n "rerort.~" of 
reductions in set"Vicos at roughly a dozen ho~pital~, as reported in eight newspaper articlc.!i 
publi8hed between JanutuY and September! 2004. (CNA 2-3; see a/3o CNA 392-419.) 
However~ none ofthe articlea reported that nU1'3e-to-pdtient ratios were the primruj' Cduse 
for the closure or reduction ofmedioal/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 sta.te-mandated increase in the ratio of 
nurses. (CNA 393 [reporting that "Santa Teresita's finances have been teetering on the 
brink of crisis II for the past three years).) The Los Angeles Business Journal discussed 
hospitals thar had decided to close or downgrade their psyt:htatric units -- units thaI 
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WOl11c1. not b~ affected. by the Emagmc.y Regulation_ (CNA 396.) The New York Times 
~n.d A,lgust 24 Los Angeles Times amC'.lc::s report dOSUff"S of Los Angeles area 
emergency units, but attribute the primary caU1'iO of ~uch clo:rrures to "charity care" 
(treating uninsured people) and state-ordered em:thquake rmofitting, adding that the 
shortage ofnurS8S iS t at mO!;lt, "adding to the distress." (See CNA 401-02,405 ["Several 
factors have contributed to the problem! but the overwhelming one. acoording to hospital 
officials and healthoare economiata~ is the weight ofthe eountyta huge population of 
people without health insurance, who account for 1 in 3 emer~ency room visits"1.) The 
Los Angeles Times miele, in particular, quotes a healthcare eoonomist as saying tha.t 
III(t]he nursing iss.ue [is] driving higher healthcare costs, but is not a closure issue. 'I' 
(CNA 406.) The September 24 Los Angeles Times article reports that Robert F. 
Kcnne.dy Medical Center would become the sixth Los Angeles County emergency room 
in dose its aoors in 2004 bec.allse of financial problems._ The article states the hospital 
wa.~ h1t hy ri.~in8 C':n~t.-: fnr nnJ":lll~~ tn mr:r-:t th~ r.~H(ls Rnd by the hc:'3vy r:xpmse of sl!:ismic 
retrofittini:. However. the article acknowlcdgc8 that the hospital had been losing mon.ey 
for yeers -- it lost $52 million since January 2002·· primarily because the hospital W;1! 

not generating enough busineae for inpatient services that insurance typioally covers. 
(CNA 408,) The Sm Jose Mercury News artiole reports that eome hospitals in Santa 
Clara County say they are turning ambulances away from emergency rooms booe.use of 
inadequate staffins) but the article also states that the new mandate means those bein~ 
treated at emergency rooms are receiving higher quality care, and concludes that it is "too 
r.arly TO tell" iflhe new ratiog are "tOO mum of a strain on hospitals trying to meet the 
manrlatr,." (CNA 410.) The Press Enterprise article describes layoffs of26 people at 
Hornet Vallcy.Mcrlical C01t.er M\rl !l.'~t~.~ fh,f't the rAtios and "[t]he doubling ofworlcers' 
oompensation premium:}" WCTC cited as "two ofthe reMo.n.~'1 for thl:': J.~ynff" h1.1t the luticlo 
shows that the health facility had been lo~ing mon~ ~i:nce 199R (,'S2.7 mllJion i-n the red 
in FY 2003), and had laid otf70 employees the yeor before the ratios took effect. (CNA 
411-12.) The USA Today article di3cu55e3 the alleged nursing 3hortage and indicate~ thllt 
complying with the ratios "won't be cheap," but the artiole does not attribute any closure~ 
Qrreductions in services to the ratios. (CNA 413-16.) 

In addition to 'the newspaper articles, OHS' Finding of Bmergency mentions an 
April 30, 2004, e-mail from the Chief Executive Officer at San Gabriel Valley Medical 
Center, and a May 7, 2004~ letter from thft Chief Operating Officer at Western Medical 
Center. Both CiCJmmW1iCiation~ relate: to intCJ1llpt.ioHI\ in ServlC'.e (t.t psychiar.rtclmenr.al 
health units. (CNA 399-400.) SincCj the Emagcncy Rcgulat1.011 would not. in 2lny W"Y 
alter the 5taffing ratios for thmle units. neither cOTnm\lJ1icati,on ~upport.!\ the agcncy'~ 
Findings in support ofthe Emergency Regulation. 

In Bum) the only "evidence" con~idered by DHS di~culJ~ed closures at psychititric 
units and emer~ency departments ..... not medical/surgioal Wlits -- and the "evidence" 
attributes such closures primarily to lon~-standin~ financial burdens on health care 
providers associated with the growing number ofuninwreC. patients and, to a lesser 
(!:Xtent, the costs ofrnandatory earthquake rerrotitting requirementc.4 None of the 

.; DHS Qrgues that it slQa discovered. that its on-flite study had aotually underestimated the number of nlll'ses 
need(:d ro meet the minimum of t6 by failine I() account for t.he "at all rimes" requirnment (DRS 
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1~'eYtdenc«'.establisbea any basis',to postpone the minimum 1:5 ra.tio for medical/surgical 
units. 

!" , ", 0iIA:, and- DHi now ~gue that because the initial minimum staffing ratios in 
m~~gi¢Bl uniti, were not supponed by "independent empirical" data, the initial 
raTrWSiW-' nQthin8 more· than a '~guess" about what the appropriate staffing ratios should 
be.-l'lhey.atgue that DHS must thefefore ha.ve the di~1£:retiQn to revise such ratios. The 

C('turt'dne~ not ((8feej:~:FjI1't, the "lack nfindc:penc1tlnt ~piri,caV' ~uppmt for the: initial 

~tafFi.ng~atio~.r1n~!i\ notju~tify annulling ~ul:h, Tatios hy aTlCTgcmCy fiat. Second) although 
tha:c may not hav~ been II.independent empirical" infonntltion to support the 

.medical/surgioal [&10, this does not mean thflt the ratio was selected out of thin air. 
Rather, the rooord shows that the ratios were based on voluminous sources of 

:information, including the work ()fmany professional organizations and literally 

thouBandB ofpublic comments. (CNA 892, 913-14, 916.) DHS itself argued in support 
,ofiUchratio in eHA v. DHS (Case No, 03CS0184): "There is Slubstantial evidence in the 
rulemakins file to support the reasonable nec~s.ity of [the] minimum ratios ...." (CNA 
'1640~41,) Third, the alleged lac.k of evidence to suppon the initial minimum ratio does 
not~ by itself,. serve as evidence to support a different ratio. The Court cannot ignore that 
?It :the time it ndoptCiclthe Emurgen.cy RegulatioD, DHS still did, not have any 
"independent empirical II information about appropriatl:'; .~taffing levels i.n maiical/:mTgical 
units; there wa5 no now evidence to support the chan~e in the ratio. 

DHS' determination that the Emergency Regulation is reasonably nece~:lary to 
effectuate the purposes of the statute is not supported by substantial evidence, 

c; Did PHS Abuse its Discretion in Proceeding by Emergency Regulation? 

Evm if the Court were nO{ inclined to interpret rhe statute to pfohibit 
C()nsidcrattons of eoonnmic 1T'1t~.fd:) the': Cm1Tt stiU would fmd in favor of CNA on its 
chum that the Emergency Regulation was an ~hu,,,e of nl$crenon l'Ind. not Rdopted in the 
mtmner required by law. 

. An 'emergenoy regulation requires a finding that it His ncco5~ary for the immooiate 
preservation of the public peace, health and safety or general welfare." 5 (Govt. Code § 
! U'k.), 1 (b).) Because what constitutes an emergency is primarily a. matter for the 
a8$lC~;discretion, courts ~enera11y··ml1st Aive deference to an B.gency's finding of 

~'ppsltifln, p. g.) There are several problems U!jtb this argument, me mos~ impona.m being that rhere is DO 

 indieatioilDHS relied on thi:l purported error!l~ ~ basi:! for the Emer~ency ReiUlc.tion, In Addition. the 
,n'!c:.,..n.)I\f-t~ rlvl.T. DBS did nm rely (atterull Oat exclusively) on [he on-gite ~tudy to ~et the ratios. (S12£, 

,'e,~,.l,;~A: ~ 16.) ,Amortg other mings, it als6 IC)]ied on the OSHPD a4ta. which, it noted, was likely to 

:.~tinurtc thc·ac1:wI.l ~mount of cPl.re r~qlJircrl. (CNA 470,) Mnrmvl",r. rhr. "/'It, 11)1 dm~s" i~sue was 

ll,Omtos ~w;, It arolole beforE! the r~tios were adopted. l'n I~ InitiAl Statement of Re~6()n8, DHS indi~Ated 
thl),t!..tb~·r"tiM were intended to tcpro:3cnt tb~ ,m6Jtlmum numbt;r ofpatit:llt.'i nl1!:sigm:d to my on~ nlmiC 

du:.cl.AS',.any shift." (eN/.\. 477.) 
~ A~~ of emergency mU$t inoludo II.' written :,tl1tement which cont!iin~ the information required by 
p~lIl'tt.«icl.) to (1';), inelu,sive. of subcHvis:ioo: (a) of Secrion 11.346.~ and a description of the specific; facfS 
G~'\\eedfodmmedia.tefioti01'l.'. (Gov. Cede ~ 11346.1(b).) 
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emergency. (Schenley Affiliated Brands Carp. v. Kirby (1971) 21 Cal.AppJ d 177, 194
90S.) However) a court is not absolutely bound by an agency's finding of emergenoy and a 
court may overturn such a determination when there has been an abuse of discretion. 
(Do~ \I. Wtlson (1991) 57 Cal.App.4th 296, 30S-06.) Specifically, a court may overturn 
sum a determination when the court flnds the action is arbitnuy, ca.pricious, Or entirely 
la.clcing in evidenriary suppon, or thaI the agency hag failed to fallow me procedures 
established by law. (Sehen.ltry Affiliated Brands, supra, at pp. 196~97; Pitts v. Per/lIss 
(19t12) ~R ClIl.2rl R24, R3~.) Mf'lrenvel' Gnve:mment COO~ .$~dinn 113~O eXf're,lt~Jy 
provides that an emergency regulation may he declared invalid upon the ground that the 
fllcts recited in the. statement of emergency do notl in fact. constitute an "emer,gency.1t 
(Govt, Code § 11350(a).) 

The definition of" emergency" has long been accepted in California as an 
unforeseen situation calling for immediate action. (DOB \.I. TJri/so-n, supra, at p. 306.) 
Here, DHS claims that its finding of emergency was not an abuse of discretion because it 
received IlrepongU that the nurse-to-patient ratio regu.la.tion was oompromis:ing patient 
access to services, quaUr.y of care, and The accessibility and availability of nurses to care 
for paticntl\, which cre;;tt.en an nlm~,per.t.erl. f!ffiergency ," (DHS Opening Brief, p. 18.) 

However. DHS concode~, as it mU3t. that it !mow he/ore onacting the original 
re~lation of the claims that the n'lll"Sing shortage in California. was severe a.nd that there 
was a possibility ofho3pital olosures and other reductions in services. Bli8ed on a review 
ofthe history ofAB 394 and DHS Regulation R-37-01 l there con 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, 
rC1lort of the Assembly Committee on Health detailed the hospital industry's ol:'Position ro 
,lr:~,~IRtivdy mandated nurse-to-p9.tient ratios for acute care hospitals: 

"CHA states that passage of thi!i hill. wi.ll put hospiti'll~ in the rn~it.i(m of 
being non~compliance because they will not he: ahle: tn hire the: nun,\f:S 
required, .... [~ eRA states that the ratios in this b111 hAve no ana,lytica,1 
basis, that stafting ratios wi111ead to inefficiency~ tll\d that this bill could 
cost hundreds of millions fOT hO!3pitals with no reimbursement. Absent 
additional revenue, CHA states that the overall level of patient care could 
suffer because hospitals may decide 'to limit the number ofpatients they 
a.dmit in order to accommodate the ratio requirements. If hospitals are 
able to find nurses to hire and layoff aides and other personnel to ,pay for 
th~ ad.ditionaJ nurses, then there will be service gaps." {S~o CNA 976-83 
(t':mph~si~ !\ddro).) 

Similarly, an Assembly Republican Bill Analy~i~ for AS 394 stat.cel that 
the CHA I'has estimated the statewide costs of thi~ hm to he:; hU[1drod~ of mi11ion~ 
of dollars}' (CNA 1049.) 

In 9. letter to the Governor ,requesting that he veto AS 394. CHA wrote the 
fqllowing: i ' ' 
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"Ratios could have unintended consequences for patients. For exe.mple~ 
hospitalrs) may need to limit admissions in order to meet ratios, depending 
on the specific ratios adopted. Absent new revenue, laboratory, pharmacy, 
and other hospital services may have to be cut back to fund more nursing 
positions. These changes also will have adverse consequences." (C.NA 
1055 [emphasis added].) 

In addition? the Initial Statement of Reasons for the original DHS regulation 

provides: 


'I[Repre:3entatives ofCHA] stated that ifhospitals cannot comply with the 
mandated ratios l hospitals will be forced to close units and suspend 
,S~iQ~SLtb\JSJ.iIQ.itj.l;l~.Jm~"'pQ ssi.1?ly_d~n.xi.n~aQ£~s.sJQ _Qat:~fQC~.nJmy' 
Californians. Closures and suspensions in seIVices could, in tum, caU/1le 
lengthy patient transports, delays in start of care, and potentially, increased 
morbidity and mortality. I. (CNA 468,) 

"CHA's caution .,bout imposing ratios that will R-lace heavy and 
lInnet:(':,~sJllry bnrden.9 on the fimmd~l rc::serves Dfprovide-rs deservc::d and 
t'cC'£ivc::rl thoughtful ar.rl dehherate oont~,1deri'\t1nT'l I' (frl.) 

The Statement of Detennination5 for the original Regulotion indicates that 
the DHS llhas made an initial determination that the amendment of theae 
regulations may have a siw:nficant statewide adverse economic impact on 
business," (CNA 491, -582), and that DMS anticipated "some hospittals may ourtail 
services by closing units if rhey are not able to comply with the proposed· 
regulations. II (CNA 492.) DRS' estimated the statewide economic impact of the 
regulation~ at $ Hi4,98:)~OOO in FY 1,003-04, $403 1230,000 in FY 2004-05, and 
$486,490,000 annually thcrC:;:J.fkr" tor non-,lItrite-operaT.ed hospitals. (CNA 493, 
5Sl.) 

It is noteworthy that notwithstanding concerns that hospitals might decid~ to l1m1,t 
the number of patientB they admit in order to accommodate the ratio requirements, prior 
to implementing the original Regulation, DHS rejected numerous requests that the 1:5 
ratio for rnedical/surRical units be delayed beyond January 1, 2005, due to the "enormous 
burden" put on hospitals by the nuniing s.horta~e. (S~e, e.!!., CNA 889.) DHS 
consistently declined to delay implementation of the proposed 1:5 ratio because the 
"n:gulations have already been delayed from meir mandated implementation date of 
01/01/02 1' and becauSie it concluded that lithe nursing shortage is outside the scope of this 
rulc:rnakingpackagc:." (CNA &89) 891, 89)~ 909) 1475-77,1495-97,1502-05.) 

To summruite, the evidencc 3hows that hcfure adoflt1llg the on g1nal staffing 
regulation. the consequences ofnurse~to·plitient ratios, including the "hoavy burdonn it 
'"j0uld plaoe on hO:3pitals' financial re~erves, were fully anticipated to threaten access to 
h~a1th care "for many Califo~5.1' (CNA 1I-21.) As~uming these threats Me even 
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relevant to f1 proper determination of the minimum. staffing ratios, the evidence shows 
tha.t these risks were well known before DHS a.dopted the initial sta.ffing regulation. 
Therefore, additional "reports II of these same risks CBIl herdly oreate lien unforeseen 
situation" calling for Immediate action. 

In support of its Finding of Emergency, DHS claims that even though it knew 
about these risks, it was incapable of anticipating whetha the risks ac.tmilly would come 
to PllSS, or the:: magnitmle and scope of th~ impact thi'lt. they wo.,}d hflvr:. DHS ('.ontmd~ 
th1lT, whm it recejv~iI the "rc'l'ort~lf thllt. ho~pit:~11!O wr-:re Tf':dnc;ng 'lieTVice,~, rlr\rl when i1 
learned the magnitude and scope of these impacts to the health care system, DHS 
determined that the Emergency Regulation Wi:\8 necessary for the immediato preservation 
ofpublic health and safety. 

However, this argument is not supported by the evidence. DHS did not offer any 
new data, studieg or other evidence to mpport its claim that it learned the magnirude and 
scope of these threats to patient care were any more severe than originally anticipated. 
The ··evidence" mat DHS relies on for its decision to proceed by emergency regulation 
consists almost entirely ofsecond.-hand "repons'· ofhospitals closing or reducing the 
av",b,hility nf i.r-:rhrin kinds (If .~~c:e~, ,.n.d nothing shows th~t the magnitude and scope 
of the f~rlUCt10"S 1M..I\ervlce were mOl"e .I\evere f.hi\n ori.ei.nC'lly 1'IntidpAtC"lCi.. 

To attempt to componsate for the l.:lck of evidence to support DRS1 finding of 
emergency, DHS ~ubmit5 the deolaration ofJamie D6igleo which attaches a "new study" 
and numero1JS other documents generated by, or submitted to, DHS BEl part of the post
November 4, 2004, rulemakin~ file for the Emer~ency Regulation (Le., after the adoption 
of the Emergency Regulation). Similarly) DHS relies on the Declarations of Barbara 
Gallaway and Gina Henning as containing "evidence" that supports DRS' actioru;, 
without any showing that DHS in any way relied on such evidence at [he time it adopted 
the Emcrgmc,y Rogulati.on. DHS dt.~l' to thp,s~ declarations as though they are evidence 
~at should be con~idt~n::d. hy the Cnnrt tn support thr, Emergency Regulation. This is not 
correot. 

The law iEt settled thltt in reviewing quasi"legislative acts of admini~trat;ve 
agenoies, judiCial review is limited to an examination of the proceedings befure the 
agency. (Cal~f(),.niQ Assn. ()fNu,.stn~ Homes Y. fVilliams (1970) 4 Ca.I.App.3d 800, 811, 
81 S-16; se~ also Govt, Code § 113S0(a); California Medical Association Y. Brian (1973) 
30 Cal.App.3d 1537,652.) Moreover, Gavemment Code section 11346.1(b) specifically 
requires that "a description of me specific factS .mowing the need for immedia.te action" 
mllst be contained in the actual finding of emergency. Accordingly, the Court only 
mnsidas the "evidence" relied on by DHS in adopting the Emergency Regulation and 
propc::rly bofon:; tho Court, BPlr\r=n on. l~llch evii1en(.'.p,~ thr. Comt h~s conduded that. there is 
no basis for DHS' finding nf c:rnl:Tgency. 

Moreover. even if there WflS evidence showing that the magnitude Dnd scop~ of 
hospital cloeuree Wlt5 more 5evere than origintllly antioipa.ted, there is no evidence 
showing that the proximate cause of BUC~ closure~ Wfl6 the DHS staffing regulation, 
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Important1y, the record before the Court shows that hospitdls were closing and citing 
economic:; tmd staff shortdges 6.S their bases well before the original regulation took 
effect on Jtlnuory 1,2004. (See February 17, 2005! Declaration of Gina Henning, EKh. C; 
see alio CNA 334-36, 635, 637-38, 645-648, 652-659, 660-674,718-719, 721-724, 726
736.) DHS undertook no effort to distinAUish the. new !'reports" ofhospital closures from 
the earlier reports of hospital closures made prior to enactment of the regula.tion. As a 
result, DHS has tailed to establish any nexug between the reponed closings and the 
implementation of the staffing regulations . 

.Finrtlly~it. js impO)1iint. that DH.SdoCl~ not c:vm contend the: "rc:pnrt~" ofhnspital 
clmmfl.:s are trw:. To the: contrary, DRS admit"i that tlit doe~ not have:: data. to ;<\upport or 
refute:; those and othOl' claim~ that have been made:; about problem" oausod Or exacerbated 
by the current nurse~to-patient ratios." (CNA 3.) DHS 3imply concludes that 'lit is 
inappropriate to risk unintended consequences ofenriched nurse-to-patient 1'1ltios on the 
availability ofho~pital servicoo in Calitornia. II (Id,) This appears disingenuou:3 given the 
record before the Court. 

The Court findg that it wag an abuse ofdiscretion for DHS to dete.rm:ine that 

defening the 1:5 ratio for Medical/Surgical Units was necessary for the immedia-ce 

p~servation cfpub1ic health and safety_ 


A final point raised by eRA i~ that even ifthe:rc was 110 new c:vinc:n.ce nfrh~ J1:\k, 
of hospital closures, DHS nevertheless must have th~ ability to t'chlUlge it~ minn" M1n 
reach a different conclusion based on the same evidence. Thi! argument is problematic 
from Q credibility etandpoint~ given the voluminous reoord in support of the originti1 
determination. Further) this does not resolve the problem that their new po~ition is 
inconsistent with the purposes ofthe statute. And most important here, lJHS etill failed 
to explain how the alleged new evidence, which it claims to have received as early as the 
Vr!!.fY tin»t. momh after the initial regulations took effect, oould be ignored for 11 months~ 
and then ,I\u.c1nenly used to justify an "emergency" regulation. 

Tho other ch~neel~ ~f'fe:C':fed by the Emc:rgenc.y R~gulatians •• namely, (i) tIle 
olarificatilm of when nurseR ,I\hall he count.en tnw"'rcl.~ th~ r~tio.'!!: (ii) the t"hange in the 
recordkeeping requirements for cmcrgoncy dopartmcnts; and (iii) the decision to allow 
emergenoy departments temporarily to deviate from the ratios in the event of "saturation" 
-. also were an a.buse of discretion. The Finding of Emergency for R-OI-04E 5tates that it 
is "critical" to clarify the definition of "at all times," but there is no discussion ofwhy 
such clarification 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 nonnal rulemaking 
pror.e.dures. (CNA 2.61 337-44.) To the contrary, the Initial Statement of Reasons for t4e 
E.mergency Regulation indicates thaI, a.~ a result of a different la.wsuit, the "at all times" 
reqllj~~nt w~.~ fO'(lnd to be valid and "sufficiently clear ll and that DHS is enacting the 
Emergen.cy Ree;l1ll1.tinn. me:':rr:l.y to mruc~ the:': m~,ming of the. reqllircmC'.nts "even marc 
explicit," (CNA :DR.) In. Ilrln1ti.on, ~t. tne he~rine, DHI1 C':ffC':r:tivdy r:r.m.(';C':nC'ld th!'lt th«=: "!'It 
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all times" olarification was not an emergency by indicating that it was included in the 
Emergency Regulation for administra.tive purposes, 

Similarly, the Finding of Emergency states that it is necessary to adjust the 
terminology and method ofrecordinB nurse assignments to patients for hospital 
emergency departments) but the only reason offered for the change is that !he 
amendments would make the application of the rados "more congruent" with re.ality and 
allow hospitals ne~ed flex.ibility in staffing. (CNA 3-4.) Again, there: is no disc1.1Ssion 
ofthe. magnitude of the problan or the reason tho c:'hangc:. Gcmnot be irn.plem.eo.1~..d 
pur~uant to the:: nonnal ru.lcm1aking pracroure!, (CNA 2-6,337·44.) 

Under Government Code section 113S0(a). a regulation ma.y be declared invalid if 
a court finds that the fa.cte 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 finds the determination of 
"emergency" is arbitrary and capricious and entirely lacking in evidentiary suppon. 

For these reasons, the c.ourt conclud~ that DRS ahused its discretion ana failed 

to follow the procedures requirt':d. by law in dctl:Il1l.:ining that the Emc:rgency Regulations 

Wt::rt': ne~essary for the immediate pr('!servation ofpt,blit". heruth find sAfety. 


D. DHS' RoadQ12tion of the EmCil"~cy Roeu1ation 

Because the seO()nd Emergenoy Regulation adopted on March 3, 2005, is identical 
in fonnat and content to the first Emer~ency Regulation, the Court treats both Emergency 
Regulations the same, i.e., both Emer~ency Re~lations must be set aside for the reasons 
stated above. The Court finds it unnecessary to decide whether re-adoption of the same 
Emergency Regulation violated the Coun'~ injunction ruling and/or APA section 
.11J40.1(e). 

E. C()ndu~ion 

The Court .finds that the Emergency Regulations must be set aside becaU!lc (i) the 
regulationg are not within the soope ofthe authority conferred by the statute; (ii) there iB 
not substantial evidence to support the determination that the regulations are rel150nftbly 
necessary to effectuate the purposes of the statute; and (iii) DRS abused its discretion and 
failed to follow the procedures established by law in detenninin~ that the regulations 
were necessary for the immediate preservation of public health and safety. 

Accordingly, the Court grants CNA's request for a peremptory writ ofmandate 
command.ing re.~pnn.c1ent." to set t\si.oe r-rtr.h of the Emereency R.egulations; for a 
declaration that t.he Emergency Regulll.tions eto not r.omply wlth Gnvernment Cone 
section~ 1. JJ42.1. .t.1 ~42.2, and 1. U46.J.. and are unlawful; and for a l"cm'lftnc:nt. injunetio" 
enjoining the irnplc:rnentation and enforcement ofthe Emergency Regulations. The Court 
declines to enjoin ongoing DHS rulemllking proceedings, if any, to adopt permanent non
emergency regule.tiom'l. A peremptory writ ofmandate Mlall i~5ue direoting Respondenta 
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Sandnl Shewry and DHS to set aside the Emergen.r::y R.~e'\Jlttti"T\~. RI!.~r()t\dent1'l\ ~hall Ale 
21. rcium to th~ permlptory writ ofmil,,~ate with1n. 30 rt:i.ys after 1t, 1S "'ervee{ on them 
describing what steps they have taken to comply with the writ. 

CNA is directed to prepare a fonnal order, attaching the Court's ruling as an 
exhibi~ and Ii judgment and writ ofmandate consistent with the ruling; submit them to 
opposing counsel for approval as to fonn; and thereafter submit them to the Court for 
signature and entry ofjudgment in accordance with Rule of Coun 391. The'preliminary 
injunction shall remain in effect pending issuance of the permanent injunction. 

Any request for fees or ~oS(S shall comply with the Code ofCivil Proced.ure and. 
all state and local rules. 
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