FINAL
STATEMENT OF REASGNS
22 CALIFORNIA CODE OF REGULATICNS DIVISION 2

Saction 12902.
Formally Reguired tc be Labeled or Identified As
Causing Cancer or Reproductive Toxicity

The Safe Drinking Water and Texic Enforcement Act of 1986 (Act)
was adopted as an initiative measure (Proposition 65) by
California voters on November 4, 1986. The Act imposad new
restrictions on the use and dispcsal of chemicals which are known
to the State to cause cancer or reproductive toxicity.

Part of the Act specifically prohibits persons in the course of
doing business (as defined) from knowingly discharging or
releasing such chemicals into the environment in a manner so that
such chemicals pass or probably will pass into any source of
drinking water (Health & Saf. Code, sec. 25249.5). (Unless
otherwise specified, all statutory section references are from
the Health and Safety Code.) It further prohibits such persons
from knowingly and intentionally exposing any individual to a
chemical known to the state to cause cancer or reproductive

toxicity without first giving a clear and reasonable warning.
(sec. 25249.6.)

Under the Act, a chemical is known to the state to cause cancer
or reproductive toxicity within the meaning of the Act (1) if in
the cpinion of the state’s qualified experts it has been clearly
shown through scientifically wvalid testing according to generally
accepted principles to cause cancer cor reproductive toxicity, or
(2) if a bedy considered to be authoritative by such experts has
formally identified it as causing cancer or reprcductive
toxicity, or (3) if an agency of the state or federal government
has formally required it to be labeled or identified as causing
cancer or reproductive toxicity. (sec. 25249.8(b).)

The Act requires the Governor to cause to be published a list of
those chemicals known to the state to cause cancer or
reproductive toxicity within the meaning of the Act, and to cause
this list te be revised and republished in light of additional
knowledge at least once per year. (sec. 25249.8(a).)

One vear after the date the Governor lists a chemical known to
the state to cause cancer or reproductive toxicity, the wvarning
requirement of secticn 25249.6 btecomes applicakle to the
chemical. Twenty months after the date of listing, the discharge
prohibiticn applies to the chemical. Vieclations of the Act may
be enjoined and made subject to a civil penalty nct to exceed
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$2500 per day for each such viclation, in addition te any other
penalty established by law.

The Act requires the Governor to identify and consult with the
state’s qualified experts as necessary to carry cut his duty
regarding the list. (sec. 25249.8(d).) The Act further reguires
that the Governor designate a lead agency, and such other
agencies as may be recuired to implement the provisions of the
Act. These agencies are authcrized to adopt and modify
regulaticns, standards, and pernmits as necessary to conform with
and implement the provisions of the 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 lead agency for the
implementation of the Act (sec. 25249.12). The Agancy
subsequently adopted section 12302 of Title 22 of the California
Code of Regulations, which created in the Health and Welfare
Agency the Scientific Advisory Panel (Panel) as the '"state's
gqualified experts" to advise and assist the Governor in the
implementation of section 25249.8.

Presently, the primary way by which chemicals have been added to
the Governor’s list is by actions of the Panel. This proposed
ragulation would interpret, clarify, and make specific that
pertion of Section 25249.8(b) of the Act which relates to the
listing of chemicals that are formally required by a state or
federal agency to be labelad or identified as causing cancer or
reproductive toxicity.

[a]al"] Bac d

Cn Octeber 3, 1982, the Agency issued a notice of rulemaking
advising that the Agency intended to adopt Title 22, section
12902 (hereinafter "original version"). Notices were also issued
that the Agency intended to adopt or amend three other
regulations implementing the Act. Pursuant to such notices a
pukblic hearing was held on November 28, 1989, to receive public
comments on the proposed ragulations, including section 128C2.
gut of 23 pieces of correspondence received commenting on the
regulations, and two exhibits submitted at the hearing, six
contained comments regarding secticon 12502.

on January 8, 1990, the Agency issued a Notice cf Public
Availability of Changes to FProposed Regulations Regarding the
Safe Drinking Water and Toxic Enforcement Act of 1986
(hereinafter the final version"), The notice afforded interested
parties the opportunity to comment on proposed modifications to
the original version which were made in respcnse to public
comment. The comment pericd for the January 8 proposal closed
January 23, 1990. One piece of correspondence was received,



This final statement of reasons sets forth the reasons for the
final language adopted by the Agency for section 12902 and
responds to the cbjecticns and recommendations submitted
regarding that section. Government Code secticn 11346.7,
subsecticn (b) (3) requires that the final statement of reasons
submitted with an amended or adopted regulation contain a summary
of each objection or recommendaticn made regarding the adoption
or amendment, together with an explanation of how the proposed
action has been changed to accommodate each cbjection or
recommendation, or the reascns for making no change. It
specifically provides that this reguirement 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 conments remarks
and observations about these regulations or other regqulations
which do not constitute an objection or recommendation directed
at the proposed action or the procedures followed. Also, some
parties offered their interpretation of the intent or meaning af
the propeosed regulation or other regulations, sometimes in
connection with their support cf or decision not to ocbject to the
proposed action. Again, this doas not constitute an cbjection or
racommendation directed at the proposed action or the procedures
followed. Accordingly, the Agency is not cbligated under
Governmant Code section 11346.7 to respond to such remarks in
this final statement of reasons. Since the Agency is constrained
by limitations upon its time and resources, and is not obligated
by law to respond to such remarks, the Agency has not raesponded
to these remarks in this final statement of reasons. The absence
of response in this final statement of reascns to such remarks
should not be construed to mean that the Agency agrees with them.

Specific Findings

Throughout the adepticn preocess of this regulaticon, the Agency
has considered the alternatives available to determine which
would be more effactive in carrying out the purpose for which the
regulation was proposed, or would be as effective and less
burdensome to affected private persons than the proposad
regulation. The Agency has determined that no alternative
considered would be more sffective than, or as effective and less
burdenscme to affected perseons than, the adopted regulaticn,

The Agency has determined that the regulation imposes no mandate
on local agencies or schocl districts.

l= ing Fi

The rulemaking file submitted with the final requlation and this
final statement of reasons is the complete rulemaking file for
section 12602. However, because regulations other than
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secticn 12902 ware also the topic of the public hearing held on
November 238, 1990, the rulemaking file contains scme naterial net
relevant to section 12302. This final stztemant o reasgns cites
cnly the relavant material. Comments regarding the regulations
other than section 12902 discussed at the November 28, 1890,

hearing will be discussed in separata final statenents of
reasons.

Necessity for Adoption of Requlation

The Agency has determined that it is necessary to interpret,
clarify, and make specific section 25249.8 of the Act with regard
to chemicals formally required by a state or federal agency to be
labeled or identified as causing cancer cor reproductive toxicity.
This 1s because the discharge prochibition and warning requirement
of the Act apply only to chemicals known to the state to cause
cancer or reproductive toxicity, and that portion of

section 25249.8 which is the subject of this requlation contains
several terms which are subject to differing constructions. This
regulation provides uniform definitions and establishes a
process by which the lead agency can evaluate chemicals for
listing pursuant to this provision of the Act.

Subsection (a)

Subsection (a) restates the relevant portions of section 25249.8,
and provides that the lead agency will determine which chemicals
have been formally required by an agency of the state or federal
government to be labeled or identified as causing cancer or
reproductive toxicity.

One commentor noted that the regulation did not actually state
that the lead agency would list a chemical that it had determined
was formally required by a state or federal agency to be labeled
or identified as causing cancer or reproductive toxicity. (C-22
page 1-2.) This commentor acknowledged that the Initial
Statement of Reasons indicated that the Health and Welfare Agency
intended such a result but had not specifically included the
listing step when drafting the regqulaticn.

This commentor was correct. The Act itself requires listing of
any chemical known to the state to cause cancer or repreductive
toxicity by any of the routes sat forth in Secticn 25249.8 (=ee
discussicn on pages 1-2 of this document). However, it seemed
preferable to eliminate the pessibility of any such
misunderstanding and the final versicn of subsection (a) was
changed toc specifically state the duty to list.

Subsect ign (b

Subsection (b) sets forth the definitions contained in relevant
portions of the Act and used in the regulatien.



raragraph {1) oi th=t sutbsection dcf{ires the ieas agency a& being
the Healtn and Welfare Agency. Since the lezd agency is
designated by executlive crder,. it is vecessary to let The reader
kncw the identity of the curreant lead agency and also to provide
for the possibiiity that the Gavernor might designate another
lead agency. The wording or paragraph (1) eliminates the need
for an amendment tc the -egulztion if the lead acency is changed.

Paragraph (2) defines an agency of the state or Ieideral
government. In light of the troad goals of zhe Act in terzs of
1isting knewn carcinogens and treproductive toxficants, tho
doftinition of government agency was made very Bbroad so that aay
segment thereof which is or may become empowered to make auch
determinations could be cona:dered within this gprovision.

Cne commentor felt that the definicion 9f what censtitutes a
tederal or state agency was too broad and gshould be restricted to
those which have an appropriatre level of soienti fic expertise,
not merely statutary or ragulatory authority. ‘'fhe Congress and
tlie State legislature were ¢ized by this cormentor as eXamples of
entitias which d¢ not have such scientiric expertise. (C-15

Pade L.) Thae Agency disagrees. The Act does nct impose any such
requirement and the agancy does nor have the legzl authority to
chanse the clear language of the statute,

Paragraph (3) defines the phrase "has formally required.” The
definition makes it clear that the regulation agplies only to
regquirewents of labeling or identification imposed by the
governmént agency against a gerson or other legel entity ocutside
of the agency involved. An agency‘s identificaticr. of a chemical
as a carcinogen or reproductive toxicant by itself is not an
action that meetr thig definition. The rest of =his definition
provides that the method of imposing the forwmal requirement is up
ro that a€ency and any policies or procedures established hy the
acency in guestion will be recognized by tbe lead agency.

Fouvr commentors obiected to this apprsach whereby the Agency
would defer to the state or federal agency in question in terms
of the way that such agency ¢sze to a decisien tc formally
require labeling or identification. (C-13, C-13, C-19. C=-24a.)

Two cf these coxmeuntors Felt tzat the regulation shculd be
anmended to include consultation wizh the Scientiftic Advisory
Panel as 2 requirement prior to a final decizion o list 2
chemical under this section. (C-138 Page 3: C-18 Page 1.)

one of these commentors felt that tlte regulaticn was too brcad
and should be rzevisad te Cohfoxrm wowre closely with the agprcach
the Agency prorcosed in seetion 12398, Title 22, 2alifnwrnia Code
of Regulatiens for implementing the "authoritative boay'' portion
0f Section 25249.8. (C-13 Paces 2-3.) This ccomentor stated
that a federal agency rule way recuire that a chemiocal te
identified as posing & Known or suspested risk of cancer, =ven
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though the federal agency itself nhias not reviewed the Jdata oF
reaches an incerendaent Jeterniuationr of whetfer rne chemical is
indead 3 wncwn or suspected carcincgen, The copmaator claimed
that somstimes an agency will havs indeecd eXxamine? tha caiicer
causing potential of a substance and come to its €wn
determination. However., 3in other cases, the commentor stated
that a federal agency may be merely recoanizing detsrminzcions
made by other agencies or entities.

This cosmentor believed that, without having evaluated the
chemical on its own, the Agency should not conclude that a
federal or state agency has fornally required the chemical to be
labeled or identified as causing cancer. Alternatively. this
commantor reconmended that section 12902 could be revised to
provide that where a federal or state labeling requirement is
predicated solely on the sclentific findings of someone other
than the government agency in question, section 22902 wowvld not
be invoked to list a chemical unless the chemical 2lse satiafies
the "formal tdentification" criter:ia set forth in tbe
authoritative bodies raqularion (section 1230&).

he last of thesa four commentors stated thar, under a reazonable
reading ¢f the plain meaning of tha Act section 25249.8(») must
he seen ags refetring to thoze state or fzderal label or
jdentification reguirements that are hased particularly on aome
formal sclentific finding of caueation of elther cancer or
reproductive toxicity. This commentor relt that the statute
cannct me interpreted as requiring listing of chemicals which are
required to te labaled cz {dentifiad without a government agency
finding of carcinogenicity or reproductive toxicity. (C-20 page
14 .

This same commentor also beliaved that, unlike the ®rocess fcr
l1isting chemicals by way of tha Scientific Advisory Panel or by
the authoritative bodies provision, the proposed regulation dces
not have as its basis the application of scientific¢ principles
nor {s there a provision for public review arnd cemment of those
decisions. The commentor stated that the reqgulation should
include scientifiec criteria or procedures for designatine
chemicals to be added to the Preposition 63 1ist. At a minimum,
the commentor felt that this regulation should pe amended to
prov;de for public development of sclentific standards and
criteria for possible listing. and procedurses should be incluided
that ensure apgportunit¥ for public notice ané coppent as specific
chemicals are considered for listing under this regqulation.
(C=-20 Pages 5-6, 13-14., 1B=22, 24.)

The Agergy interprets Section 25242.8 quite differently than did
these four commentors. The Agency believes that the plain
meaning of the statut2 is clear., The provisi=on of the Act which
sinderlies this reguiation 3is cieariy imtendad to Fe a totally
separate and distinct mecthod of listing chemicals under thie Act.
The provision was designed to reccognize the determinations of



other federal and stzte zgencles and does not contain any
authority ny which the Agency could impose 2 requirement of
making an independent determination of carcinogenicity or
repreductive toxicity. The only cuestion wnich is relevant is
whether a state or federal government agency possessing the
requisite legal authority, has formally required a third party to
label or identify a chemical as causing catncer or reproductive
toxicit¥. Once that gquestion has been answered in the
affirmative; listing of the chemical must occur. As a regsult,
the Agency hza made no change in the regulaticn in response to
these congents.

Paragraph (4) speciffes what the lead agency will oorisider to ke
a "labhel." Since the Act does not defins “label”, it has baen
presumed that a broad definition was intsnded, The definitien is
designed to cover the wide variety of product packaging shich may
be encountared. The lead agency’s intent in adopting this
definition is to avoid having Qaterminations made using technig¢al
distinctions which frugtrate the intent of the Act.

Unc cormentor statod that paragraph (4) went bayond the intent ot
the Act. (C-1¢ page 1.} This oommentor felt that, as currently
written, this regulation would recognjze statewents contained in
a Material Safety Data Sheet (MSDS) formally required by the
Federal Cccupational S8afety Health Administration (OSHA) as well
ae a Pesticide Safety Information Sheet {(PSIS) required by taoe
California Department of Food and Agriculture, This commentor
felt that neither of these documents should fall within the
dafinition ef a "lakel" as described in the prepcsed regulation.
The combentor recommended that the regulation should be rewritten
to exclude from the definiti¢n of a "label'" any of these
documents or anY other similar document designed to convey
general information ahout a chemical's prcperties. ©One otner
commentor raised the same issue and made a similar recommendation
but specifically mentioned only the MsSHS. (C-18 Pages 1-2.)

The Agency has made no change in this provision because an MSDS
and a PSIS arsn among the types of material which the Agency
intended to include within the definitiorn of "laseled." Since
these two doouments are a primary method of communicating safety
and health information to potentially affeoted individuals,
including these docunents within the scope of the regulation is
well within the soope of the stature as either a regquired lakbel,
required identificatien, or both.

The definition of "identifled" contained in paragraph (5! is
liXewise intended tc be interpreted brcadly. The method of
transmitting a required warninc wessage is irrelevant.
Furthermore, it is irrelevant whether or not the warning is
placed or given in physical proximity to the chemical.

One commentor noted that the origirnz2l version of Pparagraph
(5) referred to "the regquired messaga®". This conmentor
suggesteq that it should instead refer to "a required message."
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{(matching the wording 2% that portion cf caragraph (i)}, in
order to avoid any c¢onslusion that only a particular type or forn
of meszage might trigger = finding under the reqilation. (C-22
Page 4.) The As«ency agreed with that recommendation and made

that change in the final version cf the regulation.

Paragraph (6) contains the definitions of the tvpe of warning
message which will be considered as "causing cancer or
reproductive toxicity.” The deffnitions are intentionally
phrased in a gereric mander because currently, there is no
uniform or standard message or format for either cancer or
reproductive toxicity health warnings. Diffetrent statutss,
regulations, and standards havwe required quite different wording
and manner of presentation foY the game or similar risk. In some
situations, no particular words are expressly required. The
deflinitions econtained in this regulation are therefore to be
interpreted in the broadest sanse that will meet the Act’s
requirement of listing thcse chemicils which a state or federal
govaermnent agency has determined to cause cancaer or reproductive
toxicity and tbereafter required third parties to provide
warnings concerning the risk posed by those chemicale.

It 15 specifically not intended that the definftions contained in
paragraph (6} ba interpreted as heeding to be consistent with the
definitions which may be used by the Scientific advisory Panel or
an authoritativa body which that Panel might designate.

™n jead agency is interpreting the provision of the Act te which
thys ~qulation relates as accepting the definitions which are

used by L.> state or federal gfoverament agescy Lavolved,

Theree commentor. ‘elt that the deginition in the original versicn
of this megulatlof: . -~lating to "causing cancer” (listed ir
suhsection (b} {6)(A]} «-  *ar too broad bazed on a review of the
definitions used by all other st. - or federal agencies as well
as compared to previous determinazlons under tha Act.

(C-14 Page 1} C=-18 Pages 2=-3; C€-19 Page 1.) These three
conmnentors felt that the original version of the definition

wouid 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 appitcation to those
chemicals for which there was a known cr probable risk of cancer
in humans. (C-1§ Page 1; (C-18 Pages 2-2; (C-19 %age 1.) One of
these commentors specifically raecommended that "suspected risk"
should e Teplaced with "probable risk", alil references to
"tumors" should be stricken, and the reference to “animal™ should
be deleted. {C~19 Fage 1}

In response to these cbhjections; the 2jency cianged the
definition of "causing cancer”" in the= fimiai vers:ieon sf tThe
regulation. "Probable" and '"suspected” were poth drcrped as <well
as the referance to "animals." The referenmce to “tulors” was
retained. The phrase "refers ta"™ was replaced with a more
specific ghrase ™uses any words or Phrases intended to
comttunicate.” This new definition has addredsed most of the
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specific odbjections raised by these commer:ars.

The Agericy {id not go sc far as to ilwmit the regulatien tc only
known human carcinogens because such an approach does not appear
ta be applicable tc a listing urder 25248.8(d). ~Further, such a
limitation would ke contrary to generally accepted scientific
principies of ca=ncer risx assesszment. It {s obwvious that
performing cancer sttydies ¢n humans must be linifed te ths
eathering of data. Intentional exposure ©f test animals to
themicals is the only currently available sclentific method for
performing controlled exper.ixents about the carcinogenicity and
doee response relationship of specific cancer suspect agents.
Surh studies would result in a finding that a particular chemical
may Cause ¢ancer in humans wvhen the chemical has been found to
cause cancer or tumors in animals, or, in sope cases, when there
it a ecientifically valid basis for assuping that thd chewical
ie carcinogenic, based upon ether considerations about the
Chemical fe.g.. its structure or bloloqgical censiderations)-

Four commentors felt that the definition in the original version
of this regulation relating to "causing . . . reproductive
toxicity" (listed in subsection (b} (6) (B)) was far toec broad
bagad on a review of the derinitiones used by all othaer state or
federal agencies ap well as compared to preious determinations
under the Act. ({C-14 Paga 1: <¢-1B Pages 2=-3; C=1% Page 17 C-
20 Pages 2-4, 10-18, 23.}

Two Oof thesa commentora felt that, a¢ currently written, the
regulatisn could hava the effect of requiring the listing of ail
non-prescription dyruge which currently bear the federally
required pregnancy-mirsing warning. (€-14 pagel: ¢=20 Pagesd 2-4,
10-18, 23.) The werding o?Z that warning message {s:

"as with any drug, if you are pregnant or nursing a
bhaby, 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 evidance whatsoever that they caruse
reproductive toxicity but have merely been reguired by the United
States Food and Drug Adxinistration {(FRa) to car=y the pregnancy-
nureing warning sclely because they sye designed for systemic
absorption. The commentor beliewes that such a wholesale

incorporation of chemicalz onto the list would be scientifically
indefaensikle.

The cemmentor stated that the federal pregmncy-rursing warning
was adopted by the FDA —o encourage prsgnant oY nuraingd <omen to
seek advice on whether = use a paerticular cver-thewcounter (OTC)
drug frem a knowledgeabie health professionhal capable of
ascessing her situation with respeot to that drug. The commentor
stated that the DA stressed that the reculation was promilgated
as a general preventive peasure to educaxze the public akout dzxug
use, and not because ther2 was scientific avidesnce estartlishing

g



that & given OTC drug irgredient would c2uge hasa Tc tle fetus or
nursing infant. This commerntor recomizernds that

subgection (o) (6) (B) should be ¢larified #o that chewicals in
non-prescription drucs intended for systezn_.c absorption are not
pmechanically desmed to cacse reproductive ctoxicity for purposes
of the Act. (C-20 Pages 2=4, 1l&~18, 23)

This commentor also stated that the federal pregnancy/nursing
warning consatitutes federal law that expressly govVerns :n &
mannex that pre-anpts state authority over OTC drugs with fespect
to the reproductive toxicity issue. ‘The commentor waz of the
opinien tkat this express administrative pre-emption must be
given force and effect under the plain language of

section 25249.20(a) of the Act. (C-20 Pages 22-23)

Turning first to the issue of fedaral pre-emption discussed in
the pPrevious paragraph, the Agency has concluded that no e:xpress
or implied pre—emption was intended. The commentor apparently
considered that ¥DA restrictSons on a state inposed labeling
requirement meant that the O0TC producta which carty the
pregnancy-nursing warning couild not be held to the warning
requirements of the Act. lowever, the aAct requires only that a
warning be given when an exposure is involved: The wmathod of
providing the wvarning is up to the person responsible for the
exposure.

With ragard to the language of the éefinition 6f causing
reproductive toxleity, the Agency agrees that the Act canndt be
interpreted 28 requiring listing of the Dragnrancy=mureing warning
label products under the “formally reqQuired ts Pe labeled or
identified"” as causing cancer or reprocductive toxicity portion of
the Act. The language of the federail pregnancy-nurzsing warning
label iz obvicusly just a general heaith informzation message
directex at pregnant and nursing women. 1t makes no reference to
causing anything or involving any kxind of sperific risk. The
Agency ¢ertainly never irtended to have this regulation be
applied to a label with the wording of the pregnancy-~warning
message. As a result, the final versioen modifileld tha definition

about ceusing reproductive taxicity to more carefully express
that intent.

Subsection (¢}

Subsection (cj provides tne mechanism by which a person can
petition the lead agency to consider & chemical for listing under
this section. Since there is no wzy to guarz:itee that the lead
agency would Jdow of all chemicals which are potentiallyv ccvered
by this secrion, this sutsecticn Provides a fzrmzl mechanisx by
which persoms can ¢rring such inforxation tO the attenticn arf the
lead agency. The Person filing the petiticn is racguired to
include substantial evidence relevant to the determinations whici
would be wade under this seacticn sc that the lead agency will
have a reasonakie amount of documentation with which t3 proceed.



Cne commentor €elit that the putlic petiticn procesd gspecified in
subdivisien (c) did nct require tWe Agency o take any acticn by
any particulsr time. The comrentor feglr that as a result, the
Agency could indefinitely consider such a petition and thereby
fail to give effect to this provision of the law. (€=22 Fage 3)
The Pgency ém¢:ided to wake no change in the language because the
purpocse of the provision was strictly to estahlish agpropriate
contcols over such submissions so <hat the Agency can be
teasonably assured that the tige it will spend evaluating euch a
requast for listing will have some chance <f succeas, Jthezwise,
nmuch time couid be spent researching vague assertions that had ne
basis in fact. Since there $s no way tg predict in advance how
much time maght Ee necessary to research and evaluate a request
for listing undet¥ this subsection, it would not be appropriate to
specify a particular procesging time.

Anothor commentor felt that suksection (c), which would allow any
person to petition for the listing of a chemical under the Act,
is unnecessary and should be deleted. The commentor stated that
anybedy can write the Agency regarding one of its deterainationsa
and encouragling patitions from the general public on such a
highly technical scientific matter jeopardizes the objactivaness
of “he 1isting proceee by opening it up to those who may have "a
special ax to 6rind” against a speclfic chemical. (C-19 Page 2)

While the Agency agrees that the public always has a tight to
communicate with state government, the Agency does not agree that
setting appropriate guidance on what to submit will somehow
Jeopardize tha objectivity of Agency staff. As statead above,
setting certain controls over submriszszsions Is necessary in order
to protect against the potential wasta of valuahlie ge-arnment
ztaff resources.

8ubsection (g}

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

®ne commantor felt that subsection (d) did not speclry what that
additional information must show or what facts such information
must address. (C-22 Page 2) The agency did not make any change
in the provision because it was felt that there was not a need to
be any more specific, The infozrmation whick could support a
decision to rescind or modify would gbviously have to be relevant
to the basis for the original 2indings and decision to list. Any
information which coulé have affected a decisicn to not list
under this section could serve as the kasis for rescinding or
mcdi fyins the ¢riginal acticn.
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t Haoari nments

There was onhe piece of correspondence received commenting on the
changes made to the original version of the regulation. That
single communication was filed by a commentor who filed
essentially the same material and comments as part of its
submission regarding the original version. As a result, the

reader is directed to the Agency’s responses to comments filed by
commentor C-20.

Conclusion

The final version of the regulation reflects a consideration of
all the comments received during the adoption process and of the
circumstances under which the listing of a chemical under this

regulation would be accomplished. The Agency belleves that this

tfinal version is a necessary and helpful clarification of the
requirements of the Act.
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