
FitUI..L 
STATEMENT OF !U:ASONS 

22 CALIFORNIA CODE OF REGULATI ONS DIVISION 2 

Section 12901. Methods of Detection 

The Safe Drin~~ing Wa ter and Toxic .Enforcement Act o[ 1986 
(hereinafter the "Act" ) wa::; adopt ed as a n i nitiative measure 
( Proposition 65) by California voters on Nove mber 4, 1986 . :rt 
provides [or new restrictions on chemicals 1<n01m to the St ate to 
cau><e cancer or reproductive tox i city . 

Specifically , the Act prohibits persons in the course of doing 
buziness (as dc tincd) from knowingly dischar g i ng or releasing 
such chemicals "into -...•ater or onto or into land where such 
chemical passes or probably will pass into any source o( drinking 
Wilter" (Health & Saf. Code, §252.-9. 5). (All unidentified section 
references hereinafter cited are to the Realth and Safety Code.) 
Such persons are also prohibited froo knowingly ilnd 
intentionally exposing any individual to these chemic~ l s without 
firs ·t giving such individuill a clear and r easonable 1•a['ning 
(§ :>.'i249.6) . 

viola~ion of these prohibitions can result in civil pcnilltic::; of 
up to twenty- f i ve hundr ed dol l~rs ($2 , 500) per dily (I 25249.7) . 
LcgDl action t o enforce t he Act may be br ought by the Attorney 
General , any di.strict att orney, certain c ity attorneys, or, under 
specjfied circumstances, "any person in t he public interest" 
(§ 25249 . 7). 

The !l.ct requires the Governor to publish and periodically update 
a list of chemicals which are subject to its prohibitions 
(§ 25249.8). An initial list of 29 ch~icals was published on 
February 27, 1987 . With additional chemicals added to the list 
on ,July 1, 1987 and quarterly thereafter, ~he current number of 
chemicals on the list (as of October 1, 1989) has grown to over 
320 . 

According to the terms of ~he Act, t he r equirement of warning 
prior to exposure t o t hese chemicals becomes e ffective 12 months 
after they hav e been l isted(§ 25249 . 10 (b )) - The proh ibitio n 
against knowingly discharging these chemical s bec omes e ffective 
20 months a fter the c hemicals were l isted(~ 25249 -9(a)) . To 
dnte, there are approxi mately 240 chemicals wh i ch are subject to 
the warning re~1irement of the Act . On October 27, 1988, the 
dischar ge proh ibition began to apply to t he i n itial list o f 29 
chemicals. To date, tr.erc are approxinate ly 180 chemicals whic h 
are subject to t he discharge prohibition of the Act . Since 
additional chemica ls are periodica lly added t o the list, the Act 
~·ill apply to an increasing number of bus iness activities in the 
future . 

The Act exempts from the discharge prohibition discharges and 
releases which comply with all applicable r equirements, and which 
will not cause any significant ilrnount of a chemical to enter any 
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source of drinking water (Health & Saf . Code, § 25249 . 9) . The 
term "any significant amount" is de fined to nean any detectable 
amount except an anount which would rr.eet the exemption test in 
subdivision (c) of section 25249.10 (i.e., exposure to such 
amount would pose no significant risk assuning lifetime exposure 
at the level in question, or would produce no observable effect 
assuning exposure at one thousand times the level in question). 
Although the term "any detectable amount" is used by the Act only
in reference to an exemption from the discharge prohibition of 
section 25249.5 only, detection of ~;egulated chemicals •.vil l be 
nece:::sa1.--y as well t·or purposes of the warning requirement of 
section 25249 . 6 . In other words, it would be necessary as a 
pract·ica l 111atter to detect the presence of r egulated chemicals 
regardless of whether a disch<~rge, releasa or exposure is in 
question. 

Section 2~249 .12 authorizes <~gencies designated to implement the 
Act to adopt requlations as necessary to conforn with and 
implement the provisions of the Act and to further it~ purpose.
The Health and Welfare Aqency ("Aqency") has been de~ignated the 
lead agency for the implementation ot the Act . 

ProceQural Background 

Section 12901 of Tit le 22 of the Cal i fornia Code of nogul~tions 
li8C first adopted as i'll1 emergency regul ation effective 
February 27, 1988 . That emergency regulation was readopted
effective June 27, 1988 . 

A "Notice of Emergency Rulern~ldng " issued by the Agency on 
May 20, 1988 stated the Agency's intent to adopt section 12901, 
solicited comments on the Jebruary regulation, and gave notice 
of a public hearing ··•hich was held on July 29, 1988 . 

In liqht of the comnents received through that process, the 
Agency decided to adopt a substantially revised version of the 
regulation so that affected parties could more quickly gain the 
advantages of the revised approach . That revised version, which 
is the version proposed by this notice, i n i tially took effect on 
October 25, 1988 and readopted effective February 22, 1989, and 
June 22 , 1989 . 

on July 11, 1989 1 the Agency issued a notice oe emergency
rulernaking advis i ng that the Agency intended to adopt the 
regulation pernanent ly. Notices were also issued that the 
Agency intended to adopt or anend four other regulations
implementing the Act. Pursuant to such notices a public hearing 
was held on Septembe r 13, 1989, t o receive public comments on the 
proposed regulations, including section 12901. out or 14 pieces 
of corresponde nce received COm$enting on t be regulations, 4 
contained comments regarding section 12901 . 

Purpose of Final Statenent of Reasons 

This fina l statement of reasons sets forth t he reasons for the 
final language adopted by the Agency for section 12901, and 
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responds to the objecti ons and reco~endations subnitted 
regarding the regulation as originally proposed at the 
July, 1988 hearing, and as modified by the October, 1988 
emergency adoption . Technically, this notice involves a new 
regulation and this statement of reasons would only have to 
address the new version . Ho~ever, in order to ass ist those who 
commented on the earlier version, this statement of reasons will 
discuss the differences bet\~een the original vers i on and the 
current version, as well as the comoents recei ved in response to 
both versions . 

Government Code section 1134 G. 7 , subsectio n (b)(3) requirec that 
the fi nal statement of reasons :;ubmitted ~1ith an amended or 
adopted regulation contain a summary of each objectio n or 
recommendati on made r egarding the adoption or amendment, together 
with a n explanation of how the proposed action has been changed 
to accommodat e each objection or recommendation, or the reasons 
for making no change . It speeitically provides that this 
requirement applies only to objections or recommendrttions 
specitical l y directed at the Agency's proposed action or to the 
procedures followed by the Agency in proposing or adopting the 
action. 

Some pwrtiec included i n their ~>ritten or oral comments remarks 
nncl obsarvat.ions about thi c r egulation or other regul.:~tions which 
do not col,Rtjtute an obj ection or recommendation directed at the 
proposed action or t he procedures followed. Also , many parties 
off ered their interpretation o! the i ntent or meanin') or t he 
proposed regulation. Again, this does not constitute an 
objection or recommendation directed at the proposed action or 
the pr ocedures followed . Accordingly, the Agency is not 
obligated under Government Code section 1134G. 7 to respond to 
such renarks in this final statenent of reasons. Since the 
Agency is constrained by limitacions upon i~s ti~e and resources, 
and is not obl igated by law to respond to such remarks, the 
Agency has not responded to these remarks in this final stat ement 
of reasons . The absence of response in this final statement of 
reasons to such remarks should not be construed t o mean that the 
lead agency agrees with them . 

Speqjfic Findings 

Throughout the adoption process of this regulation, the Agency 
has considered the alternatives available to determine which 
would be more effecti ve in carrying out tbe purpose for ~lhich the 
regulation was proposed, or would be as effective and less 
burdensome to affected private persons than the proposed 
regulation . The Agency has determined that no alternative 
considered would be nore e ffective tha~, or as effective and less 
burdensome to affected persons than, the adopted regulation . 

The Agency has deternined that the regulation imposes no mandate 
on local agencies or school districts. 
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Rulenaking File 

The rulemaking file submit t ed with t he final r egulation a nd this 
fi nal statement of reasons is the complete rulemaking fil e for 
section 12901 . However, because regulations other than 
secti on 12901 were also the top i c of the public hearing on 
September 13 , 1989, the ru1emaking fil e contains some ma terial 
not relevant to section 12901 . This final state~ent of reasons 
cit es only the relevant material . Comments regarding the 
regulat ions other than s ection 12901 discussed at the 
September 13, 1989, hearing have been o r will be discussed in 
separate final statements of reason~ . 

Necessity for Adoption of Regulation 

Th e ll.ct exempts from the discharge prohibition disch"rges and 
l"eleases which will not cause a ny signi ficant amount of t he 
chemical t o enter nny source of drinking water. The term "any 
significant amount" is defined to mean any detectable amount 
except an amount which ;:ould nect the e xenption test in 
subdivision (c) of Health and Safety Code section 2!:>249 .10, i.e . , 
exposure t o such amount •muld pose no significant risk asswning 
lifetime e:-.-posurc at the level in question , or v:ould produce no 
observable effect assuming exposure at one thousand times the 
level in question . 

Al t hough the t erm "a ny detectable amount " is used by the ll.c t i n 
reference to an exemption f r om t he discharge prohibition of 
section 25249 . 5 only, detection of regulated cheMicals will be 
necessary for purposes of the warning requirement of 
saction 25249 . 6 as well . In other words, as a practical natter 
it would be necessary to detect the presence of regulated 
chemicals regardless of whether a discharge, release or exposure 
is in question. 

'!'he listed chemicals which are or are about to become subject to 
the pr ohibitions of t he Act include several chemi cals which are 
widely distributed in the env ironment and found as trace 
constituents and contaminants in many consumer products . Such 
chemicals include, a!l',ong the original 29 chemicals, inorganic 
arsenic, asbestos, benzene, certain chronium compounds, e thylene 
oxide, lead and certain soots, tars and nineral oils, and now 
nearly 300 other chemicals. 

While the Act does not require that warnings be provided for 
every exposure to these che~icals or that al l discharges o r 
rel eases of l i sted chemicals t o sources o f d r i nki ng wat er be 
stopped (§§ 25249 .9 and 25249 . 10) , tho prevalence of these 
chemicals in the environment and consume r products presents a 
potential o f liability to many persons doing business in 
Cal ifornia. Confusion or uncertainty as t o the met hods for 
detecting che~icals could lead to unnecessary restriction on t he 
availability of consumer products, unnecessary consumer product 
warnings and unnecessary changes in business operations. 
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These unnecessary steps could inpair public health and safety. 
Potentially affected products include food s and drugs which may 
be important in preserving the health and well being of 
Californians. Unnecessary warnings on such products could 
distract from other important warnings and , thereby, diminish the 
safe use of such products . Unnecessary interruption of business 
activities could result in a l oss of jobs for Californians , as 
vlcll as a reduction in the beneficial use of listed chemicals and 
products which contain listed chemicals. 

Since detection is such a crucial clement of the Act, the Agency 
ha~ decided that it is necessary to adopt standards regarding 
methods of detection so that all potentially affected parties 
will know whether a part icular situation involves a discharge, 
release , or exposure of a listed chemical . such predictability 
will not only help facilitate comp liance by persons subject to 
the Act, but 1~ill assist those parties who may en force its 
provisions by minimizing confusion over what is .1 detectable 
amount . 

Uniform state -wide standards for resolving issues of detection 
will minimize this potential Cor confusion . Affected businesse s 
mny limit change~ in their business activities t o those necessary 
to comply. Such standards will also help to mi nimize the 
possibility of different and conflicting interpretations of the 
l'>.ct by those who enforce or i nterpret its provisions. Since t he 
Act allows enforcement by the Attorney General, 58 district 
l:lttorneys, many city attorneys and , under certa i n circums tances, 
a ny person in the public interest, the potential for confl icts 
and confusion in the enforcement of the Act is high . 

J.n General 

The purpose of this regulation is to provide some guidance for 
selecting from what may be several possibl e analytical methods to 
use to detect a listed chemical i n a specific medium. It 
provides that "any detectable aroount" means a n amount detected by 
the methods of sampling and analysis to 1~hich the section refers. 

The regulation defines the tern "Dethod of analysis" to mean the 
method of detection, o r detection and calculation, for a l isted 
chemical in a specific mediun, including nethods and procedures 
concerning the number of sanpl es and the frequency and site of 
sampling that are specific for the listed che~ical i n question. 
This definition makes it clear that the methods referred to in 
the regulation include those for a ctual meas urement, as well as 
calculation, of the presence of listed chemicals. 

This regulation establis hes a hierarchy of methods that did not 
exist in the earlier regulation. In order of priority, the 
nethods listed are a s follows: (~) nethods adopted or employed 
by state or local governm~ntal agencies; (2 ) roethods adopted or 
employed by a federal agency; (3} nethods currently accepted in 
the scientific community; or ( ~ ) any scientifically valid nethcd 
for the detection or neasurement of a listed chemical in a given 
medium. 
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If a met hod exists per the hierarchy, then it must be employed 
for purposes of the Act. If there is more than one such method 
within the sane level of the hierarchy, any may be utilized. 
Allowing the use of any nethod that is within the same level of 
the hierarchy pr ovides some flexibility whil e still requiring the 
use of methods t hat are based on ~ell-accepted scientific 
princjpJ es . 

Requiring that the analytica l methods of detection used by 
regulatory agenci es (if any methods exist) also be used for 
purposes of the Act should enable businesses to continue to 
monitor releases or exposures through methods t hat they presently 
use. lt will also allow requlntory agenci es which currently 
monitor for compliance under other exjsting laws and regulations 
to monitor for conpliance with the Act as well . Enforcement of 
Lhe Act may be facilitated, cinco those enforcing the Act ma y be 
able to consult with regulatory agencies for assistance in 
determining conpliance . 

n~cauAe regulated ent itiec arc often subject to State or l ocal 
programs which require the usa of specific methods Cor monitoring 
of chemi cals , or which utilize specific methods of andlysis in 
determining compl iance , it is likely that these cntitlea are 
using S\lCh methods ratht:!r than one adopted or employed by a 
F'odoral <•gency. Often , the scloction of methods by State and 
local regulatory agencies is based on considerations o( the 
nvllil.:~bility of t he method to the regulated community and of the 
suitabil ity of t he method to characteristics unique to a 
particular loca J ity . Thus , preference is given to methode 
adopted or employed by Stat e or local agencies over those adopted 
or employed by J.'ederal agencies. 

Yor many chemicals to which the Act applies, there may be no 
method o( analysis used by a regulatory agency. However, there 
may be a method or methods of analysis generally accepted by the 
scientific community for a given chemical in a given medium . 
Those nethods shoul d be used, as provided by subsection (d ) , and 
i f more than one method exist s , each method may be used . In the 
absence of such methods, subsection (e) provides that a 
scientifically va l id 1r:ethod which has been developed for a given 
ch emical in a give n medium should be used . If more than one such 
method exists, again, each nay be uti l i zed . The purpoee of this 
provision is to e nsure that any such me thod or methods wil l be 
used only if their scient ific validity can be established. 

The ~gency believes that predictability and stability benefits 
all parties who must inplement or enforce the provisions of the 
Act . The hierarchical approach contained in this regulation 
enhances the predictability and stability of the Act . Both 
compliance with and enforcement of the Act are enhanced if clear 
guidance i s given on the methods of analysis to be used i n 
detecting a listed chemical when evaluating conpliance ~lith the 
Act. 
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Providing c l ear guidance on the methods to be used avoids the 
confusion which can result f r om the use of other nethods which 
may lack scientific validity. To allow use of such ot her nethods 
could encourage disputes over the threshol d question of 
determining whet her a listed chemical i s present in a particular 
nedium or within legal limits. 

By not specifyi ng the exact methods to be used, but instead 
setting for th the criteria for determining the methods to be 
used , t he proposed regulation creates an environment in w11ich the 
continuing development of improved testing methodology is 
encout"aged . 

An alternative considered by the Agency was to specify the test 
or tests which -.•ould be appropriate for each listed chemical in 
each medium . The Agency decided against that a pproach for 
several reasons . The growing number of chenicals, the large 
number or media in which an e xposure may occur, the increasing 
number o( analytical method:. available for some cheMicals, the 
absence of methods for others, and the lack of information 
readily accessible to the Agency regarding the relative merit and 
avail:lbility of analytical methods appear to ma ke zuch a 
regulation impract ical and unwieldy. Moreover, requiring the use 
of ~pecific methods would not permit t he use or other mcthodG ot 
eq~lal merit . 

Detailed summary of Regulation and 

Comparison with Original version 


.1>.!'; previously mentioned, the final lo:mguage of the regulation i s 
substantially different from the version of the regulation 
noticed Cor the July, 1988 hearing . Subsequent to that hearing, 
the Agency adopted a revised version of the regulation by 
emergency action effective october 25, 1988. That revised 
version is still in effect and is the version covered by this 
Final Statement of Reasons . In order to understand nore tully 
the evolution of the proposed version, an explanation of its 
provisions and bow they differ from the original version are set 
forth below. 

Subsection (al 

This provision sets forth the general rule that a "detectable 
amount" (§ 25249 . 11) shoul d be measured in accordance with 
this regulation . The prior regulation used t he terms "analyti cal 
method" or "method of r~na lys is" interchangeably when referring to 
the process of analys is. The ne-.• version uses only the term 
"met hod of analysis." A "tr.ethod of analysis" is intended to 
communicate that the validity of the analytical resu lts should be 
examined from a b~oad standpoint . To communicate this point 
further, the new version contains a definition of "method of 
analysis." While part of this definition contains l anguage from 
former subsection (b), t here is a ne•,; portion which emphasizes 
that gathering test samples is just as i mportant as the actual 
analysis and calcul ation of results . 
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This definition also specifies that the nethods of analysis used 
must be speci f ically designed for the detection of tbe listed 
chemical in question a s well as for the specific media involved. 
'!'his principle, which i s a required component of any method 
allowed by tbis section, i s unchanged from the original 
regulat ion and i s restated i n subsections (b), (c), (d), (e) and 
(f) of the new regulation. 

Subsection (b) 

Former subsection (b) described the possible sources of methods 
of anal ys is which could be used to calculate levels for purposes 
of the Act. The sources included certain state and local 
government agencies, any federal agency, or the sc i e ntific 
C0ll'U1\Unity . 

Previously, methods adopted or employed by any of these sources 
•,.;ere considered as equal ly authori t<ltive . The ne·.~ regulation 
sets up a strict hierarchy of use. Specified state and local 
agencies are now set forth at the top of the hierarchy and 
methods of analysis "adopted or ell'.ployed" by those agencies must 
be used if~ such method exists. To the e xtent that more thon 
one such method is adopted or employed by such agencies, any of 
them will suffice for purposes of the regulation . In order to 
increase the av~ilability of appropriate methods or analysis, the 
list of speci£ied state agencies set forth i n the origl.nal 
regulation has been expanded by adding the St ate water Resources 
Contro l Board and a ny Regional l~at.er Quali ty Control Board , 

If no state or local agency method e xists, then a method adopted 
or employed by a federal agency nust be used (subsection (c)). 
If more than one such federal agency method exists, any of them 
can be used. If no federal agency method exists, t hen any method 
adopted or employed by the scientific community can be used and 
if more than one such method exists, each nay be used 
(subsection (d)). When redra£ting this regul a tion, the Agency 
removed t he provisions concerning federa l agenc ies and the 
scientifi c comnmnlty from subsection (b) . In the new version , 
federal agencies are d i scussed in subsection (c) and the 
scientifi c community provis ion is set forth in subsection (d). 

Sub:<ection fcl 

Former subsection (c) "''as moved to a newly created 
subsection (c) . The new version of subsection (c) defines the 
second " t i e r" of the hierarchy, which e ncompasses methods of 
analysi s adopted or eraployed by federal agencie s . 

·The princ iple that all methods '"'ithin the s ame "t ier" of the 
hierarchy arc equally valid (see discuss i on of subsection (b)) is 
also set forth in thi s subsection as well as in subsections (d) 
and (e ) . 
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Subsection Cdl 

The original version of subsection (d ) was noved to become new 
subsection (f). The new version of subsection (d) is the third 
"tier" of t he hierarchy and i s defined as those methods which are 
generally accepted by the scientific community . The criteria by 
which such a determination is made is set forth and is unchanged 
from that which was contained in subsection {b) of the original 
regulation. Host of the new subsectio n (d) is taken verbatim 
from t he original version o r subsection ( b) . Any method meeting 
the defin i tion o f th i s subsection j, s considered to be equival e nt , 
and any may be utili zed . 

Subccction Cel 

'l'hi s new subsect ion is based upon the provisions o r Cormcr 
subsect i on (c) . This subsection forns the fourth and lowest tier 
of the hierarchy and is defined as those met hods which are 
ccientifically valid . 'l'his subsection comes into play 2ll.l.Y when 
no method i s available under one of the other three "tiers" of 
t he hierarchy. 

The tact t hat this subsect.ion uses the term "scient.i.f .i.cally 
v<llid" while t he other " t i ers " do not i s not intended to imply 
that maLhocls defined by thoce other pr ovisions ((b), (c ), (d)) 
<'Ire acienti!ically i nval id. Tt i s presumed that any method 
~doptcd or empl oyed by a specified Atat e or local agency (b), a 
Cederal ~gency (c) , or generally accepted by the scientific 
community (d) v1ill be "scientifically valid ." Howe ver , this 
presumption of val i dity is available only if the method chosen is 
actually performed in a proper manner (see subsection (f)). 

w~en drafting this subsection, cwo clauses from t he original 
subsection (c) were dropped . The phrase " analytical nethod has 
been developed for the det:ection or meas urene:at" was replaced 
~-;ith "method of analysis has been developed . " The phrase 
" including , but not limit:ed to, Welter, air, food, or soil, " has 
been dropped altogether. These two changes were because these 
concepts are set forth in the revised subsection (a) and do not 
need to be repeated in other subsections. 

Subsection <fl 

This new subsectio n is a revised vers i on o f subsect ion (d) from 
t he original regulation . Thi s prov i sion speci fies that any 
ana l ysis must be perforned in accordance with generally accepted 
practices and standards. No l!'.ethoQ o f analysis can be consider ed 
to be scientifically valid unless it i s bot h properly designed 
and performed. Ne;.• subsection (a) relates to proper design while 
this subsection deals with the actual perfo~ance. 

There are two diff erences between the original version of this 
provision and the new text. First, "laboratory" was del eted 
before the phrases "analysis to determine the concentration of a 
chem .ical" and "s t andards and practice . " Secondly, the term 
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"modeling" was added to tbe list of itens considered to be a 
standard or a practice relating to methods of an~lysis . 

The reason for the first change is that the l aboratory work is 
only part of the total testing process . The process of sampling 
which precedes the laboratory stage, and the data ana lysis phase 
which follows are all required to be done in accordance with 
generally accepted standards and practices. 

'rhe second change was made because "modeling" C;)l\ be a critical 
portion o( testing . For example, measurements an <.l modeling arc 
important in evaluations of airborne dispersion of chemicals. 
~hus, modeling is highly relevant to any Proposition 65 case 
which involves airborne transnission of listed chemicals . 

Subsection Cgl 

This subsection is new in terms of the actual text , but is merely 
an express ctaternent o.C that <~hich. the Agency considers to h;wc 
been implied in t he original version of this regulation . 
Subsection (g) expressly states that there can be no discharge, 
release, or exposure under the Act if the listed chemical 
involved is not "detectable as provided in this section." This 
means that no violation o( Proposition 65 can be Lound unless 
there exists a method of analysis which meets the r equirements 
of this regulation. 

Review of Comments Regarding original Version of Regulation 

The comments and suggestions which the Agency received regarding 
the original version of Chis regulation are summ~rized below: 

1. Level of detail and specifici~y regarding analytical methods . 

While commentors ranged widely in their specit'Jc suggestions, the 
basic t heme underlying all of t he comncnts in this area \vas that 
the Agency should provide specific information on either the type 
of method to be used or the practices and standards to follow 
when performing tests to dete~ine the level of a listed chemical 
in a given medium . Some suggested that a specific test be 
identified for each listed chemical in each medium. other 
persons asked that s pec ific t est procedure guidelines or 
regulations publ ished by admini s trative agencies (such as the 
Fnvironnental Protection Agency) be required for purposes of 
detecting l i sted chemicals . Other persons recommended that t here 
be a hierarchy of tests fron specified sources so that an 
identifiable class of tests ;..•ould be given priority over other 
available methods. 

The hierarchy appr oach referred t o above has been adopted by the 
Agency. The reason '"hY specified state and local agency methods 
were given first priority is because persons doing business in 
California 1.•ould t end to be fa:nilia r with and used to dealing 
with state and local regulatort agencies. Also, state and local 
agencies would tend to call for the use of test methods 1•hich are 
appropri<Jte for use with other stute andjor l ocal programs. As a 
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result, information about these tests should be readily available 
in this state. 

Methods specified by federal agencies were set as the second tier 
priority because although those nethods would share many of the 
characteristics of the state and local agency methods, the 
federal methods would tend to be less tailored to California's 
needs. 

Placing these governmental agencies in the top tiers allows 
persons to rely upon the test results 1olithout having to be 
concerned with proving t he scientific validity of such tests . In 
proposing this h ierarchy , the ~gency is presuming that methods 
adopted or employed by governmental agencies for the detection of 
a specifi c chenical in a speci(ic medium will be scientifically 
valid. This presumption is largely extended to the third tier 
(those methods generally accepted by the scientific community), 
although there is an additional burden of establishing such 
general acceptance. Methods taken fran the fourth and last tier 
must be supported by evidence proving their scientific validity. 

The hgcncy also decided to provide more detail regarding the 
manner by which these analytical methods (renamed "methods of 
nn<~lys1s" as discussed earl.iec-) are performed. The new 
provisionR make it clear that the validity of the standardc and 
practices used is to be evaluated by looki ng to the total 
procecc , tram test design to the i nterpretation of resultM. The 
original version of the regulation seemed to be viewed by some 
commentors as being concerned only with the laboratory phase. 
'!'he Agency has now made it clear that the laboratory pha::;e is but 
one part of the test process, all of which nust be properly 
perforoed in a scientifically sound manner . 

The ~gency has rejected the approach suggested by tho::;c who would 
prefer that specific methods, standards, and practices be 
specifically identified. The Environmental Protection ~gency was 
mentioned by some as an appropriate source of this information. 
As discussed earlier, the ~gency decided that re~Jiring specific 
methods, standards, and practices •,:ould be counter-productive 
because it could preclude the use of other equally valid 
approaches. ~lso, the development of ne~ approaches would be 
discouraged if t he regulation was specific as to test, standard 
or practice . 

2. Clarify the applicability or the regulation. 

Many com~entors were concerned that the regulation would be 
applied only to discharges or releases (§ 25249.5 ) and not 
to exposures(§ 25249.6 ) . This belief was apparently based 
upon the fact that the original version of the regulation did not 
contain any specific reference concerning its applicability to 
exposures. Such a reference was made only in the Ini tial 
Statement of Reasons for that version . since it .,.,.as clearly the 
Agency's intent that the regulation be applicable to exposures, a 
specific provision (subsection (g>) has been added to expressl y 
declare the Agency's original intent . 
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In a related question about ~he applicability of the regulation, 
it was asked whether or not the Act applied only to detectable 
amounts of listed chemicals. That was the Agency's intent in the 
original regulat i on and that intent has been made express in 
subsect ion (g) of the new regulation. 

3 . The duratio n of time upon which t est results oan b e rel ied. 

Comments suggest ed that once valid results are obtained, a person 
in the course of doing business should be a b l e to rely upon those 
results for some s p ecified period of time. Five years ~nu; the 
time sugge~ted . Part or the rationale presented in support of 
this suggestion was that persons in the course of doing business 
should not be expected to keep abreast of the day-to-day advances 
in the scientific development of nethods of detection. 

The Agency agrees that perso ns i n the course of doing business 
should not have to expend unreasonable amounts of t·esourccs 
keeping tracl: of new test methods. Hmoever, such persons should 
not be able to ignore informati on which they can rea~onably be 
expected to obtain or to re~pond to when presented to them. 
Proposition 65 applies only to persons who "knowingly" discharge 
or relo<tse listed chemical:: or "knowingly and intentionnlly" 
expose nn individual to a listed chemical . 

For example, consider the situation in which a new test method 
might be developed t hat i:: more sensitive than pre-existing 
methou~:~ and a paYticular business 1vas found, using the new test, 
to be discharging an amount that 1.;ould violate the Act. ·rhat 
busincos had been properly using one of the pre-exi~ting methods 
nnd the level of the listed chemical in question was below the 
li~it of detection of the old methods. If the new method is 
within the same "tier" of the test hierarchy as the highest level 
tests previously in use (e.g., both the new test and the 
pre-existing tests are "adopted or enployed" by a state agency), 
then the business should be required to be subject to the nore 
sensitive test, and liability under tbe Act subsequently might be 
found (because a "knowing" discharge would thereafter be 
occurring) . 

If the new test had ju~t been adop ted or employed by a specifi e d 
s t ate agency, then no retroactive liabi l ity should be found . 
However, if t h e state agency drops the o ld , l e ss sensitive test 
in favor of t h e new t est , there is no justifica tion for allo•.vi ng 
the continued reliance upon the old me thod. 

I t should be noted that reliance upon t he results of a currently 
valid test method may becone unreasonable. For example, a 
business which knows or reasonably should be expected to know 
that the relevant conditions existing at the time of the last 
test have changed would not be ab~c to continue reliance on the 
old results. In s uch a case, retesting would be called ror and 
liability under t he Act could be found for a discharge, release, 
or exposure whicb occurred after the business knew or should have 
known of the changed conditions. lilisent any change in relevant 
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conditions of which the business should have been aware, reliance 
upon prior test results would be r easonable and retroactive 
l iability unde r the Act would not nornally be present . 

4 . 	 Validity of test methods which have not been generally 
accepted by the scientific community . 

It was suggested that any analytical method (method of analy·sis) 
which has not been generally accepted by the scientific communi ty 
should be automatically considered t o be o f dubious value. It 
was further suggested that such tests be usable o nly by its 
developer. 

The Agency disagrees because both the original regulation as well 
as the new version require that any such method be proven to be 
''sclenti!ically valid .'' I[ its validity can be so proven , then a 
teet is not of dubious value . There is also no justification for 
limiting the use of a valid test to its developer. To the extent 
tha·t the method is usable under che hierarchy, it should be 
dvallable to anybody . 

One goal of the regulation proposed by the Agency is to promot e 
tho development of new method~ where none currently exist, as 
wPll i1A to encourage advances in current methods . 'l'hc suggestion 
herein discussed would be counter to t ha t goal . 

Review of Comments Regarding Adopted Version of the Regulation. 

'rhe Agency received four comments in response to the 
July 11, 1989 notice which announced the Agency ' s 1ntent to adopt 
the revised version of this regulation. A summary o[ euch 
comment, and the Agency's response to each comment is set forth 
below. 

One commentor urged thac the Agency adopt the use of specific 
methods for each listed checical in each nedium (C- 9 pages 3-4) . 
'l'he reasons why the Agency has not adopted the approach suggested 
by this comroentor already has been thoroughly discussed earlier 
in this Final Statement of Reasons and need not be further 
elaborated here. 

Another comrocntor felt that the origi nal version of the 
regulation should be adopted in p lace of the revised version 
adopted by the Agency (C-7 pages 2-3 ) . This commentor felt that 
companies which do business on a nationwide basi s should not have 
to become familiar ••ith California state and local governr.Jent 
agency approved ~ethods of detection . However , this comroentor 
a lso stated that "national companies are familiar wit h and use 
methods to ensure that their products comply Nith federal, state 
and local standards." The latter statement is inconsistent with 
the former and seems to strongly indicate that national companies 
arc already used to dealing with such standards and are complying 
on an on-going basis. 

This statement of reasons has thoroughly discussed the Agency's 
rca~ons for adopting the hierarchy approach of the regulation and 
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the rationale behind giving a preference t o California state and 
local agency methods and the reader i s directed to those portions 
of this document . 

This same commentor also criticized the revised version of the 
regulation because , unlike the original version, it did not 
require use of the most sensitive ~ethod avai labl e . The 
commentor's statements are i ncorrect because neither version o f 
the regulation requires use of the most sensitive met hod, but 
instead has given equal dignity to all methods within a defined 
scope of acceptability. To the extent that more than one method 
wit hin the same tier of the hierarchy exi sts, each may be equally 
relied upon. 

hnother commentor felt that the regulatio n should be clar1fied to 
s t ate that t he defendant in a n enfor cement action unde1· the Act 
can rely upon the method of detection chosen b y that defendant so 
long as it is from the highest t i er of the h i erarchy from which 
me thods are avail<lble (C-10 page :J. - 4) . The Agency beli>:ves t hat 
the regulation alr eady c l early states that all test methods 
within the same tier can be equally r e lied upon. This commentor 
1-ras concerned that a plaintiff in an enforcement a ction under the 
Act c ould require t he use o f a test within the same tier if that 
test was more sensitive than the one relied upon by the 
defendant. So long as the defendant r e l ies upon a test which is 
with in the h ighest available t i er, t hen the defendant will be 
entitled to rely upon those results . 

This commentor felt t hat subsections (c) a nd (d) 1 ~'hich relate to 
met.hods adopted or employed by fed eral agencies and methods 
generally a ccepted by the scientific comtlun ity respectively, 
should be subject t o inter-laborato~~ or collaborative testing 
before the use of such methods is a llowed {C-1 0 page 5) . It 
should be noted that, in light of this commentor's discussion of 
this objection, hejshe meant t o refer to subsections (d) and (e) 
which refer to methods generally a c cepted by t he scientific 
community and methods which are scientifically val id 
respectively. The Agenc y's response to this comment •.vill be made 
with the assumption noted. 

The Agency docs not feel that there is any need to be more 
specific than t hat reflected i n the regulat i on . There is an 
express r equirement that all phases of the testing be done in a 
scientifically val i d manner. The ability to obtain consistent 
test r esults is an essential pri nc i p l e of scientifi c validity . 
The regulation does not need to l i s t every possible way of 
a ssess ing such val i dit y . 

This commentor believed t hat the regul ation should expressly 
state that no method of a nalysis shoul d be available fo r use 
under this section unl ess i t i s reasonably available at a 
reasonable price to persons in the course of doing business (C-10 
page 5). This comrnentor \vas concerned that a business could be 
held to violate the act du e to a method of analysis which the 
business e i ther did not kno~·l existed or \{hich was not reasonably 
available. 
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This comment f ails to recognize that liability under the Act is 
present only when there is a knowing discharge or release, or a 
knowing and intentional exposure, I f a person in the course of 
doing business first learns about a discharge, release, or 
exposure by way of the plaintiff in an e n forcement action under 
the Act, and the defendant could not have reasonably been 
expected to have known about the available method which would 
have detected the presence of a l isted chemical , then no 
retroactive liability wou l d exist . However , discharges, 
releases, or exposures which occurred after the defendant lear ned 
o f the prese nce of the 1 i sted chemical (s) could res\Jl t i n 
liobility under the .b.ct . 

Another commentor noted that a portion of the initial ctatement 
of rea~ons prepared by the Agency contdined statements which were 
inconsistent with the regulation (C- 11 page 1 - 2). 'l'he statement 
to which this cornmentor refers was phrased i n such a way so that 
no liability under the Act could be found unless the discharge, 
relea~e. or exposure in question had actually been the subject of 
a method of analysis authorized by this regulation. This 
comnentor is correct that any such statenent i s erroneous because 
the regulation only requires that. the listed chemical be 
"detectable", not actually detected . The rnct that.:~ detectable 
amount of a lis ted chemical was involved i n a discharge, release, 
or· exposure can be proven by any evi dence sufficient to carry the 
burden of proof . As a result, the erroneous portion of the 
ctatement of reasons has been corrected . 
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