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22 CALIFORNIA CODE 0? REGULATIONS DIVISION 2 

Section 12902 . 
: ormally Required to be ~abcled or !denti~ ied As 

causing Cancer or Reproduc~ive Toxicity 

The Safe Drinking Wat er and Tox i c Enforcement Act of 1986 (Act) 
was adopteu as an initiative measure (Proposition 65) by 
Cali!ornia voters on Novel'lber 4, 1986 - The Act irJposed new 
restrict ions on the use and disposal o f chemic~ls which are known 
to the State to cause cancer or reproductive toxicity . 

Part of the Act specific~lly prohibits perso ns in the course of 
doing business (as defined) from knowing ly dischar g i ng or 
r eleasing such chemicals into tho e nv i ronment in a manner so that 
such chemicals pass or probably will p a ss into any source of 
drink ing water (Health & Sa!. Code, sec . 25249.5) - (Unless 
other~ise specified, all statutory section references are f rom 
the llcalt h and Safety Code.) It further proh i bits such persons 
from knowing ly a nd i ntentionally expos i ng any individual to a 
chemical known to the state to cause cancer or repr oducti ve 
toxicity ~ithout first giving a clear and reasonable warning. 
(sec. 25249 . 6.) 

Under the Act, a chemica l is known to the sta t e to cause cancer 
o r reproductive tox i city within the meaning of the Act (l) if in 
the opinion of t he state 's qualified experts i t has been c l early 
sho1•n t hrough scientifically val ic! testing according to generally 
accepted principles to cause cancer or reproductive toxic~ty, or 
(2} if a body cons idered to be a uthoritative by such e xper t s has 
formally i dentified it as c ausing cancer or reproductive 
toxicity, or (3) if an agency of the s tate or federal government 
has formally required it to b e labe led o r ide nti f ied as causing 
cancer or reproductive toxicity. (sec . 25249.8 ( b ) . ) 

The Act requires the Governor to cause to be published a list o~ 
those chemicals known to t he state to cause cance r or 
reproductive toxicit y within t he meaning of the Ac t, and to c ause 
this list to be r e v ised and r epublished in light o f addit i o nal 
knowledge at least onc e per year . (sec . 25249 .8(a ) . ) 

One yenr after the date che Governo~ l~sts a c~em~ca: know~ to 
the state to cause cancer or reoroduc~ive tox icity, the wa~ing 
requireme nt of s ection 25249 . 6 becomes ar-pl icacle to ~he 
chemical . Twenty months after the date c f listing , the di scharge 
prohi bition applies to t he chenical . Violations of the Ace may 
be en joined and made subjec~ to a c i v il penalty not t o exceed 
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$2500 pe~ day !or each s~ch viola~:on. ~~ addition to any othc= 
penalty established b y law. 

-:11e A:::t r equires the Governor :co J.dcnt i ~y a nd consu1 t ·..:J. :oh t:he 
stnte • s qualified experts as nece!:'sary• to carry out his duty 
regarding the list. (sec. 252 ~9.8 (d) . ) The Act further ~e~i~es 
that the Governor designate a lead agency, and s uch other 
agencies as may be requ ired to impl ement the provisions o: the 
Act . These agencies are a uthorized to adopt and modify 
regulations, standards, and permits as necessary to conform with 
and implement the provisions of tile Act and to further the 
purposes of the Act. (sec . 25249.12.) 

By Executive order D-61-87, the Covernor designated the Health 
and welfare Agency ("Agency") as the lea d agency for the 
implementation of the Act (sec . 25249.12). The Agency 
cubsequently adopt ed section 12J02 of Title 22 of the California 
Code of Regulations, which created in the Healch and WelCare 
Agency the Scient i(ic Advisory Panel (Panel) as the "state's 
qualified e xperts " to advise and assist the Governor in the 
implementation of section 25249.8. 

Presently, tho primary way by which chcm~cals have been added t o 
the Governor's list is by actions of the Panel. This propoccd 
regulati on would interpret , clarify , and make zpecific that 
portion of Section 25249.6(b) of the Act which relates to 'i:he 
listing of chemica ls that are formally required by a state or 
federal agency to be labeled or identified as causing cancer or 
reproductive toxicitt. 

ProcAdural Background 

on October J, 1989, t he Agency issued a notice of rulcmaking 
advising that the Agency intended to adopt Title 22 , section 
12902 (hereinafter "original version"). Notices were al!:;O issued 
that the Agency i ntended co adopt or amend three ocher 
regulati ons implementing the Act. Pursuant to such notices a 
public hearing was held on November 28, 1989, to receive public 
comm~nts on the p roposed regulations, i ncl uding section 12902 . 
Out of 23 pieces of correspondence recei ved coa~enting on the 
regulat ions, and two exhibits submitted at the h earing, six 
contained comments regarding section 12902 . 

On January 8, 1990, the Agency iss ued a No~ice of Publ ic 
Ava ilability of Changes t o Propos ed Regulations Regarding the 
Safe Drinking Water and Toxic Enforcenent Act o f 1986 
(hereinafter the fina l version") , The notice a fforded i nteres ted 
part ies ~he opportun ity to comment on proposed modifications to 
the original version which here made in response ~o public 
conmc~t . The co~ent period for the J anuary 8 pr opos al closed 
J anuary 23, 1990 . One piece of correspondence vas received. 
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~1rpose of Final Statement o! Reasons 

This final statement of ~easons sets fo~~h the r easons for the 
final language adopted by the Agency for section 12902 and 
responds to the objections and reco~endations submitted 
regarding that section. Government Code section l lJ46.7, 
subsection (b}(J) requires t hat the final statement of reasons 
submitted with an amended or adopted regulation contain a summary 
of each objection or reconmendation made regarding the adoption 
or amendment, together witb an explanation of how the proposed 
action has been changed to accommodate eacb objection or 
recommendation, or the reasons f or naking no change. It 
specifically provides that this requirement appl i es only to 
objections or recommendations specifically direct ed at the 
Agency's proposed action o r to the procedures (allowed by t he 
Agency in proposing or adopting the action. 

Some parti es incl uded in their wri tten or oral co~ments remarks 
and observati ons about these regulations or other regulations 
which do not constitute a n objection or recommendation directed 
at the proposed acti on or the procedures !ollowed. Also , some 
parties offered t heir interpretation of the intent or meaning of 
the proposed regulation or other regulations, sometimes i n 
connection witb their support o~ or decision not to objec~ to the 
prop osed action. Again, this does not c onstitute an objection or 
recommendation directed at the proposed action or the procedures 
followed. Accordingly, the Agency is not obligated under 
Government Code section llJ46.7 to respond to such remarks in 
this final statement of re~sons. since the Agency is constrained 
by limitations upon i ts time and resources, and is not obligated 
by law to respond to such remarks, the Agency has not responded 
to these remarks in this final statement of reasons. The absence 
ot response in this final statement of re~sons to such remarks 
should not be construed to ~ean that the Agency agrees with them. 

Speci{ic Findings 

Throughout the adoption process o! this regulation, the Agency 
has conside red the alternatives available to determine which 
would be more effective in carrying out the purpose for which the 
regulation was proposed, or would be as e!fective and less 
burdensome to affected private persons than the proposed 
regulation. The Agency has determined tbat no alternative 
consider ed would be more e ffect ive than, or as effective and less 
burdensome to affected persons than, the adopted regulation. 

The Agency has determined that the regulation imposes no nandate 
on local agencies or school districts. 

Bulemaking File 

The rulemaking file submitted with the f inal regulation and this 
final statement of reasons is the complete rulcmaking file for 
section 12902. However, because regulations otber than 

3 




section 12902 were also the topic o! ~he public hea~ing ~eld on 
Novenber 28, 1990, the rulcmaking file con~ains so~e n aterial not 
releva~t to seccio~ 12902. ~his final s~a~ernenc of reasons ci~es 
only the relevanc mater ial. Comments regarding the regulations 
other than section 12902 discussed at the November 28, 19~0, 
hearing will be discussed in separate f i nal stacements of 
reasons . 

Necessity for Adopcion ot Regulation 

The Agency has deternined that i t is necessary co interpret , 
clarify, and make s pecific section 25249 . 8 of the Act with rega rd 
to chemicals formally required by a stat e or federal agency to be 
labeled or identified as caus ing cancer or reproductive toxicity. 
This is because the discharge prohibition and warning requirement 
of the Act apply only to chemicals known to the stace to cause 
cancer or reproductive toxicity , and that portion of 
section 25249 .8 whi ch is the subject ot this regulation contains 
several terms which are subject to differ ing constructions . This 
regulation provides uniform definitions and establishes a 
process by which the lead agency can evaluate chemicals for 
l isting pursuant to this provision of the Act. 

Subsection Cal 

Subsection (a} restates the relevant portions of section 25249.8, 
and provides that the lead agency will determine which chemicals 
have been formally r equired by an agency of the state or f ederal 
government to be label ed or ident ified as causing cancer or 
reproductive toxicity. 

one cornmentor noted that the regulation did not actually state 
that the lead agency would list a che~ical that it nad det ermined 
was f ormally r equired by a state or federal agency t o be labeled 
or identified as causing cancer or r eproductive toxicity . (C-22 
page 1-2.) This commentor acknowledged that the Initial 
statement of Reasons indicated that t he Health and Welfare Agency 
intended such a result but had not speci fically i ncluded the 
listing step when drafting the regulation . 

This comrnentor was correct. The Act itself requires listing o f 
any chemical known to the state to cause cancer or reprodnctive 
toxicity by any of the routes set fo rth in Section 25249.8 (see 
discussion on pages l-2 of this document). However, it seemed 
preferable to eliminate the possibil ity of any such 
misunderstanding and the final version of subsecti on (a) was 
changed to speci ficall y scate the duty t o list. 

Subsect ion Cbl 

Subsection (b) sets forth the definitions contained in relevant 
portions of the Act a nd used in the regulation. 



Paragraph (l) of that subsec~~on defines the lead agency as being 
the Heal th and i~elfare Agency. Since the lead agency ~s 
designated by executive order, it is necessary to l et tbe reader 
know the identity of the current lead agency and also to provide 
for the possibility that the Governor might designate another 
lead agenc y . The wording of paragraph (1) eliminates the need 
!or an amendment to the regulation if che lead agency is changed. 

Paragraph (2) defi nes an agency of tho state or federal 
government. In light of the broad goals o f the Act in terms of 
listing known carcinogens and reproductive toxicants, tho 
definition of government agency was made very broad so t hat any 
segment thereof which is or may become empowered to make such 
determinations could be considered ,.,.ithin this provision. 

One commentor felt that the definition of what constitutes a 
federal or state age.ncy was too broad and should be res tri cted t o 
those which h ave an appropriate level o f scientific e xpertis e, 
not merely stat uto ry or r egulatory authority . The Congress and 
the state Legislature were cit ed by this commentor as examples of 
entit ies which do not have such scientif ic e xperti se. (C-19 
Page 1.) The Agency disagrees. The Act does not impose any such 
requirement and the Agency does not have the legal authorit y t o 
change the clear language or the s t atute . 

Paragraph ( 3) defines the phrase "has formally required." The 
definition makes it clear that the regulation applies o nly to 
requirements of labeling or identification imposed by t he 
government ~gency against a person or other legal entity outside 
of t he agency involved. An agency ' s identification of a chemical 
as a carcinogen o r r eproductive ·t oxicant by i tself is not an 
action that meets this definition . The rest of this definition 
provides that the method or imposing the formal requirement is up 
to t hat agency and any pol icie s o r procedu r es established by the 
agency in ques tion will be recognized by the l ead agency. 

Four commentors o b j ected to t h is approach whe reby the Agency 
would defer to the state or federal agen cy in question in terms 
of the way that such agency came to a decision to forna lly 
require labeling or identi fica tion. (C- 13, C-18, c-19, C- 20 . ) 

Two of these commentors felt that the r e gulation s hould be 
amended to i nclude c o nsultation with t he Scie ntifi c Advisory 
Panel as a requireme n t p r ior t o a f inal decis i o n to list a 
c hemical under this section . (C-18 ?age 3; c-19 Page 1 . ) 

One of t h e se c ommentors fel~ t hat t he regulat ion was too b r oad 
and should be revised to conforn more closely ~ith the appr oach 
the Agency proposed i n s e ction 12306, Tit l e 22, Califo=ni a Code 
of Regulations for impl ementing the "auth oritati ve b ody" p ortion 
o f Se ction 25249.8. (C- 13 Pages 2- 5 . ) This commentor stated 
that a federal agency rule may require t hat a chenical be 
identified as posing a known or suspected risk of cancer, evQn 
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though the federal agency itsel f has not reviewed the data or 
reac~ed an independent determination o f whether the chemic al is 
i ndeed a k nown or s u spected carcinogen . 'Ihe cor.tl!lentor claimed 
that sometimes a n agency will have indeed examined the cancer 
causi ng potential or a substance and come to its own 
determination. However , in other cases, t h e commentor stated 
that a federal agency may be merely recognizing determinations 
made by other agencies or entities . 

This commentor believed that, without having evaluated the 
chemical on its own, the Agency should not conclude that a 
f ederal or state agency has formally required the chemical to be 
l abel ed or identified as causing cancer . Alternativel y, this 
commentor recommended that section 12902 could be revised to 
provide that where a federal or state labeling requirement is 
predicated solely on the sci entific rindings of s omeone other 
than the government agency in question, section 12902 would not 
be invoked to list a chemical un1ess the chemical also satisfies 
the "formal identification" critcnia set forth i n the 
a uthoritati ve bodies regulation ( s ection 12306). 

The last of these four commentors stated that, u nder a reasonable 
read i ng o f the plain meaning of the ~ct section 25249.8 (b) must 
be seen as referring to those state or federal label or 
identification requirements that are based particularl y on some 
Cormal scientific finding of causation of either cancer or 
reproductive toxicity. This commentor felt that the statute 
cannot be interpreted as requiring listing of chemicals which are 
required to De labeled or identified without a government agency 
finding of carcinogenicity or reproduc tive toxici ty. (C- 20 Page 
11. ) 

Thi s same commentor also believed that, unl i ke the process for 
listing chemicals by way of the Scientiric Advisory Panel or by 
the authoritative bodies provision, the proposed regulation does 
not have as its basis the application of scientiric principles 
nor i s there a provision for public review and comment of those 
decisions. The commentor stated that the regulation should 
include scientific criteria or procedures for designating 
chemicals to be added to the Proposition 65 list. At a minimum, 
che commentor felt that this regulation should be amended to 
provide for public development of scientific standards and 
criteria for possible listing, and procedures should be included 
that ensure opportunity for public notice and comment as specific 
chemicals are considered for listing under this regulation. 
(C-20 Pages 5-6, 13-14, 18-22, 24 . ) 

The Agency interprets Section 25249.8 quite differently than did 
these four commentors. The Agency bel ieves t hat the plain 
meaning of the statute is clear. The provision of the Act which 
underl ies this regulation is clearly intended to be a totally 
separate and distinct method of listing chemicals under the Act. 
The provision was designed to recognize the determinations or 
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other ~ederal and state agencies and does not contain any 
authority by which the Agency could impose a requirement of 
making an independent determination of carcinogenicity or 
reproductive toxicity. The only question which is relevant is 
whether a state or federal government agency possessing the 
requisite legal authority, has formally requi r ed a third party to 
label or identify a chemical as causing cancer or reproductive 
toxicity. Once that question has been answered in the 
affirmative, listing of tbe chemical mus t occur. As a result, 
the Agency has made no change in the regulation in response to 
these co111111ents. 

Paragraph (4) specifies what the lead agency will consider to be 
a "label." Since the Act does not define "label", it has been 
presumed that a broad definition was intended. The definition is 
designed to cover the wide variety or product packaging which may 
be encountered. The lead agency'& intent in adopting this 
definition is to avoid having determinations made using technical 
distinctions which frustrate the intent of the Act. 

one commentor statod that paragraph (4) ~ent beyond the intent of 
the Act . (C-14 page 1.) This commentor fel t that, as currently 
written, thia regulation ~ould recognize statements contained in 
a Material Safety Data Sheet (MSDS) formally required by the 
Federal Occupational Safety Health Administration (OSHA) as well 
as a Pesticide Safety Information Sheet (PSIS) required by the 
California Department of Food and Agriculture. Thi~ commentor 
felt that neither of these documents should fall within the 
definition of a "label" as described in the p:koposed regulation. 
The commentor recommended that tbe regulation should be rewritten 
to exclude from the definition of a "label " any of these 
documents or any other silnilar document designed to convey 
general infort~ation about a chemical's properties. One other 
commentor raised the same issue and made a similar recommendation 
but specifically mentioned only the MSOS. (C- 18 Pages 1-2.) 

The Agency has made no change in this provision because an MSDS 
and a PSIS are among the type~ of l!laterial which the Agency 
intended to include within the definition of "labeled." Since 
these two documents are a primary met.hod of communicating safety 
a nd health information to potentially affected individuals, 
including these documents within the scope of the regulation is 
well within the scops of the statute as either a required label, 
required identification, or both. 

The definition o~ "identified" contained in paragraph (5) is 
likewise intende d to be interpreted broadly. The method of 
transmitting a required warning message is irrelevant. 
FUrthermore, it is irrelevant ~hether or not the ~arning is 
placed or given in physical proxirnity to the chemical. 

One commentor noted that the original version of paragraph 
(5) referred to "the required message" . This commentor 
suggested that it should instead refer to "a required message." 
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(matching the wording of that portion of paragraph (4)), in 
order to avoid any conclusion that only a particular type or forn 
of message might trigger a finding under the regulation. (C-22 
Page 4.) The Agency agreed with that recommendation and made 
that change in the final version of the regulation. 

Paragraph (6) contains the definitions of the type of warning 
message which will be considered as "causing cancer or 
reproductive toxicity." The definitions are intentionally 
phrased in a generic manner because currently, there is no 
uniform or standard mess~ge or format for either cancer or 
reproductive toxicity health warnings. Different statutes, 
regulations, and standar ds have required quite different wording 
and manner of presentation ror the same or similar risk. In some 
situations, no particular words are expressly required. The 
definitions contained in this regulation are therefore to be 
interpreted in the broadest sense that will meet the Act's 
requirement of listing those chemicals which a state or federal 
government agency has determined to cause cancer or reproductive 
toxicity and thereafter required third parties to provide 
warnings concQrning the risk posed by those chemicals. 

It is specifically not intended that the de finitions contained in 
paragraph (6) be interpreted as needing to be consistent witb the 
defini tions which may be used by the Scientific AdviBory Panel or 
an authoritative body which that Panel migbt designate. 
~~P. lead agency is interpreting the provision of the Act to which 
th~s -~qulation relates as accepting the definitions which are 
used by ~: ~ state or federal g overnment agency 1nvo1ved. 

Three commentor~ ~elt that th~ definition in the original version 
of this regulation _ ~1ating to "causing cancer" (listed in 
subsection (b) (6) (A) ) w- ~ ~ar too broad based on a review of the 
definitions used by all other s t-'· • or federal agencies as well 
as compared to previous determinations under the Act . 
(C-14 Pagel; C-18 Pages 2-3; C-19 Page 1.) These three 
commentors relt that the original version of the definition 
would have required the listing of a chemical even if there was 
only a suspected risk of cancer in animals. They recommended 
that the regulation be revised to limit its application to those 
chemicals for which there was a known or probable risk of cancer 
in humans. (C-14 Page l; C-18 Pages 2-3; C-19 page 1.) One or 
these commentors specifically recol1ll!lended that "suspected risk" 
should be replaced with "probable risk", all references to 
"tumors" should be stric ken, and the refe r e nce to "animal" s hould 
be d e leted. (C-19 Page 1) 

In response to these objections, the Agency changed the 
definition or "causing cancer" in the fina l version of the 
regulation. "Probable" and "suspected" were both dropped as •.-1ell 
as the reference to "anilllals." The reference to "tumors" was 
retained. The phrase "refers to" was replaced with a nore 
specific phrase "uses any words or phrases intended to 
communicate. " This new definition has addressed most of the 
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specific objections raised by these commentors. 

The Agency did not go so far as to li~it the regulation to only 
known human carcinogens because such an approach does not appear 
to be applicable to a listing under 252 49.8( b) . Further, such a 
limitation would be contrary to qenerally accepted scientific 
principles of cancer risX assessnent. It is obvious that 
performing cancer studies on humans must be limited to the 
gathering of data . Intentional exposure of test animals to 
che111icals is the only currently available scientific tnethod tor 
performing controlled experiments about the carcinogenicity and 
dose response relationship of specific cancer suspect agents. 
Such studies would result in a finding that a particular chemical 
may cause cancer in huEans when the chemical has been found to 
cause cancer or tumors in animals, or, in some cases, when there 
is a scientifically valid basis for assuming that the chemical 
is carcinogonic, based upon other considerations about the 
chemical (e.g., its structure or biological considerations). 

l''our commentors felt that the definition in the original version 
ot this regulation relating to "causing • . . reproductive 
toxicity" (listed in subsection (b) (6) (B)) ..n~s Car too broad 
based on a roview of the definitions used by all other state or 
federal agencies as wel l as compared to previous determinations 
under the Act. (C-14 Page l; C-18 Pages 2-3; C-19 Page 11 c
20 Pages 2-4, 10-18, 23.) 

Two of these commentors felt that, as currently written, the 
regulation could have the effect o! requiring the listing of all 
non-prescription drugs which currently bear the federally 
required pregnancy- nursing warning. (C-14 pagel; c-20 Pages 2-4, 
10-18, 23.) The wording of that warning message is: 

"as with any drug, if you are pregnant or nursing a 
baby, seek the advice of a health professional before 
using this product." 

One of these commentors felt that, for many of these substances, 
there is no scientific evidence whatsoever that they cause 
reproductive toxicity but have merely been required by the United 
States Food and Drug Administration (FDA) to carry the pregnancy
nursing warning solely because they are designed for systemic 
absorption. The commentor believes that such a wholesale 
incorporation of chemicals onto the list would be scientifically 
indefensible. 

The corr~entor stated that the federal pre gnancy-nurs ing warning 
was adopted by the FDA to encourage pregnant or nursing women to 
seek advice on whether to use a oarticular over-the-counter (OTC) 
drug from a knowledgeable health-professional capable of 
assessing her situation with respect to that drug. The commentor 
stated that the FDA stressed that the regulation was promulgated 
as a general preventive neasura to educate the public about drug 
use, and not because there was scientific evidence establishing 
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that a given OTC drug ingredient would cause ham to the fetus or 
nursing infant. This commentor reconroends that 
subsection (b) (6) (B) should be clarified so that chemicals in 
non-prescription drugs intended for systemic absorption are not 
mechanically deemed to cause reproductive toxicity for purposes 
of the Act. {C-20 Pages 2-4, 10-18, 23) 

This conmentor also stated that the federal pregnancy/nursing 
warning constitutes federal law that expressly governs in a 
manner that pre-empts state authority over OTC drugs with respect 
to the reproductive toxicity issue. The commentor was of the 
opinion that this express administrative pre-emption must be 
given force and effect under the plain language of 
section 252 49.10(a ) of the Act. (C- 20 Pages 22-23) 

Turning fi rst to the issue of federal pre-emption discussed in 
the previous paragraph, the Agency has concluded that no express 
or i.mplied P,re-eJnption was intended . The co1n.mentor apparently 
considered that FDA restrictions on a state imposed labeling 
require~ent meant that the OTC products wbich catty the 
preqnancy-nurs ing warning could not be held to the warning 
re~1irements of the Act. However, the Act requires only that a 
warning be given when an exposure is involved ; The method of 
providing the warning is up to the person responsible for the 
exposure. 

With regard to the language of the definition of causing 
reproductive toxicity, the Agency agrees that the Act cannot be 
interpreted as requiring listing of the pregnancy-nursing warnin~ 
label products under the "fornally required to be labeled or 
identified" as causing cancer or reproductive toxicity portion of 
the Act. The language of the federal pregnancy-nursing warning 
label is obviously just a general health information message 
directed at pregnant and nursing women. lt makes no reference to 
causing anything or involving any kind of specific risk. The 
Agency certainly never intended to have this regulation be 
applied to a label with the wording of the pregnancy-warning 
message. As a result, the final version modified the definition 
about causing reproductive toxicity to more carefully express 
that intent. 

Subsection (cl 

Subsection (c) provides the mechanis m by which a person can 
petition the lead agency to consider a che~ical for listing under 
this section. Since there is no ~ay to guarantee that the lead 
agency would know of all chemicals which are potentially covered 
by this section, this subsection provides a fo~al nechanism by 
which persons can bring such info~ation to the attention of the 
lead agency. The person fi ling the pecition is required to 
include substantial evidence relevant to tbe determinations which 
would be made under this section so that the lead agency will 
have a reasonable amount of documentation with which to proceed. 
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One coomentor fel t that the public petition process specified in 
subdivision ( c) did not require the Agency to take any action by 
any particular time. The commentQr felt L~at as a result, the 
Agency could indefin i tely consider such a petition and thereby 
fail to give effect to this provision of the law . (C-22 Page 3) 
The Agency decided to make no cha·nge in the language because the 
purpose of the provision was strictly to establish appropriate 
c ontrols over such submission5 so that the Agency can be 
reasonably assured that tbe time it will spend evaluating such a 
request for listing will have so~e chance of success. Otherwise, 
much time could be spent researc h i ng vague asserti ons that had no 
basis in fact. Since there is no way to predict in advance how 
much time migbt be necessary to research and evaluate a request 
for listing under this subsection, it would not be appropriate to 
specify a particular processing time. 

Another commentor felt that subsection (c), which would allow any 
p e rson to petition for the listing of a chemical under the Act, 
i s unnecessary and should be deleted. The commentor stated that 
anybody can write the Agency regarding one of its determinations 
and encouragi ng petitions from the genera l public on such a 
highly technical scientific matter jeopardizes the objectiveness 
of the listing proces5 by opening it up to those who may have "a 
special ax to g rind" against a sp.ecific chel%1ical. (C-19 Page 2) 

While the Agency agrees that the public always has a right to 
communicate with state government, the Agency does not agree that 
setting appropriate guidance on what to submit vill somehow 
jeopardize the objectivity of Agency staff. As stated above, 
setting certain controls over submissions is necessary in order 
to protect against the potential ~aste of valuable government 
staff resources. 

SlUJsection (d) 

Subsection(d) provides specific authority for the lead agency to 
rescind or modify a determinat ion made previously under this 
section. Such an action would be taken in situations when 
information not previously considered indicates that a change in 
the earlier action would be appropriate. 

one commentor felt that subsection (d) did not specify what tbat 
additional information must show or what facts such information 
must add.ress. (C-22 Page 2) The ~gency did not mal<e any change 
in the provision because it was felt that there was not a need to 
be any more specific. The information which could support a 
decision to rescind or modify would obviously have to be relevant 
to the basis for the original findings and decision to list. Any 
information which could have affected a decision to not list 
under this section could serve as the basis for rescinding or 
modifying the original action. 
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Post Hearing Cozroents 

There was one piece of correspondence received commenting on the 
changes made to t h e o rig inal version of the regulatio n. That 
s i ngle co~unication was filed by a conmentor who f iled 
essential ly ~he same material and c onments as part of its 
submission regarding the o riginal v ersion . As a result, the 
reader is directed to the Agency's responses t o comments filed by 
c ommentor C-20. 

Concl usion 

The final version of the regulation reflects a consideration of 
all the comments rGceived during tha adoption process and of the 
circumstances under which the listing of a chemical under this 
regulation would be accomplished - The Agency believes that this 
fina l version is a necessary and helpful c larification of the 
requirements of the Act
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