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Amendment to section 12601 . clear and Reasonable l~arnir.g 

The Safe Drinking Water and Toxic Enforcement Act of 1986 (Act) 
was adopted as an init iative ceasure (Proposition 65) by 
California voters on November 4, 1986. The Act imposed new 
restrictions on the use and disposal of chemicals whi ch are known 
to the State to cause cancer or reproductive toxicity. 

Part of the Act provides 1:hat, "No person in tho course of doing 
business shall knowingly and intentionally expose any individual 
to a chemical known to the State to cause cancer o r r eproductive 
toxicity without fir st giving clear and reasonable 1,•arning to 
s uch i ndividual .. .. '' (Health & Saf . Code, § 25249 . 6.) 
(Unless otherwise specified, all statutory section r eferences are 
from the Health and Safety Code . ) 

Violations of this prohibition can result in civil penalties of 
up to $2,500 par violat ion per day (§ 252 49. 7) . Legal action to 
i mpose these penalties pan be brought by the Attorney General , a 
district attorney, certain c~ty attorneys, or, under specified 
circumstances, any person "in the public interest" (§ 25249 . 7) . 

Section 25249 . 12 authorizes agencies designated to implement the 
Act to adopt regulations as necessary to con form 1o/it h and 
implement the provisions of the Act and to further its purpose . 
The Health and Welfare Agency ("Agency" ) has been designated the 
lead agency for the implementation of the Act. 

Procedural Background 

Effective Fe br uary 27, 1988, the AgenC}• adopted section 12601 o f 
the California Code of Regulations to implement the clear a nd 
reasonable warning port ion of the Act . This original adoption 
1vas done on an emergency basis . A per.nanen1: version of the 
regulation, and the vers ion which this anendnent changes, was 
adopted effective Dece mber 15, 1988. 

on May 30, 1989 the Agency issued a notice of emergency 
rulemaking advising t hat the Agency i nt ended to adopt permanently 
this amendment t o section 12601 of Title 22 of the Cal ifornia 
Code of Regulations . ~NO other regulat ions were noticed for that 
same hearing . Pursuant to such notice a public hearing was held 
on July 25 , 1989, to receive public comments on the proposed 
amendment t o section 12601 and the adopt i on of the other 
regulations. Out of 18 pieces of correspondence received 
co~enting on the regulutions and 1 additional document submitted 
at the hearing, 8 con~ained conne~ts regarding the proposed 
amendment to seccion 12601. 
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Purpose of Final Statement of Reasons 

This final statement of reasons sets forth the reasons for the 
final language adopted by the Agency for this amendment to 
section 12601- Government Cede section 11346.7, subsection (b)(3) 
requires that the final statement of reasons submitted with an 
amended or adopted regulation contain a summary of each objection 
or recommendation made regarding the adoption or amendment , 
together with an explanation of how the proposed action has been 
changed to accommodate each objection or recommendation, or the 
reasons for making no change. It specifically provides that this 
requirement applies only to objections or recommendations 
specifically directed at the Agency's proposed action or to the 
procedures followed by the Agency in proposing or adopting the 
action. 

Some parties included in their written or oral comments remarks 
or observations about this regulation which do not constitute an 
objection or recommendation directed at the proposed action or 
the procedures fo llowed . Also, some parties offer ed their 
interpretation of the intent or meaning of the proposed 
regulation. Again, this does not constitute an objection or 
recommendation directed at tbe proposed action or the procedures 
followed. Accordingly, the Agency is not obligated under 
Government Code section 11346.7 to respond to such remarks in 
this final statelllent of reasons. s ince the Agency is constrained 
by limitations upon its time and resources, and is not obligated 
by law to respond to such re~rks, the Agency has not responded 
to these r emarks in this final statement of reasons . The absence 
of response in this fina l statement of reasons to such remarks 
should not be construed to mean that the lead agency agrees with 
them. 

Specific Findinas 

Throughout the adopt ion process of this regulation, the Agency 
bas considered the alternatives ava ilable to determine which 
would be more effective i n carrying out the purpose for which the 
regulations were proposed, or would be as ef!ective and l ess 
burdensome to affected private persons than the proposed 
regulations. The Agency has determined that no alternative 
considered would be more effective, or as effective and l ess 
burdensome to affected persons, than the adopted regulation. 

The Agency has determined that ~he regulation i nposes no mandate 
on local agencies or school distr icts. 

Rulemaking file 

The rulemaking f ile sub:nitted 'o<' i t h the final regulation and this 
final statement of reasons is the complete rulernaking file for 
section 12601 . However , because regulations other than 
section 12601 were also the topic of the public hearing on 
July 25, 1989, the rulenaking file conta~ns so~e material not 
relevant to section 12601. This final s~atement of reasons cites 
only the relevant material. Connents regarding the regulations 
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other than section 12&01 discussed at the July 25, 1999 hear ing 
have b een or will be dis cussed in separate final statements o( 
reason . 

Necess i ty for Ame nd ne nt t o Regu l a tion 

The Age ncy has determined that th~s amendnent to section 12601 i s 
necessary for t he following reason s: 

Chemica ls subj ect to t h e Act ' s e xp osur e pr ovi.sion (and t he 
related warning requirement) are set forth on a list wh i ch was 
first i s sued on February 27, 1987, and wh i ch is pe riodically 
revised(§ 25249.8) . Since the exposure provision takes effect 
12 months aft e r the chemical involved first appears on the list, 
t he i n i t ial list of c hemicals became subject to this 
proh ibition o n February 27 , 1988 ( § 252 49. 9) . 

Ethyl alcohol in alcoholic beveraqes was added t o this list as a 
r eproductive toxicant on october 1, 1987 and thus became subject 
t o the Act's warning requirement on October 1, 1988 . 

'l'itle 22 , Cillifor nia Code o( Regu l a tions section 1 2601, wh ich 
first became effective on february 27, 1988, provides guidance on 
how businesses can give the ~equired clear and reasonable 
warning . 

Subsect ion (a) of this regul ation s ets forth the gen eral rul e 
about such warnings . Any person in the course of doing business 
who needs to provide a ~arning under the Act may choose to 
proceed pursuant to the general rule in subsection (a) . However, 
the Agency bel i eves that ~any s uch persons would prefer more 
certainty and would inste ad choose to follow more s pecific 
requirements, if t o do so would constitute compliance with the 
~ct's requirement o! giving a cle ar and reasonable warning . As a 
result, this r egulation also cont ains provisions which are 
deta i led in t heir applicati on to certain products. ~ pers on who 
follows these d etailed ~equirements will be deemed under the Act 
t o be giving a c l e ar and reasonabl e warni ng . Thes e deta iled 
requirements provide what is comnonly refe rred to as a "safe 
harbor . " 

Alcoho lic beverages are one of t he items covered by t he d etailed 
p roduct-specifi c provisions of tbe regulat ion . (See 
subse ctions (b)(l) (0) and (b)(4)( ~ )) . Inc luded in these 
p r oduct- specific provis ions is a sample l<arning message f or 
a l coholic beverages. Use of th is ~arn i ng message in t he manner 
specified in t he r e gu l atio n is deemed t o be in c ompl iance with 
the warning requirements o f the Act. 

However, this sanple warning. ••hi ch is u sed by a p proximately 
100,000 Californi a busi ne sses , became incomplet e on 
J u ly 1, 1969 . This i s b ecause und e r law prior t o that date, 
alcoholic beverages were sub ject to the Ac t ' s warning requir emen t 
only as a reproductive toxicanc . However, on July 1, 1988, 
alcoholic beverages ~hen associaced with alcohol abu~e were also 
~dded t o the list as a known carcinogen and, as a result, b ecame 
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subject to t he cancer warning ~equire~ents of t he Act on 
July 1 , 1989 . 

In light of the extensive u se of this warning method , the Agency 
decided t hat it was necessary to provide for the new warning 
message in this regulation prior to July 1, 1989, the day the 
cancer warning requirement went into effect. The amendment to 
section 12601 which is t he subject of this final statement of 
reasons was t hus adopted on an emergency b asis effecti ve that 
d ate. 

This amendment also contains more detail ab~ut how the alcohol i c 
beverage warning message can be conveyed . These changes are 
prompted by what the Agency has learned from actual e xperience 
during the time since alcoholic beverages were first subject to 
the Act's warning requirements . It is necessary to incorporate 
these other changes into section 12601 so t hat the new alcoh olic 
beverage warn i ng messages can be installed i n accordance with the 
nore detailed requirements. 

Failure to adopt this amendment would creat e the very uncertainty 
which this regulation was in p~.rt designed to prevent. Without 
an approved no•.,; warni ng message, the affected businesses would 
have to guess a s to what nessage mi ght comply with the Act. 
Persons seeking to enforce the Act would l ikewise lack any 
certainty about 1.•hat would o r would not meet the requirements o r 
the Act. The possibility of widel y differing warning messages 
concerning the sane product could confuse the public and t hus 
severely diminish the effectiveness of the Proposition 65 warning 
requirement. 

Changes to the Wording and Fornat of the W? rning Message 

Subsection (b) (4) (E) of the amendment sets forth the new "safe 
harbor" w~rning message fo r a lcoholic beverages . The wording 
used in the new warning nessage t o convey the strength of the 
causal connection between the exposure and the health risk 
involved is different for cancer than for reproductive toxicity. 
The cancer warning portion states that consumption of alcoholic 
beverages " . . . ~ Increase Cancer Ris k . . . ", "''hereas t he 
reproductive toxicity portion states that such consumption 
"During Pregnancy Can Cause Birth Defects" (emphasis added) . 'Ihe 
word " can" used in the b irth defects warning portion signifies a 
higher degree of scientific knowledge about the risk of fetal 
harm even under what is normal ly considered (absent pregnancy) to 
be light consumption of alcohol. However, the available 
scienti f ic data about the c ancer risk o : alcohol ic beverage 
consumption indicates that its car cinogenicity is r e l ated to 
a busive levels of consumption over a l ong period of time. 

Three commentors fel t that the new proposed ~essage was too l ong 
and difficult to read when compared wit.h t h e previous warning 
nessage. These conmencors suggest ed that the warning messages on 
the current sign should be split into separate s i gns (C- 10 
page l; C-17 page 1; C-18 Fage 2). The ~gency disagrees. The 
current sign is qui te clear in its present f orm and ha s the 



distinct advantage of being together on a single sign which 
communicates both risks. 

If, for example, this "safe ))arbor" provision called for separate 
signs for the t wo ris~~s involve<i , then hlo very similar looking 
messages would appear where currently there is just one . Those 
persons who are t o receive these warnings might read one sign and 
stop reading the second sign because it NOUld appear so similar 
that it was thought ~o be the same message . I t is also possible 
that a person would not look for another warning message after 
reading one sign about the risk of consuming alcoholic beverages. 
As a result, a single sign referring to both risks is far more 
likely to convey the warning than would be separate signs, due to 
the chance that the second warning sign could be mistakenly 
ignored . 

Three commentors suggested that tbe sign should be rewritten or 
rearranged in various ways for the purpose of increasing its 
eCCcctiveness. one or these co~entors stated that the use of 
the words "can" (for the risk of birth defects) and "may" (for 
the risk of cancer) was too weak and that minors, who are 
skeptical about messages from authority figures, might ignore the 
warning message as being merely a scare tactic (C- 18 page 2). No 
alternative wording was suggested. The suggestion that stronger 
words should be used has not been followed by ~he Agency becau~e 
it is crucial that " safe harbor" warning signs be accurate. 
Making a warning sign stronger than the actual risk cannot be 
justified; asking the state to intentionally overstate a danger 
is no way to promote grea~er trust of authority figures. 

The second commentor in this group suggested that the warning 
message would be improved by more clearly separat ing the two 
warnings in order to make them more accessible from a visual 
perception standpoint (C-3 pages 1 and 2) . The study cited by 
this commentor in support. o! the recommended change did not 
involve the warning message and format which are the subject of 
this regulation. Therefore, it is speculative whether or not the 
cited study would have come to the same conclusion as did the 
co~entor. In light of the ~ime, effort, and cost which would be 
expended in changing warning signs at this time, the Agency 
believes that the potential increase, if any, in warning sign 
comprehension is not justi fiable. 

This same comrnentor ~as joined by ~he third co~~entor in this 
group in suggesting that the stronger warning, tha t relating to 
birth defects 1 should be placed ahead of t he ~1arning about cancer 
(C-3 page 2; C-13 page 5). No explanation is offered as to why 
such a change is beneficial . Putting the birth defect warning 
message ahead of the cancer nessage ~ay be preferable if the 
primary intent of the sign was to warn of the risk of birth 
defects. However, ~he Agency did not intend to promote one 
danger over another. As stated above, in light of the time, 
effort, and cost which would be expended in changing ·...-arning 
s i gns at this time, the Agency believes that the potential 
increase, if any, in ,-arning s ign conprebension is not 
justifiable. 
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One commentor stated that the cancer warning message i s weak 
because use of t he word "may" understates t he strong link between 
a l coholic beverage consumption and liver cancer (C-18 page 2) . 
The reason the Agency chose t he use of the word "may" instead of 
something more definite is because the known link between 
alcoholic beverage consumption and cancer causation reflects 
chronic alcohol abuse, but not noderate levels of consumption . 
Thi s is vastly different than the risk of birth defect s which is 
of concern even with light consumption. As a result , the Agency 
believes that the current choice of wording is appropriate. 

In order to accommodate the size of the new warning nessage, 
whi ch is longer than the previous version, the speci f i cations of 
the ten and five - inch signs have been modified. While type size 
has been decreased, the top and side mar gins have been narrowed 
so that more of the sign i s t aken up ~ith text, with t he result 
that the changes do not signit"icantly affect reada bil ity . 

The amandmQnt provides for a wider choice of sign forma t s than 
were previousl y available under the "saf e harbor" provisions tor 
alcoholic beverages. Previously, the only general use sign was a 
ten- inch square sign bearing Lhe warning message specified in the 
regulation. A s maller five-inch square sign (bearing t he same 
proportions as the larger sign) was allowed for use only at 
tables where alcoholic beverages were s erved . The third format 
p r eviously allowed involved the placement of the warning message 
on a ~enu or list of alcoholic beverages served ut the pr emises . 

The ten-inch square sign is described in great detail as to 
format, type size and type style . The five- inch square sign is 
to be done in proportion to the l arger sign _ 

The menu/list option is intentionally not subject to any specific 
format or styl e s o that it can be compatible wit h the design of 
the rnenu;list i nvolved provided that the resulting wa r ning is 
clear and likely to be read and understood prior to the exposure 
(consumption of alcoholic beverages). 

Add i t ional Warnina l1essage Fornacs 

The a mendment recognizes tbat there shoul d be more opti~ns 
available to those desiring t o use a "safe harbor " warn1ng. With 
t he wide variety of environments through which alcoholic 
beve~ages are so l d, a sign fo~at that ~ay be workable in one 
s ituation may b e l e ss desir able in anot her . As a r esul t , one new 
sign format i s being added, a ten and one-hal f by one and 
one-quarter inch "strip," and t he five-inch s ign i s being 
authorized for broader use . The a l loHa b l e us e of t he u_e nu/list 
noti ce forma t is being e)~anded in order t o provide for menus or 
lists which a r e posted only rather t han provided on hand- held 
ver sions. 

The new "strip" for:nat is to be used on shelves where alcoholic 
beverages are displayed . As ;;ith t.he r:en and five- inch signs, a 
uniform format , t ype size and style is specified. Thi s will aid 
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in identification a nd recognition of the s t rip as a 
Proposition 65 warn i ng . 

Placement of Warn i ng Messages 

The five-inch sign will now be usable not only on t a bl es as 
discu ssed ear l ier , but at the location(s) where custome r 
purchases are made . The amendment provides that this sign must 
be conspicuously pl aced at each cash register, check- out counter , 
e tc., i n a manner so that it is likely to be read d uring the 
t ransaction . Furt hermore, the amendme nt requires t hat the 
five- i nch sign must be set in white type on a contrasting red 
background. This color comb ination will help ensure visibility . 

'!'he Agency believes it is necessary for warning signs to be not 
onl y posted but readable at a ll t imes whe n the business is open . 
Since r eadability and conspicuous ness a r e essential part s of a 
c l ear a nd reasona b l e warning, the Agency has decided t o add a 
specific provision clarifyi ng that posted war n i ngs shall be 
readable in all lighting cond iti ons norma lly encount e r ed d uring 
business hours . 

Since alcoholic beverages dre acquired, sold, or consumed through 
a wide variety of environments, the Agency has decided to expand 
the spec i fic " safe harbor" provis ions o! t his regulat i on in order 
to account for a greater number of situations through which 
e xposure may be e xperienced . By c overing mor e situati ons with a 
"safe harbor" warni ng systern , the Agency bel ieves tha t s uch 
warnings will be mor e frequently used and thus i ncrease the 
chances that these warnings ~ill be given in a manner that the 
Agency has, by this regulation, dcened to be a clear and 
reasona ble warn ing under the Act. 

Tbe amendment specif i cally addresses fac i lit ies which of fe r both 
on-sa l e and off- s al e purchases. Persons go ing to such a fa c i lity 
~ay visit the on- sal e a r ea such as a tasting r oom, but not enter 
the off-sale portion of t he pra~ises. The reverse sit uation may 
als o occur. While some indivi dual s ma y vis it both portions of 
the premi ses, the r e is no guaran~ee of this occurring . As a 
r esu l t , t he Agency has decided that the only way to e ns ure that 
a l l vis i tors r eceive a warni ng prior to consumption i s to r equire 
that each portion of such "mixed" faci l i ty adhere to the 
applicab le standard found e l sewhere in t he regu lat i on . Thus , t he 
off- sale portion o f t his type of "nixed" facility would adhe r e t o 
the off - sale prov is ion of the regulati on a:1d the "tasti ng r oom" 
por tion nus;t adher e t o those provisions of t he regulation 
applicable to bus i nesses prov iding liquor : or cons~ption on the 
prenis es . 

The amendment a lters the p r e - ex i s t ing ''safe harbor'' pr ovis ion 
rel ating to businesses which d i stribute alcohol ic beverages 
cit her in whole or in part by ·~·ay of counter service 
{subs ection {b) (1) {0){2)) . The prior version of this provision 
allowed such b:~s inesses to satisfy this "safe harbor" by post ing 
the ten- inch square sign described in t~is regu l ation i n a manner 
so that it was r eadable and like l y to be r ead f r om a ll counter 
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locations available to the public . The amendment r equires that 
p osting be done at both the entrance(s) as well as behind the 
counter. The amendment also expressly states that the definition 
of counter servic e includes por~able bars. In making this 
change, the Agency felt that the environments in which counter 
service is available can vary so widely that more protection to 
the consumer should be afforded before al l owing "safe harbor " 
protection to the business i nvolved. 

One commentor objected to the counter service amendment on the 
basis that there was no value in giving repeat warnings and that 
it was unreasonable to single out counter servi ce for extra 
warni ngs (C-5 pages 2 - 4, 6) . The Agency believes t hat the wide 
v ariety of counter service situations was not adequately covered 
b y t he prior prov ision and more should be required to gain t he 
protection of a "safe harbor." As a result, the Agency retained 
the l anguage of the amendment as originally proposed. 

This commentor also felt that where portable bars, (such as those 
u sed in hotel lobbies a nd conference;reception facilities) a re 
involved, t he ten-inch square s i gn is too large and the five- inch 
square sign should be allowed for use (C- 5 page 6) . The Agency 
disagrees . In order to grant "safe harbor" protection to the 
wide variety of situations in ~·hich portable bars might be fou nd, 
t here needs to be more assurances of visibility than the smaller 
sign is des igned to provide. 

This same comncntor a lso objected to the lack of any "safe 
harbor" provision for ":nini bars" such as those found in hotel 
rooms (C-5 page 5) . This conoentor suggests that for mini bar s, 
a sign smaller than the five-inch square sign be authorized for 
use. It is also suggested that t he regul ation specifically state 
lvhether or not a " safe harbor " l<arning c an be given for 
situations such as mini bars by way of the menu or price list 
which is usually the way by ~hich room occupants are informed of 
the available selections and their prices . With regard to the 
request for a smaller sign, the Agency believes that the 
five-inch sign is small enough for such use. Also , the Agenc y 
believes that the "safe harbor" p rovis i on for menus and pric e 
lists clearly includes the type of menus or lists to which the 
commentor refers and there i s no need to ~ake the regulation any 
more clear in this regard. 

The amendme nt sets forth s~andards for a l coholic be verages 
a cquired by del iver y or through ma il o r d er. Since t he person 
receiving the delivery package o~ mail ord e r contain er is not 
r.ecessarily the person who placed the o r d e r, it is =e quir ed that 
the warning message be placed on or in <.he package or container 
in such a f ormat and manner so thac it i s likely t o be read and 
understood prior to c onsumption . ~s with menu warnings, the 
precise ·typ e size, type styl e , and forma t is not spec ified so 
<.hat the ~essage may be more eas ily incorporated i ntc the 
document. However, the warning nessage must be likely to be read 
and understood prior to the consumption of an alcoholic beverage. 




