
FltlAL STATF.HUIT OF REASONS 
22 CALIFORl'<""IA CODe OF REG1JLATI ONS 

Sect: ion 12805 Soecifie Rer;ulatorv Levels: Reproduet:iv" Toxicant~. 
(Establishment of a Regul~tory Level for Toluene ) 

The Safe Drinking water &nd Toxic Enforcement Act of 1986 ( hereinafter the 
Act) prohibits a person in the course of doing b•>sin~ss from kno11ingly and 
intt<nt.ionally exposing Dny individual ~<J a chemical rhot: has been lht.ed as 
known ~;o th" State co cause c~ncer or reproductive tox icity ~o~ithout fir~t 
giving clear and reasonahl• ~arning to such individual (Health and Safety 
Co.U. S•ction 2S249 .6) . The Act .lho prohibit.s a person in the course u( 
doing business from kno~ingly disch~rging a 1 is ted chemical into watel" or 
onto or into l=d "'ilerP ~<uch chelllical passes or pcob..hly will pass into :1 

sourc" of drinkins w<lter (Ileal th and Safety Code Section 25249. S). 

For chcmtcalr, kno•;n Lo tl tc State co c:~uso reproducLivc loxicl.ty, ~n 
excmp tion I.e p r ovi.d•"l by lhu Act for c xposur cs ·,h i ch the person rcspo1,S 1.ble 
can "how as producing nn nh<Arvable .,rTcct, <Jssuminr; ~xpusurc at 1. 000 times 
th" 1evul in question (Health ..nd Sah ty Code Sect !.on 252'•9. lO). n,e 
maxilliUTI dos tt level ut which a cnecie~tl htua nu obsel"'Vable rc-product.ivs effect. 
is referred to as che uu observable et feet level (NOEL). Thus. the 
exempLion oppl1es when rh" M><posw:c in question ls ae " luvcl chat docs not 
exceed th" NOEL, divid~d by a l . OOO· fo-1<1 UIICI!rta i ncy factor. 

Procedurgl Background 

On March 22. 1991, the Health and ~elfarft Agency issued a notica of proposed 
rulemak1ng advising chat: lhe Agency intended co adopL a regulatory l8vs l £or 
~oluene in Section 1280S. Title 22, California Code of Regulations. (Unlesg 
oehen."isa incllcaced, all section reference~ are to Title 2?. California Code 
of Regulations.) Pursuant co such notice . on Kay 10. 1991, a pub l ic hearing 
was held to receiva publl.: culllJllencs on the proposed regulation . One. p Lece 
of correspondence coi!UI!t\nt:in~ on r he proposal -.:as received. One presenter 
offered cOIIWl~nts durin>?; the public hP. a ring. 

On July 17, 1991, che ro1a of lead agency for the imple~encation of t:he Ace 
was transferred from the Health ~~ ~elfare Agency co tha California 
Environmental Protec tion Agency's (Ca l/EPA's ) Off ice of Environmental llealth 
Hazard Assess!llenr (OKIIHA or the depan:mont) by t;;xecu tlva Order W- 15 - 91. 
This rulemaking ac;;;ion is subni t:ted by OE.l-UiA in its capacit:y as lead agency 
for the implementation of the Act . 

Pur?ose of Final S~ar.R~nt of Reasons 

This final statement of J:"e~sons set:s forth the r eas ons for the final 
regulat ion adopted by the d~part:ment: for Section 12805, and r esponds lO the 
objections and r ecommendations submitted J:"egarding the J:"egulation. 
Gover~ent Code Secti on 11346.7 . s ubsection ( b)(3), requires that the final 
s taceman t of reasons submitted ~ith an amended or adop t ed regulation contain 
a summary of each objection or recottmendacion made regarding the adoption or 
.a.t~endment. together ...i th "" t<X?la.tlacion of ho"' the proposed action has been 
changed to acco~dare each obj ection or rcco~endation. or the reasons for 
making no ch~ge. lt specifically provides that this J:"cquiremenc applies 
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only to objection:; or recommendations specifically directed a t Lite proposed 
action or the procedures follo~ed by cbe department in proposing or adopting 
che action. 

So~e parties may hav~ included in their ~~itten or oral co~ents reMArks and 
observat:ions about the regulation •Jhich do not constitute an objecti,on or 
recorume nds.tion directed at t:he proposed action or the procedures follo•~ed , 
Accordingly, the department is not obligAted under Government Code 
Sect:ion 11346.7 to respond to such remarks in this final statement of 
reason". Since OEHHA is constrained by 1 i.mitacions upon i1.s time and 
resources, and is nuL obligated by la•J to rospond co such remarks, OEHHA has 
not: responded to these rEHaBrks ln chis Hnol st:ateu>ent of reasons, Tht1 
ab><enct: of a response in this flna l s ta~c11cnt of reasonu co such remarks 
.should not: be conwtrucd to I!IC)lln thl'< C OEHHA agrees wtch them. 

Specific Finding~ 

In ec;c·ordant:" ~o~ith Government <:ode St1ctiue1 llJ46.5(a) (7) , OEHHA has. 
throup,hout the ><clopLion process of thi.s ragul fition. considen•<l »Vililublc 
llltcrnacivcs to d~t('rmint< "'l11!l.hcr any ~lccrn;~civ" '-'Ould be more cffec:tlve Ln 
carry!n& ouc the purpose tor ~o~hich c.he rc&ulations ~era proposed, or would 
be ns effective &nd less burdensome t o .. rrectcd private persons than the 
proposed accion. OEIIHA has determined th"t no alccrMtive considered would 
be more effective chan, or I<S effective and less burucn~ome co 11ffer.ted 
personM t.han, the proposed r"gul>ttion. 

OEHHA has determined tha t the regulation imposes no mandate on local 
agencies or school distric t~. 

Rulcmnking Fil" 

TI1e rulemaking file submitted ~ich chc final regulaLlou and this final 
statP.ment of reasons is rhe co~lste rulcmoking fila fo r Section 12805. 

Keces~itv for Adopeion of R~gula~ions 

For chemicals known co ~e State to cause reproductive toxicity, the Act 
exempLS discharges, eeleases a11d exposures wh i ch , making certain 
assumptions , produce no obsen•able effect: on reproducLlon. assuming exposure 
at 1,000 times the level in question. Tne Act specifi e$ thac any claim of 
exemption under He&lth and Safety Code Sec~ion 25249.10, subsec~ion (c) must 
be bt~sed upon evidence and standards of comparable scientific validity to 
the &vidence and stan~rds which form "he scientific basis for the tiscing 
of thE> chemical, However, the Act does 110t: specify chs seeps necessary to 
calculate whether a given level of exposure co a reproductive toxicant is 
exempt, nor specify specific levels of exposure ~>oilich represent Lhe one one
thotaandt.b of the no observable effect level C~OEL). 

The purpose of this regulat:ion is co provid• a "safe harboru level for 
toluen", below which the Act: dues not ~pply , This level will allow persons 
to determine whethlitr a diseharce . release or expo.oure involving toluene is 
exempt from ~hs provisions of the Act. 
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Alchoush existing regulati ons do>scribe principles and assumptions for 
conducting risk assessments to calculate the ~OEL. most businesses subject: 
to the Acc do not have r:Oe resources to perform these assessments. Yet. each 
business with ten or more employees needs the abill ~y co detercine whether 
its activities or products are "'-<l>jecc to the prohibitions of the Act. 
Given that toluene is a widely \15ed chemical . the absence of a reg,ultltory 
level for the chP-mical «ould leave " large nuJnber or husinesses 1olithout a 
way o( determining compliance with the Act. 

Section 12805 

Existing r~gulations (Section 12801 -12821) provi de guidance for determining 
whechc:n: a n axposur" co, or discharge of , " rBproductivc toxicant rnssts the 
stoeucory exemption. Theg~ regulations provide cwo way~ by which a person 
i n t:he course of doing businesH can make such a decermins.tion: (1) by 
conductlns a risk assess11ent In &ccord...nce ..-ich the principle» described in 
Section 12803 ~o derive "t>OEL, nnd dividing the SOEL by l .OOO; o~. ( 2) by 
application of rhR spucific regulatory l<'v• l >uiopted for the chern i cAl in 
So.<ct:lon 1280:.> (which represeu~s one ono - cho~lsandth of chc tiOEL) or:, ln tho 
absenct\ nr such ll level. by l•s ln& 3 risk ussessmenr ccmdut:ted by a State or 
fcd!'ral agency , provided dhat such 3ssessment is consistent with ~he 
principles in Section 12803. and dhe "'ru<ia:ua a llowabiB dally dose leve l Is 
onf' """" LhoWJandth ot the NOeL . 

Th!s amendment to Section 1280:> 1o1ould 3dopt ~ reBulHcory leve l of 
7.000 mlcrog,rams per day (pg/d11y) ( or 7 milligrams/dAy ( mg/day)) tot 
toluene , based or) u risk assessment prepared by rhc Reprodur.tive and Cancer 
Hazard Assessment SMccion of che Department oC Health Services ( Memorandum 
co Steven A. Bnok. Ph.D. frota wuren Zeis01, Ph .D .. rc: ToluenR £xposure 
Level Recommendation. dAted february 11, 1991, and "Reproductive 8nd 
Devl\1np••encal Toxic icy of To lu11na : A Revio..-•) . (The Reproductive .~nd 
Cancer Hazard As~essmenc Section 'is now within OEHHA .) 

The study deemed to be che ~osL appropriate for der iving a NOEL is an 
inhalation study in ,;hich pregnant rats •.-~ere exposed in inhalation chambers 
to 0, 100, 500 or 2,000 ppn toluene for 6 hours/day. No obser-•able adverse 
effects were observed in the offspring of rats exposed at 500 ppm. 

Exposure of rats to 500 ppm of toluene in air for 6 hours/day is estim3ted 
to ro>sult in 3 roca1 daily intake of 112.5 mgfkg/day. Section 12803(b) 
requires the use of a ~8 -kilograa body weight assumption IJhen the 
reproductive effect is upon the fema le or r:onceprus. ~ultiplying the no 
observable effect level (112. 5 mgjkg/ciay) by 58 kilograms, a.."d dividing by 
the 1,000- fold uncertain ty factor yields ;~ daily itltake l evel of 
6. 525 mgjday . This \•alue has been r ounded off to 7 mg/day, or 7, 000 pg,/day, 
the adop~ed rseu1a~ory level. 

th" departJllent received one p iec" of correspondenr::o> (C-93) during the public 
comment period. Oral tes~imony presented during the public hearing 
reiterated ~.he points made i n the lo1r i ttP.n suumi~tal. Eooth the written 
commen~s and the oral testimony •cere ~>ffered on behalf of the same party. 

The comDentors agrt<E<d ~hat ~ha rae :-eprodur:t!.on sr:-udy ·o~hich \o'as U5ed by the 
depar tment as the basis for ~hE< proposed regulatory level for toluene is the 



most: appropriate study co usc . Ho~ever. they i ndicated chat their group had 
init:i.ated a rat developmental toxicity study to provide better dose-response 
and hazard characterization da ta on toluene. The preliminary report from 
this .~t:udy suggest.s that toluene i s not " s eleccive dcvelopmem:al toxicant, 
and that: the NOEL ior developmental toxicity should be 750 ppm. The 
commencors urged t he deparcment to defer the establishment of a regulatory 
l evel for toluene until ic is possible to incorporate che results of the 
recently conducted study into the rulemaking process. The commencers ~tated 
that: t:he final raport will be available in September, 1991 . 

Since ~he final r epor t: on the study des cribe<l by the commentors is s t ll l not 
<tvai 1"b1R aL this tiille, the department i.s unable Lo judge 1cs usefulness t o 
this rulemaking action. IL is t:he department's view chat: Lhe regulated 
community and the public are better served by the establis~ent of a 
regulaLory luvel for toluene "-bicb is based on t:he oost scientifically 
ap-propri.1te study currently owailablc, chan by pos tponine, actlon ul\til a 
report oL unknown value is cnmpl e t:ed. 

1'htt. conune11t..u.r~ ~hould note th..'l t any pftrNnn Hubj cct to tho Act may u~8 ~:tn 
acceptabl" daily intake level different: fro"' t.haL which is cst:abliGhed In 
r egulaeion. Accepcahl" dH ily lnt:.akc lc•.re 15 for r"produc tivc coxiconcs Ln 
Sec tion 12805 are intended to provitla •sa(c harbors" to thR rogulatcd 
community, ••nd do not preclude t.he uae of alLernat i vc levels t hat: cAn"" 
demom; t:r!l ted by their users to be scienr lfically valid. 




