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2201(3).
RR. Document will be reviewed upon request.

Freedom of Information Act - [5 U.5.C. 552(b)]
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BARCLAYS CALIFORNIA CODE OF REGULATIONS

Title 22

Article 5. Extent of Exposure

§ 12501. Exposuretoa Naturaily Qccurring Chemicai in a
Food,

ra) Heman consumpuon of a food shadt not consutuze an “exposure”
for purposes of Heaith and SafervCode Secuon 25249 6 to a isted chemi-
cal in the food 1o the extent that the person responstble for the contactcan
show that the chemical is nawraity occurnng in the food.

(1}Forthe purposes of this secuon. a chemucal is “naturaliv occurmnng”
ifitisa naturai consunient or a food. or if it is present 1n a tood soleiy as
a result of absorpuion or accumuiation of the chenucal which is naturaily
present in the environment 1 which the food is rused. or grown. or ob-
auned. tor exampie, mincrals present in the soil solely as a resuit of natu-
ral geolo@ic processes. ortoxins produced by the narurai growtn ot fung:.

{2) The “naturaily occurning” level of a chemical in a food may be e3-
tablished by determumng the nawral background level of the chemicai in
the area in which the food is raised. or grown. or obtained. based on reii-
able {ocal or regional dara.,

13) Achemucal is naturally occurring onty to the extent that the chemi-
cal did not resuit from any known human acuvity. Where a 100d contains
a chemical. in part naturaily ocournng and in pan added as a resuft of
known humoan actvity, “cxposure” can only occur 1s 1o that poruon of
the cheaucai which resuited from such human acuviv. For purposes of
this sccuon, "human activity” does not inciude sowing, planung, unga-
tion. or plowing or other mechamucai preparation of sail for agnculural
purposes: but does include the addition of chemucals 10 tmgauon water
applied to sou or crops.

{4) Where a chemucat contaminant can occur naturaily in a food, the
chemical is naturatly occurring only 10 the extent that it was notavodable
by good agricultural or good manufacturing pracuces. The producer,
manufacoirer, dismibutor, or holder of the food shall ar all times wtilize
quality control measures that reduce namrat chemical contaminants to
the “lowest level cumrentiy feaxible " as this term is used in the Code of
Federa Regulations. Title 21, Section 110.110. subdivision 1) (1988).

{b) A person otherwisc responsible foran exposure to a listed chemical
in 8 consumer product, other than food. does not “expose” an individual
within the meaning of Section 25249.6, to the extent that the person can
show what the chemical was a nantraly occumning chemucai in food. and
the food was used in the manufacuire, production. or processing of the
consumer proguct. Where a consumer product contains a iisted chemcal,
and the source o the chemical is in part froma nawraliy occumng chemu-

- calin food und in pan trom other sources. “exposure” can oniy occur as
to that portion of the chemical from other sources,

Note: Authoriy cited: Section 25249.12. Health and Safety Cude. Reference:
Secuon 15249.6, Heaith znd Safety Code.
Hirony
1. New secuon retiled 6-19-39 a2 an emerwency: operatyve 6—22-89 (Registers9,
Ne. 30). A Ceruficawe ot Congrisanoe must be transmuued 10 QAL witug 120
dayt or emergency language wiil be repeated on (0-20-39, For prior fustory,
see Register 39, No, 10,

L Emergency Secuon 12501 repesied 7-10-89: repezter operative 8~3-89. New
Secuon 12501 {iled 7-10-89: opersuve 4=9=39 (Register 89, No. 300

§12502. Exposure to a Listed Chemicai in Drinking Water.

(2) A person otherwise responsibie for an exposure to a listed chemicat
which involves the use of drinking water. including the use of drinking
water in (0od or any other consumer product, docs not “expose” an indi-
vidual within the meanng of Section 25249 6to the cxtent thatthe person
can show that the tisted chemical was contaned in drinking water which
wai received from:

{11 a public water system. as defined in Section 4010.1 of the Heaith
and Safety Code:

i2Ya commerciat suppiier of drinking water: or

(3)asource of drinking waterin comptiance with aif appticable prima-
ry drinking warer stanaards for ail listed chemicais and the chemical in
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quesuon is the resuit of teatment of the water in order to achieve com-
pliance with prumary drinking water standards,

Where wne source of the listed chemicai is in part from such drinking
water and in part froro other sources, “exposure ™ can occur only asto that
portion of the lisied chemical from sources other than such drinking wa-
ter.

1b) For purposes of subdivision (a1, the amoum of a listed chemicai
contaned in drinking water shall be determined by sampting of the drink-
ing water at the point of deiivery and by testing pursuamt to Section
12901, [f sampiing and testing is impractical, the amount of a listed
chemical shall be based on test resuits of the most recent sample of the
drinking water taken by the public water system or the commereial drink-
ing water supplicr, provided that ail sampiing and testng has been con-
ducted at the frequency and in the manner requared by law, or alternative-
l¥. such amount shall be caiculated a1 five percent of the maximum
contamunant icvet set forth in the prumary drinking water standard for the
listed chemicai.

Note: Authoniry cited: Section 25249.12, Health and Safety Code. Reference:
Sections 25249.6 and 25249.11, Heaith and Safety Code.

History
1. New secuon filed 7-10-89: operauve §-9-49 { Register 89, No. 30).

§ 12503. Exposaure to Water.

A person otherwise responsible for an exposure to a listed chemical
does not “expose” an individual within the meaning of Heaith and Safety
Code Section 25249 .6 to the extent that the person can show thatthe listcd
chemical was contained in water which the person moved or which was
handled in the manner described in Section | 2401, Nothing in this section
shall be interpreed to atfect the responsibility for an exposure which
anses (rom any acuvity other than that described in Section 12401.

Nome: Authonity cied: Sectron 25249.12, Health and Safety Code. Refevence:
Secuons 25749.6 and 25249.11, Health and Safety Code.
Hisromy
t. New secucn refiled 61 9-89 as an emmergency: opersuve 6~12-89 (Regimer 89,
Na. 300 A Centificate of Compliance mumn be tranaruted 10 OAL wathin |20

days or emergency language will be repesied on 10-20-89, For prxx Bistory,
sos Register 89, No. 10,

2. Emergency Section i 2507 repesied 7-10-89: repetier operative 8<9~39, New
Secuon 12503 filed 7-10-89; opersuve 8-9—89 (Register 39. No. 30).

§12504. Expoaure to Alr.

A person otherwise responsible for an exposure 10 a listed chemica) in
air docs nat “cxpose” an individual within the meaning of Health and
Safety Code Section 25249.6 to the extent that the person can show that
the listed chemscal was contained in air that the person received from the
imbicnt axr. Where the source of the listed chemical is in pant from the
imbicnt air and in pan from otier sources. “exposure” does not occur as
to that portion of the listed chemical from the ambient air to the extent that
the person did not put the listed chemical into the ambient air,

Nore: Authonty cited: Section 25249.12, Hexith and Safety Code. Reference:
Secuon 25249.6. Heallh and Safety Code.

History
I. New sectzon filed 7-10-89: operauve 8-9-49 (Regster 59, No. 301

§ 12505. Miscoellaneous.

Note: Authority citedt Section 25249.12. Health and Safety Code. Reference:

Sections 25249.6 and 25249.11, Heaith and Safety Code.

History

1. New secuonrefiled 6- i 9-89 a3 2n emergency: operauve 6-22—89 (Register 89,
No. 30). A Cetificate of Compiiance must be transmuted to OAL wrthin 120
dsys or emergency language wiil be repeaied on 10-20-89. For prior history,
sea Regster 59, No. 10.

. Emergency Section 12505 repeaied 7-10-89: repeaier operative B-5-89 (Reg-

ister 49, No, 300,

-

Article 6.

§12801. Clear and Reasanable Wamings.

(&) Whenever acicar and reasonable waming is required under section
25249.6 of the Health and Safety Code. the method empioyed to oransmit
the warming must be ressonabiy caiculated. considering the altemarive

Clear and Reasonable Wamings

Rogimer #1, Na. 31; §-3-9]



Title 22

Depariment of Social Services—Department of Heaith Services

§ 12601

methods avasiable upder the crcumstances. (0 make the warrung mes-
sage avajabie 10 the 1nqividual grior (0 exposure. The message must
clearlv commumicare that the chemucal in queston is known to the stale
10 cause cancer. or birth defects or other reproductive harm. Nothing 1n
this section shaii be construed to preciude a person (rom providing wam-
Ings otherihan those specified in subdivisions (b1, 1<), and 1d) which sat-
isfy the requirements of this subdivision. or to requure that warmungs be
provided separately (0 cacn exposed individual,

tby Warmngs for consumer products exposures which include the
methods of transmission and the waming messages as speciiied by this
subdivision shall be deemed to be clear and reasonable. A “consumer
products exposure " is an expostire wiuch resuits from a person s acquisi-
ucn. purcnase. siorage. consumption, or otherreasonably foresecable use
of 2 consumer good. or any expasure that resuits from recetving a con-
sumer service,

{1} The waming may be provided by using onc or more of the {oliow-
ing methods singly or 1n combinauon:

tA) A warming that appears on a product s label or other fabeting. The
term “label”” means a display of writen. printed or graphic marter upon
a product or its immediate container. The term “labeling ™ means any la.
bei or other wntten, printed or graphic mater affixed to oraccompanying
a product or its cantainer or wrapper.

1B} Idennticanion of the product ar the retadt outlet tn a manner which
provides a wamng. {denurication may be through shelf labeling. signs.
menus. or a combinauon tnereof,

1C} A system of signs, public adverusing wdenufying the svstem and
toli~free nformauon services, or any other svstem. that provides clear
and reasonabie warnings.

(D} For aicoholic bevernges. including, without {imitation, beer. mait
beverages. wine and distilled spirits:

1. Primantiy intended for consumption off the premuses where sold or
distributed:

() at least one notice or sign, no smaller than 10 inches wide by 10 in-
cheshigh, and bearing the warning measage set forth in paragraph (44 E)
of this subsection: or

(ii) at least onc horizontai strip marker no smailer than 10 1/2 inches
wide by | 1/4 inches high, and besring the waming mezsage set forth in
parzgraph (44 E) of this subsecuion; or

tiii)a nouce no smailerthan Sinches by §inches. and beanngthe wam-
ing message set forth 1n (4HE) of this subsection.

tivyIf signs | 0inches mgh by 10inches wide are used. the word “wam-
g~ shail be centered three—quarnters of an inch trom the top of the sign
in ITC Garamona boid condensed type 1ace all in one—wnch capital fetters.
Three—sixtcenths of an uich from the base of the word “warmng” shail
bea linc extending from left 1o nght across the width of the sign one~six-
teenth of an inch in thickness. Centered one=half inch below the line shall
be the body of the warning message in 36/50 ITC Garamond boid con-
densed tvpe face with the inigal leter of each word. other than the con-
junctive "and.” capiaiized. For the bodv of the warming mmessage. lcft and
right margins of at {cast one~haif of an 1nch. and a bottom margn of at
lcast one=-haifinch shall be observed. Larger signy shall bear substantiat.
ly the same proportions of type size and spacing to sign dimenston as the
sign 10 inches high by 10 inches wide,

tvi{fthe 10 1/2inchby | 1/4inch honzontai stip markers are used. the
word “WARNING.” puncuated by a coten. shall be jusufied left and lo-
cated threo—suxicenths of an inch from the top of the stnp notice in ITC
Ganumond beld condensed type face all in capital letters measuring eiev-
¢n sixteenths of an inch in height Three thiny—seconds of an inch from
the base of the word “WARNING™ shall be a line extending from left to
right acToss the width of the word "WARNING ™ and the puncnialing co-
lon one thirty-second of an inch in thickness. Located one=tourth of an
inch from the top and one—{ourth of an inch from the bottom of the smp
notice. and to the immediate nghtof the wora “WARNING. ™ shall be the
body of the warming meisage it 12716 point [TC Guramond boid con-
densed type face with the initial letter of each word, other than the con-
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juncuve “and.” capitaiized. The word “WARNING" shall be one-half
inch from the ieft edge of the stnp nouce and the TTquisite warning mes-
sage shail extend 10 within cne—half inch trom the nght edge.

(v if the 5 inch by 5 inch signs are used. they shall bear subsiantially
ihe same proportions of tvpe size and spacing to sign dimension as the
sign 0 inches high by 10 inches wide. with both the word “WARNING™
and the warmung text set in white on a contrasting red background.

(vii) Such sign or nouce shail be placed in the rewl establishment so
as to assure that 1t is readable and likely to be read either a1 each retay
point of sale or each point of dispiay. Such sign or notice shali be placed
cither at ali retaut points of sale or ail points of dispiay. but need not be
placed at both. If 10 inch by 10 inch signs or notices are piaced at the point
of display. each shail be piaced no more than ten feet from any alcoholic
beverage container and in a manner assocating the sign ornotice with the
dispiay. f horizonual surip noticesare used. they shall be placed atten foot
intervais horizontally along the display. if a S inch by Sinchsignisused.
it shall be conspicuously placed a1 each retail point of sale te.g.. check~
out counter. cash register. cash box ) so that it is likely to be read and un-
derstood during the sales ransaction.

(viid) All measurements specified or referred ta in paragraphs tivi, (v)
and (vi). above, are not required to be precisely accuraie,

2. Provided for consumption on the premises at mbles served by food
or beverage persons. or soid or distributed through over the counter ser-
Yice: .
ti) a notice or sign displaved at each of the tables where sicoholic bev.
crages are served or may be consumed at least 5 inches high by 5 inches
wide bearing substantially the same type face and substntizlly the same
proporuon of type size and spacing to sign dimension as described in
paragrapn 1DY1. (vik or

(i) the wamning message set forth in paragraph (4WE) of this subdivi-
sion, placed upon a menu or list in association with the alcoholic bever-
ages listed thereon and served at such premises. or if aleoholic bevernges
are not listed thercon, on any menu or fist provided to patrons in sssoci-
ation with the listing of food or beverage offerings, in type size and de-
sign. such that the text is conspicuous and likely 10 be read prior 1o con-
sumption of alcoholic beverages or.

tiii} at least one 1@ inch by 10inch sign, meeting the specifications set
forth in paragraph (D)1. (iv) of this subsection, placed so that it is read-
abie and likeiy to be read by parrons as they enter each pubiic entrance
to the estblishment. If the establishment does not have ciearly defined
physical boundaries delineaung those areas where. by permit or license,
wlcoholic beverages are servea. the 10inch by 10 inch sign shail be posted
so that 1t is readable and likelv to be read by patrons as they enter the area
orareas where, by permit or {icense. aicohnlic bevernges are served: and

tiv} If sold or disibuted through over-the—counter service, at least
one sign, meeting the specifications set forth in paragraph (DY1. (iv) of
this subsection, piaced in the retul estabiishment so thazthe waming mes-
sage is, prior to the consumption of alcoholic beversges. readable and
likeiy 10 be read from ali counter tocations avadable to the public. There-
fore.a rewaul establishment providing a waming pursuant tathe preceding
sentence. also wouid be requured to provide a warmng in secordance with
cither paragraph 2.(1), 2.(ii) or 2.{iii) of this subsection.

3. For premuses which are speciaily licensed to seil and serve aicoholic
beverages bath on and off the licensed premuses e.g.. in facilities that of-
{er both “tasting™ and retaul saies), the off-sale portion of the premises
shall compiy with the provisions of subsection 1D)1. abave. 2nd the por-
tion of the premuses where aicoholic beverages are served shall comply
with the provisions of subsecuon 1+ D)2, above.

4. Feralcohotic beverages soid ordistributed to consumers through the
maii or package delivery services, warmings may be provided by incorpo-
rating or piacing the waming message set forth in paragraph (4)(E) on or
in the shipping container or delivery package in such 2 mannerso that the
waming message is likely 1o be read by the recapient priorto consumpuon
of the alcoholic beveragets,).

Rugisasr 91. Nos 31: 3-3-93



BARCLAYS CALIFORNIA CODE OF REGULATIONS

Title 22

5. Allsigns or notices refemred to in subsections (D .. (D12, and (D)3
above. shail be dispiaved so tnat they are cieariv visible unaerail lightng
conditions normally encounterea during pustness nours.

121 To the extent pracucabte. Warning materiais such as stgns. notices.,
menu suckers. or fabeis shall be provided by the manuracturer. proaucer.
or packager of the consumer product. rather than by the rewl seller. For
alcoholic beverages. the piacement and maintenance of the warmng shaii
be the responsibiiity of the manufacturer or is distnbutor at no cost tothe
retaiier. 2nd anv consequences for failure to do the same shail rest solely
with the manutaciureror us diseributor, provided thal the retatier does not
remove. deface. or obscure the requisite signs or notices. or obstruct, -
tertere with. or othcrwise frustrate the manufaciurer's reasonanle effors
1@ post. nuntain. or penodically replace sard matenais. For prescription
drugs. the labeting approved or otherwise provided under rederai iaw ang
the prescriber’s accepued pracuce of obtaining a panent's informed con-
sent shall be deerned (o be a clear and reasonanie warmning.

13) The warnings provided pursuant to paragrapns (i) A) and (1) B)
shall be promunentiy plaged upon a product’s labei or other labeling or
displaved at the retai outlet with such conspicuousness. as compared
with other words. statements. designs, or devices in the iabet. labeiing or
dispiay as1o render it likely (o be read and undersiood by an ondinary indi-
vidual under customary conditions of purchase or use.

t43 The warning message must include the foilowing language:

(A} For consumer products that contain a chemicai known 1o the sate
10 cause cancer:

"WARNING: This product contauns a chemucai known to the State of
Californta (0 cause cancer.”

1B) For consumer products that contain a chemucal known to the suate
to cause reproductive 1oxIcity:

"WARNING: This product contains a chemical known to the State of
California to cause birth defects or other reproductive harm.™

(C) For food. other than aicaholic beverages. soid. scrved. or other-
wise provided in food facilities. asdefined in Healthand Safety Code sec-
tion 27521(a), which is intended for immediate consumpton:

“WARNING: Chemicais known ta the State of Califorma to cause
cancer. or binth defects or other reproductive harm may be present in
foods or beverages soid or served here.™

(D) For fresh fruits, nuts and vegetabies:

“WARNING: This product may contain a chemical known ta the State
of Califorma to cause cancer. or birth defects or other reproductive
harm.”

(E) For aicohoiic beverages. including. without {umitation. beer. rmait
beverages. wine and disulled sprts:

“WARNING: Drinking Distilled Spirits. Beer, Coolers. Wine and
Other Alcoholic Beverages May Increase Cancer Risk. and, Dunng
Pregnancy. Can Cause Birth Defeets.”

{3) A per3on 1n the course of doing business. who manufactures. pro-
duces. assembles, processes. handles. distributes. siores. sells or other-
wise ransters a consumer product which he or she knows 10 conwun a
chemucal known 1o the state 10 cause cancer or Teproductive toxicty in
an amount which requures 2 warmng shail provide 2 warning to any per-
son to whom the product 15 sold or transfesred unleas the proauct 1s pack-
aged or labeied with 3 clear and rexsonabie warming.

(¢) Warnings for occupauonal exposures which inctude the methods
of transmussion and the warmmng mesaages as specified by this subdivi-
s10n shali be deemed clear and reasonable. An “occupauonal exposure™
is an exposure. in the workplace of the empiover causing the exposure,
to 2ny cmpioyee.

{1) The method empioyed to transmit the wam:ng must inciude cne of
the following ailermnauve methods:

{A}A warning that appears onthe label or labeling of a product or syb-
siance present or used in the worxplace. The labei or labeling shall be
promunently dispiayed on the product or substance and the product or
suostance snall be usea under cucumstances which maie it Likeiv thactne
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warmings will be rezd and understood by empioyees or other individuals
prior to the exposure for which the waming is given.

1B) A warning that appears on 4 $ign in the workplace posted in acon-
spicuous piace and under condttions that make it likely to be read and ua-
derstood by cmpioyees and other individuals pnor to the exposure for
which the warning is given.

1C) A warning to the exposcd emplovec about the chemical in question
which fully compiics with all informauon. training and labeiing require-
ments of the federal Hazard Communicatien Standarg 129 CFR section
1910.1200. as amended and filed Sepiember 30. 1986), the California
Hazard Communication Standard i Cal. Code Regs., title 8. section 5194,
4s amenaed and tiled May 26. 19871, or. for pesticides. the Pesticides and
Werker Safety requirements (Cal. Code Regs.. utle 3. ch. 6, subeh. 3.
group 3. sccuon §700 ¢t seq.. in cffect on February 16, 1988) authorized
in Food and A gricuiturai Code section 12981 (as amended by Statutes of
1980. ch. 926, p. 2945. secuon 1),

12) For purposes of paragraph ( 1)(A) of this subdivision, the waming
shall be provided in terms which would provide a ciear warmng for a con-
sumer product as specified above.

{3) For purposes of paragraph 1 X B) of this subdivisicn. the following
specific warning messages shail be deemrd 10 cleariy communicate that
an individuai is being exposed to a chemical known to the state 10 cause
cancer. or birth defects or other reproductive harm,

tA) For exposure to a chemical known to the state 10 cayse cancer

“WARNING: This area contans achermucai known tothe State of Cal-
ifonia 1o cause cancer.”

(B) For cxposure to a chemical known to the state to cause reproduc-
tive 1oxicity:

“WARNING: This area contains a chemical known to the State of Cal-
ifornia 10 cause birth defects or other reproductive harm.”

(d) Warungs for environmental exposures which include the methods

- of transmission and the waming messages as specified by this subdivi-

sionshall be deemed clearand reasonable. An “environmental exposure
is an exposure which may foresccably occur as the resuit of contact with
an environmental medium. including, but not limited 1o, ambient air, in-
door zir, drinking water. standing water, running water. soil, vegetation,
or manmade or nanzal substances. cither through inhaiation. ingestion,
skin contact or otherwise. Environmental cxposures inciude ail expo-
sures which are not consumer products exposures, or occupational cxpo-
sures.

{1} The methed empioyed 10 transmut the warmng must inciude the
most appropriate of the following alternative methods under the circum-
siances:

{A) A waming that appears on a sign in the affected area. The term
“sign” means a presentation of writen. printed or graphic maner. The
term “affected area” means the area in which 2n exposure to & chemical
Known to the state to cause cancer or reproductive toxicity is a1 a leved that
requires a wamning. A posting of signs in the manner described in secuon
§776(en 1) of uie 3 of the Califorrua Code of Regulauions 1as amended
and filed August |5, 1986) shail be sutficient for purposes of this para-
Sl'l(!;'l) A warning which is in a notice maued or otherwisc detivereq (o
cach occupant in the affected area. Such notice shall be provided at leau
onee in any three-month pericd.

C) A warmng provided by public media 2nncuncements which targer
the atfected area. Such announcements shall be maac at lcast once in any
three—month period.

{2} Environmentai exposure wamings shall be grovided ins a conspicu-
ousmannerand under such conditionsasto make it likelv to be read, seen
orheard and understood by an ondinary individual in the course of normai
daily activity, and reasonabiv associated with the location and souree of
the exposure.

1 3) For purposes of paragrapi ( 1){ A) of this subdivision. the following
specific warming messages shail be decmea (o clearly communicate thay

Rogimer §1. No. 31; 8-3-91
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§ 12703

anindividual is being cxposed 1o 2 chemicai known to the state 1o cause
cancer. or birth defects or other reproductive harm.

{A) For exposure 1 a chemical known to the state to cause cancer:

“WARNING: Thisarea contains a chemicai known tothe State of Cal.
ifornia to cause cancer.”

{B) For exposure 10 a chemical known to the state to cause reproduc-
dve woxcity:

“WARNING: This arez contains a chemical known tothe State of Cal-
ifermia 10 cause birth defects or other Teproductive harm.”
NoTe: Authority cued: Secvon 25249.12, Health and Safety Code. Reference:
Secuons 25249.6 und 25249.11, Health and Safery Code.

Hisrory

L. Amendment of subsecuon 1b) filed 6-7-39 13 An eMETRENCY: OpeTauve 7= (=89

(Register 89, No. 241, A Certaficate of Compliance must be transmutied 10 QAL

withun 120 days or emergency language wiil be repeated on 10-30-89, For
prox hisory, see Regmter 88, No. 53.

2. Ceruficate of Campliance s 10 6-7-39 order mangrutied to OAL 10-23-89
= filed 1 1-22-89 (Reginer 39. No. 48).

3 fxli)iwnalcomm of printng error in subsecuon (e LHC) (Reginer 91, No.

Article 7. No Slgnificant Risk Levels

§12701. Genersi.

() The deterrmunation of whether a level of exposure (0 a chemcal
known to the swate o cause cancer poses no signuficant nsk for purpose
of Health and Safety Code Section 25249.10(c) shail be based on cvi-
dence and standards of comparable scientific validity 10 the evidence and
suandards which form the scientific basis for the listing of the chemical
a1known o the state 1o causc cancer. Nothing inthis article shail preciude
4 person from using evidence. standards, risk aysessment methodologies.
principics, assumptions or levels not described in this article to establish
that a level of exposure 10 a listed chemical poses no significant risk.

(b) A level of exposure to 8 listed chemical. assuming daily exposure
atthat level. shail be decmed to pose no significant risk provided that the
level is determined:

(1) By means of a quantitative risk assessrment that meets the standards
described in Section 12703;

(2) By eppiication of Section i2707 (Routes of Exposurey; or

(3} By one of the following, as spplicabic:

(A)Ifa specafic reguintory level has been esiablished forthe chemicat
i question in Sceuon 12708, by applicauon of that levei.

{B) If no speciiic level is estblished for the chemical in quesucn in
Section 12708, by eppiication of Section 12709 (Exposure o Trace Ele-
ments), 12711 (Levels Based on State or Federal Standards) or 12713
(Exposure o Food. Drugs. Casmetics and Medicai Devices), unless
otherwise provided.

(c) The chemicais. routes of expesure and conditions of use specifical-
ly listed in this arucic do not inctude ail chemicaly. routes of exposurcand
conditions of use that pose no significant nsk. The fact that a chemicai,
routs of cxposure or condition of use does not appear in this articis does
not mean that it poses a significant risk. .

(d) This arucic cstablishes exposure icveis posing no significant risk
salely for purposes of Heaith and Safety Code Section 25249.10(c).
Nothing in this arucie shall be construcd o estbiish exposurc orrisk lev.
cls for other reguiatory purposes,

NoTe: Authortty cried: Section 25249.12. Hesith and Safery Code. Reference:
Sections 25249.5. 25249.6, 25249.9, 25249.10 and 25249.1 1. Heaith and Safery
Code.

Hizrony

{. New secuon filed 2-24-88 s an emergency: operauve 2-27-88 (Regixter 38,
Na. 113, A Certeficute of Compliance must be transtuned to QAL wrthin 120
days or emergency language wiil be repeaied on 6-27-38.

2 New secuon refiled 6--27-38 23 n emergency: operauve 67738 (Register 88,
No. 27). A Catficnwe of Compliance musi be trensmumed to QAL within 120
days or emergency ianguage wiil be repeated on 10-25-88.

3. New secuon retiled 10=17-588 41 &N EMETEERCY; Operanve lO-ZS—SS(Reg:’n_a
88, No. 44), A Certficats of Commiisnce must be trensmuned o QAL within
120 days or emergency ianguxge wiil be repesied on 2-22-89.
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4. New secuonrefiled 2-21-89 23 xn emergency; operauive 2-22-39 (Register 89,
Ne. 101. A Centificawe of Complisnce must be transrruned to QAL withm 120

days or emergency language wiil be repeaied on 0-22-89.

5. Centificate of Compliance inciuding amendment transmined 1o QAL 6-9-89
and filed 7-10-89 {Reguster 39, No. 30).

§$12703. Quantitative RIsk Assessment.

{a) A quanutative risk assessment which conforms to this section shall
be deemed 1o determine the level of exposure to a listed chemicai which.
assuming daily exposure at that level. poses no significant risk. The
assessment shall be based on evidence and standards of comparabic
scienufic validity to the evidence and standards which form the scientific
basis for tisting the chemicai as known to the state 10 cause cancer. in the
absence of principles or assumptions scientifically more appropriate.
based upon the available data. the following defauit principles and as-
sumptions shall apply in any such assessmeny:

(1) Animal bioassay studies for quantitative risk assessment shall mees

. Beneraily accepted scientific principles, including the thoroughness of

cxperimentel protocol, the degree 1o which dosing resembles the ex-
pected manner of human exposure, the temporal exposure pattern, the du-
ration of study, the purity of test marerial. the numberand size of exposed:
groups. the route of exposure, and the extent of tumor pecurrence.,

{2) The quality and suitabiiity of available cpidemioiogic data shail be
apprased (0 determine whether the study is appropriate as the basis of a
quanulative nsk assessment. considering such factors as the sefection of
the exposed and reference groups, reliable ascerminment of expasure,
and compietencss of follow=up. Biases and confounding factors shall be
identified and quantified. -

(3) Risk analysis shall be based on the most sensitive study deemed to
be of sufficient quality. .

{4) The results obtained for the most sensitive study deemed to be of
safficient quality shall be appiicable to ali routes of exporure for which
the results are reicvant

(3) The absence of a carcinogenic threshoid dose shail be assumed and
Maholdmodelsslmﬂbeuﬂiud.Alinmindmlﬁngemodclfor
exarapolation from high to iow doses., with the upper 93 percent confi-
dence iimit of the linear term expressing the upper bound of potency shall
be utilized. Time~to~tumor models may be appropriste where data arc
availablc onthe time of appearance of individual tumors. and particularly
when survival is poor due to compesing toxicity,

{6) Human cancer potency shail be devived from data on human or ani-
mai cancer potency. Potency shall be expressed in reciprocal milligrams
of chemicai per kilogram of bodyweight perday. Interspecies conversion
of animai cancer potency to human cancer potency shall be determined
by multipiying by a surfacc area scaling factor equivalent to the ratio of
human (o animai bodyweight, taken to the one-third power. This is
¢quivalent 1o a scaling factor of 14 when exmapoiating from mouse data,
and a scaling factor of 6.5 when cxtrapolating from rat data.

(7} When available data are of such quality that physiologic, pharma-
cokinetic and metaboiic considerations can be taken into account with
confidence. they may be used in the risk assessmemt for inter~specics, in-
ter~dose. and inter—toute cxtrapoiations.

(8) When the cancer risk appiies to the general popuiation, human
body weigit of 70 kilograms shail be assumed. When the caneer risk ap-
pliestoacertain subpopuiation, the following assumptions shail be made.,
as appropriate;

Subpopuiciion Xlograms of Body Weight
Man (18+ years of age) T0
Womzn 118+ years of age) b1 ]
Waomsn with conceprs b
Adolescem (1118 yesrs of age) 40
Child (2-10 years of age; -t}
Infams (02 years of age) 10

{b)For chemicals assessed in accordance with this section, the tisk lev-
cl which represents no significant risk shail be one which is caiculated 1o
result in one excess case of cancer in an expeosed population of 100.000,
assuming lifctime exposure at the ievel in question, except where sound

Ranglitor 93, M. £1; 10+ 99T
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Article 5. Extent of Exposure

§12501. Exposure to a Natursily Occurring Chemical in a
Food,

fa) Human consumpuon of a food shall not consutute an “exposure”
for purposes of Healthand Safety Code Section 25249.6 10 a iisted chern-
cal in the food 1o the extent that the personresponsible for the contact can
show that the chemicai is naturailv occurrng in the food.

{11 Forthe purposesor this secuon, a chermcal is "naturally occurnng”
if it is a nawura{ consutuent or a food. or if it is present in a 1ood solely as
a resuit of absorption or accumuiaton of the chemucal which is naturatly
present in the environment tn which the foed is rused. or grown, or ob-
lained: for exampie. minerais present in the soil solety as a resuit of naty-
ral geologic processes. or toxuns produced by the natural growth ot fungi.

(2) The “naturaily occurnng " level of a chemucal in a food may be es-
tablished by determuining the natural background levei of the chemucal in
the arca n which the food is rased. or grown. or obtawned. based on reti-
able locaj or regionaj data.

t3) A chenzcal is nawurail y occurring only to the extent that the chemi-
cal did not resuit from any known human actvity. Where a tood containg
a chemical. in pan nawraliv occumnng and in part added as a resuit of
known numan acuviy, “cxposure” can oniy oceur as (o that poruon of
the ehemucal which resuited from such human acuvity, For purposes of
this sccuon. ~human activity™ does not include sowing, pianung, unga-
uon. or plowing or other mechancal preparation of soil for agnculwurai
purposes: but does inciude the addition of chemicais to umigauon water
applied to sou or crops.

(4) Where a chemucal contaminant can occur nawraliy in a food. the
chemical is naturaily occurring oniy to the extent that it was notavoidable
by good agriculturai or good manufacmuring pracuces. The producer,
manufacrurer, distributor, or holder of the food shall at all times utilize
quality conorol measures that reduce nacural chemical contaminants to
the “lowest levet currently feasible.” as this term 15 used in the Code of
Federal Regutations, Title 21. Section 110.110, subdivision tc1 ( 1988).

{b) A person otherwise responsible for anexposure o a listed chemical
in & consumer product, other than food. does not “exposc” an individual
within the meaning of Secuon 25249 6. to the extent that the person can
show that the cheaucal was a nawraily occumnng chemucal in food, and
the food was used in the manufacture. production. or processing of the
consumer product, Where a consumer product contauns a listed chemucad,
and the source o1 the chemical is in part from a nanuraily occurnng chemt-

- <al in food and in par trom other sources, “cxposure” can anty ocur as

to that portion of the chemical from other sources.

Norz: Authority cried: Section 25249.12. Health and Safety Code. Reference
Sceton 25249.6, Hexlth d Safety Code.
History

1. New secucm refiled 6-19~29 13 an emergency: opersuve ¢-22-89 (Regisiers9,
No. 30. A Ceruficar of Comptiance must be transmutted 10 OAL witun | 20
days or emergency 1anguage will be repeated on [0-20-49. For prior tustory,
see Reguster 59, No. 10,

2. Emergency Secuon 12501 repesied 7-10~89; repesier operatave 8—9—R9_ New
Section 12501 filed 7-10-89: cpersuve §-9-49 iRegister 89. No. 30,

§12502. Exposure to a Listed Chemical in Brinking Water.

() A person otherwise responsibie for an exposure to a listed chenical
which invoives the uss of drinking water. inciuding the use of drinking
waler in food or any other consumer product. docs not “expose” an indi-
vidual within the meaning of Section 25249.6 10 the cxient thatthe person
can show that the {isted chemucal was contawned in drinking water which
was reecived from:

{1)a public water sysiem. 1s defined in Section 4010.1 af the Health
and Safety Code:

(2) a commeren] suppiier of drinking waters or

{3)a source of drinking walerin compliance with aif appiicabie prima.
rv drinking water standards for ail listed chemicais and the chemicai in
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question is the resuit of treaument of the water in order to achieve com-
piiance with primary drinking water standards.

Where tne source of the listed chemucai is in pan from such drinking
walcrand in part from other sources. “exposure” can occuroniy as to that
portion of the listed chemical from sources ather than such drinking wa-
ter.

iby For purposes of subdivision (a). the amount of 2 listed chemical
comained in drinking water shall be determined by sampiing of the drink-
ing water at the point of delivery and by testing pursuant to Section
12901. If sampiing and testing is impractical, the amount of a listed
chemical shall be based on test results of the most recent sample of the
drinking water taken by the public water svstem or the commerciai drink-
ing water supplicr. provided that ail sampiing and lesting has boen con-
ducted at the frequency and in the manner requured by law, oraiternative-
ly. such amount shail be calculaied at five percent of the maximum
contaminant level sct forth in the pnmary drinking water standard for the
listed chemical.

Note: Authority cited: Section 25249.12. Heaith and Safety Code. Reference:
Secuons 25249.6 and 25249.11, Heaith ang Safety Code,

Hisroxy
1. New secuom filed 7-10-89; operauve 8~9-89 { Register 89, No. 30).

§ 12503. Exposure to Water.

A person otherwise responsible for an exposare to a listed chemical
Joes not “expose” an individuai within the meaning of Health and Safery
CodeScction 25249.610 the extent that the person can show thatthe listed
chemical was contained in water which the person moved or which was
handied in the manner described in Section 1 2401. Nothing in this section
shall be interprered to atfect the responsibility for an exposure which
anises {rom any acuvity other than that described in Section 12401,
NoTte: Authorrty ened: Secuon 25249.12. Health and Safety Code. Reference:
Secuons 25249.6 ana 25249.11, Health and Safety Code,

Histomy
I.Nﬂmnwﬁl:dﬁ-lHOummmy;we&ﬂ-”Mdl
Na. 30). A Cenificate of Compiiance must be transmutied 1o QAL within 120
duys or emergency tanguage wiil be repesied on 10-20-89. For prior kistory,

sew Regiswer 49, No. 10,

2. Emergency Section 12503 repealed 7-10-89: repenier operative 8-9-89, New
Secuon £2503 filed 7-10-89: operauve §-6-89 (Regisier 89, Na. 30).
§ 12504. Exposure to Alr.

A person otherwise responsible for an exposure to a listed chemical in
air does not “cxpose” an individual within the meaning of Health and
Safety Code Section 25249.6 to the extent that the person can show that
the listed chemical was contained in air that the person received from the
ambient air. Where the source of the listed chemical is in part from the
ambient air and in part from other sources. “exposure” does aot occur as
tothat pordon of the listed chemical from the ambient airtwo the extent that
the person did not put the lisied chemical into the ambicmt air.

Nore: Authonty cited: Section 25249.12, Health and Safety Code. Reference:
Secton 25249.6, Heaith and Safety Code.

History
1. New secuon filed 7-10-89: operauve 8-9-39 {Regmter 59, No. 30).

§ 12505. Miscelianecus.

NoTe: Authormty citedt Section 25249.12, Heaith and Safety Code. Reference:

Sections 25249.6 and 25249.11, Health and Safety Code,

Hisrony

1. New secuon refiled 61 9-89 23 an emergency; operative 6-22-89 (Register 59,
No. 30). A Cenificate of Complitnce must be transmuted to OAL within | 20
days or emergency language witl be repenied on 10~20-89. For prior history,
see Register 39. No. 10.

- Emergency Section 12505 repesicd 7-10-89; repeaier operstive 8—9-49 (Reg-

iner 89, Na. 30,

-

Article 6.

§ 12801. Clear and Reasonable Wamings.

{a) Wheneveraciearand reasonabie warming 1s required under section
15249.6 of the Heaith and Safety Code, the method empioyed to transimit
the warning must be reasonably caiculated. considering the sitemnarive

Clear and Reasonable Wamings

Roglaer #1. No. 31: 3-2-91
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§ 12601

methads avaiiable under the circumsiances. (o make the warning mes-
sage avauable to the individuai prior 10 exposure. The message must
cleariv communicate that the chemueal in guesuon ts known to the state
[@ cause cancer. or birth defects or other reproducttve harm, Nothing m
this sectton shail be construed to preciude a person trom providing warm-
ings otherthan those speciiied in subdivisions 1B, (c1, and td) which sar-
isly the requirements of this subdivision. or 1o require that warmngs be
provided separately 10 cach exposed individual.

tb) Warminys for consumer products exposures which inciude the
methods of transmission and the wammng messages as specitied by this
subdivision shall be deemed to be ciear and reasonable. A “consumer
products exposure ” is an cxposure wiuch results from a person 's acguisi-
uon., purcnasc. sorage, consumption, or other reasonably foreseeabie use
of a consumer good. or 2ny exposure that resuits from feceving a con-
sSumoeT service.,

{1} The waming may be provided by using one or more of the foliow-
g methods singly or in combination;

tA) A warming that appears on a product's label or other labeiing. The
term “labei” means a dispiay of written. printed or graphic matter upon
a product or us immediate conuiner. The term “labeling ™ means any la-
bel or other wnitten, pninied or graphic mauer atfixcd to oraccompanying
a product or s container or wrapper.

1B [denuricasion af the product a the retau outlet tn a manner which
provides 2 warning. Idenuficaton may be through shetf labeling, signs.
faenus. or 3 combinauon (nereot.

1C) A svstem of signs. public adverusing idenufving the svstem and
toll-free 1nfovmauon sarvices. or any other systerm. that provides clear
and reasonable warnings.

{D) For alecholic beverages. including, without limitation. beer, malt
beverages. wine and distilled spirits:

|, Primaniy iniended for consumpuon off the premiscs where soid or
distributed:

(i) at lcast one notice or sign, no smailer than 10 inches wide by 10 in-
ches high, and bearing the warning message set forth in paragraph(4XE)
of this subsecuon; or

(1) at least one horizonmi swip marker no smaller than 10 1/2 inches
wide by | 1/4 inches high. and bearing the waming message s¢t forth in
paragraph (4HE) of this subsection; or

(i) e notice no smalierthan Sinches by S inches. and beanng the wam-
ing message set fonn in 14K E) of this subsection.

{ivy If signs | Qinches mgh by 10inches wide are used. the word “warmn-
wg” shail be centered three—quarters of an inch from tne top of the sign
in [TC Guramond bold condensed type 1ace all in one—inch capiai letters,
Three~sixieenths of an inch from the base of the word “warmng” shail
bea line extending from ieft to nght across the width of the sign one-six-
wenth of an inch in thickness. Centered one—half inch below the line shail
be the body of the warming message in 36/50 [TC Garamond boid con-
densed type face wrth the inital letter of each word. other than the con-
Junctive “and.” capuaiized. For the body ofthe warming message, leftand
right margins of at least one-half of an inch. and a bowtom margin of at
least one—half inch shail be observed. Larger stgns shatl bear substanuai-
ly the same proportions of type size and spacing 10 sign dimension as the
sign 10 inches high by 10 inches wide.

(viifthe 10 1/2inchby 1 1/4inch honzoniai stnp markers are used.the
word “WARNING." puncingted by a colon. shall be jusufied left and lo-
cated three—sixteenths of an inch from the 1op of the smp notice in ITC
Garamond bold condensed type face all in capual letters measuring clev-
cn sixeeenths of an inch in height. Three thirty—seconds of an inch from
the basc of the word “WARNING" shail be a line extending from ieftwo
right across the width of the word “WARNING™ and the puncruating co-
lon one thirty-second of an inch in thickness. Located one—fourth of an
inch from the top and one-fowrth of an inch from the borom of the smp
nouce. and to the immedtiate nght of the word “WARNING.” shail be the
body of the warming message in 12/16 point {TC Guramond bold can-
densed type tace with the iniuai lester of cach word, other than the con-
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junctive “and.” capitalized. The word W ARNING™ shail be one—nali
inch from the left edge of the stnp notce and the requisite warning mes-
sage shall extend to within one-half inch Lrom the right cdge.

tvi) If the 5 inch by 5 inch tigns are ysed. they shail bear substanuially
the same proporuons of Lype size and spacing 1o sign dimension as the
sign 10 inches high by 10 inches wide, with both the word “W ARNING™
and the warming Lexi set in white on a conrastng red background.

tv11y Such sign or nouce shail be placed in the retal establishment so
a5 (o assure that 1t is readable and likety to be read either at cach retad
point of sale or cach point of dispiay. Such sign or notice shall be placed
cither a1 ail retaud points of sale or ail points of display. but need not be
placed at both. If 10inch by 10 inch signs or notices are ptaced at the point
of dispiay. cach shall be placed no more than ten feet from any aiccholic
beverage container and ina manner associating the signornotice with the
display. Ifhorizontai strip notices are used, they shall be piaced at ten foot
intervais horizontally along the dispiay. if a § inch by Sinch signis used.
it shall be conspicuously placed at each retail point of sale te.g.. check—
out counter. cash register. cash box) so that it is likely to be read and un-
derswoed duning the sales transaction.

(vii1) All measurements specified or referred to in paragraphs (iv). (v)
and (vi), abave. are not required 1o be preciscly accurue.

2. Provided for consumption on the premurses at tables served by food
or beverage persons. or sold or distributed through over the counter ser-
vice:

fi) a notice or sign displayed at each of the tabies where aicoholic bev-
crages are scrved or may be consumed at least S inches high by § inches
wide bearing substanually the same type face and substantaily the same
proporuon of type sizc and spacing (o sign dimension as described in
paragrapn {D)L. 1vi); or

(ii) the waming message sct forth in paragraph (4)(E) of this subdivi-
sion, placed upon a menu or list in association with the alcoholic bever-
ages listed thereon and served at such premises. or if alcoholic beverages
are niot listed thereon. on any menu or list provided 10 patrons in associ-
ation with the listing of food or beverage offerings, in type sizc and de-
sign. such that the text is conspicuous and likely to be read prior to con-
sumption of alcohoiic beverages o,

tiii) at least one 10inch by 10inch sign, mesting the specifications set
forth in paragraph (D11 tiv) of this subsection, placed so that it is read-
able and likely to be read by patrons as they enter each public entrance
to the establisiment. If the establishment does not have clearly defined
physicai boundaries delincaung those arcas where, by permit or license,
alcohoiic beverages are servea. the 10inch by 10inch sign shall be posted
so that it isreadabie and likely to be read by pawronsas they enter the arca
orarcas where, by permit or license. alcoholic beverages are served: and

(iv) If soid or dismributed through over—the~counter service, at least
one sign. meeting the specifications set forth in paragraph (D1 (iv) of
this subsecton. piaced in the retati cstablishment so thatthe waming mes-
sage is. prior to the consumprion of alcohoiic beverages, readabie and
likedy to be read from all counter focanions avadabie Lo the public. There-
fore. a rewaii establishment providing a waming pursuant wthe preceding
sentence. also would be requured (o provide a warning inaceordancs with
cither paragraph 2.(i), 2.(ii) or 2.(iii} of this subsection,

3. For premuses which are speciaily licensed to seti and serve alcoholic
beverages both on and off the ticensed premuses (e.g.. in facilities that of -
fer both “tasting ™ and rewil saies). the oif-sale portion of the premises
shail compiy with the provisions of subsection (D)1. above, and the por-
tion of the premiscs where alcoholic beverages are served shal] compiy
with the provisions of subscaion ( D12, abave.

4. Foralcoholic beverages soid ordistributed to consumers through the
mal or package delivery services, wamings may be provided by incorpo-
rating or placing the waming message set forth in paragraph (4K E) on or
in the shipping container or delivery package in such a mannerso that the
waming message is likely 10 beread by the recipient priortoconsumption
of the aiconolic beveragets).

Rogisme #1. No. 31; $-2-91
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3. Al signs or nouces referred 1o 1n subsecuons 1Dl (D12, and ¢ Dy
above. shall be dispiaved so tnar they are cieariy visible unaer ail lighung
<onditions normatly encounterca during business nours.

12) Tothe extent pracucabie. warning tnaterais such as signs. nouces,
menu suckers. or iabels shali be provided by the manuzacturer, proaucer,
or packager of the consumer product. rather than bv the retai seiler. For
ulcoholic beverages. the piacement and matntenance of the warming shail
be the responsibulity of the manu facturer orits distnbutor at no cost 1o the
retatier. and any conseguences {of failurc to do the same shail rest soiely
with the manutacurer or us distributor, provided that the retaier does not
remove. deface. or obscure the requisite signs or notices. or obstruct. mn-
tertere with, or otherwise frustrate the manutacturer s rezsonaole efforts
lo post. mawntain. or penodically replace sard matenais. For preseniption
drugs. the labeling approved or otherwise provided under federi law and
the prescmiber's accepted pracuce of obtaining a pauent’s informed con-
sent shall be deemed (o be a ciear and reasonaoie waming.

t3) The warnings provided pursuant to paragrapns 1111 A) and | 1B}
shall be promunentiy placed upon a product's labei or other tabeling or
displaved at the retad outlet with such conspicuousness, a3z compared
with other words, statements. designs. or devices in the label, labeling or
display asto renderit likely to be read and understood by an ordinarv indi-
vidual under cusiomary conditions of purchase or use.

{41 The warning message must include the following language:

1A} For consumer products that contain a chemucai known (o the state
lo cause cancer:

“WARNING: This product contains a chemzcai known to the State of
Califormia 10 cause cancer.”

1 B) For consumer products that contain a chemucal known to the staie
to cause reproductive oxiciy:

"WARNING: This product contains a chemical known to the State of
California 1o cause bisth defects or othet reproductive harm. ™

(€} For food. ather than aicoholic beverages. sold, served. or other.
wise provided in food facilities, as defined in Heaith and Safety Code sec-
ten 27321(a), which is intended for immediate consumption:

“WARNING: Chemigals known to the State of Califorma to cause
cancer. or birth defects or other reproductive harm may be present in
foods or beverages sold or served here.”

(D) For tresh fruite, nuts and vegetabies:

*WARNING: This product may contain a chemical known to the State
of Califorma to cause cancer. or binth defects or other reproductive
harm.”

{E) For aicoholic beverages. including, wihout limitauon. beer. mai
beverages, wine and disuiled spus:

“"WARNING: Drinking Distilled Spirits, Beer. Coolers, Wine and
Other Alcoholic Beverages May Increase Cancer Risk. and, During
Pregnancy. Can Cause Birth Defects.”

(5) A person in the course of doing business, who manusactures. pro-
duces. assembles, processes. handles. distributes. stores. sells or other-
wise ransters a consumer product which he or she knows 10 contain a
chemical known (o the state 1o cause cancer or reproductive toxicity in
an amount which requires a warming shall provide a WAaITHNg (o any per-
son o whom the product 15 sold or ransferred unless the proguct is pack-
aged or labeled with a clear and rexsonable warning.

ic) Warnungs for occupaucnal exposures which include the methods
of ransmussion and the wamning messages as specified by this subdivi-
sion shall be decmed clear and reasonabie. An “occupaucnal exposire”
i3 an cxposure. in the workplace of the empioyer causing the exposure.
10 any empiovee.

{1) The method empioved 10 ransmit the warning must incjude one of
the following altemative methods:

(A} A warrung that appears on the label or labeling of 2 product or sub-
slance present or used in the workplace. The labei or labeling shali be
premunently displayed on the product or substance and the product or
substance siall be usea under curcumstances which make 1t likely thatthe
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wamings wiil be rcad and undersicad bv empiovees or other individuais
prior to the exposure tor which the warning is given.

1B) A warning that appears on a 3ignin the workplace posted in a con-
spicuous piace and under congitons that make it likely 10 be read and un-
derstood by empiovees and other individuals prior 1o the cxposure ror
which the warning is given.

1) A warning (o the exposcd empioyec about the chemical in question
which fully compiies with all informauon. tramning and labeling require-
ments of the federat Hazard Communication Standarg 129 CFR section
1910.1200, as amended and filed Scpiembper 30. 1986), the California
Hazard Communication Standard ( Cal. Code Regs.. title 8, section 5194,
4s amenaed and filed May 26. 987, or. for pesticides, the Pesticides and
Warker Safety requirements 1Cal. Code Regs., ule 3, ch. 6. subch. 3.
group 3. scction 6700 et seq.. in effect on February 16, 1988) authorized
in Food and A gricuitural Code section 12981 1as amended by Stamutes of
1980. ch. ¥26. p. 2945, secuion ).

1 2) For purposes of paragraph { 1 A} of this subdivision. the waming
shall be provided in terms which would provide a cicar warmng foracon-
sumer product as specified above.

131 For purposes of paragraph t 1)(B) of this subdivision. the following
specific warmmng messages shall be deemed 10 clearly communicate that
an individual is being exposed to a chemicaj known to the state to cause
cancer. or birth defects or other reproductive harm.

1A) For exposure 1o a chemical known (o the state (o cause cancer

“WARNING: This area contans achernicai known to the State of Cal-
ifornia 10 cause cancer.”

{B) For cxposure to a chemical known 1o the state (o cause reproduc-
{ive toxIcity:

“WARNING: Thisarea conins a chemical known to the State of Cal-
ifornia 1o cause birth defects or other reproductive harm.™

(d) Warmngs ior environmentai exposures which include the methods

- of wansmijssion 2nd the waming messages as specified by this subdivi.

sion shail be deemed clearand reasonable. An "environmentai exposure ™
is an exposure which mayv foresceably occur as the resuit of contact with
an environmental medium, inciuding, but not limited 10. ambient air. in-
door air, drinking water. standing water. running water. soil, vegetation,
or manmade or namral substances. cither through inhaiation, ingestion.
skin contact or otherwise. Environmentaj exposures include all expo-
sures which are not consumer products exposures. or occupstionsd expo-
sures,

1) The method emploved to transmi the warming must include the
most approprate of the following ailernauve methods under the circum-
stances:

{A) A waming that appears on a sign in the affected arex. The term
“sign’ means a presentation of wrinten. printed or graphic mazer, The
term “affecied area™” means the area in which an exposure 0 a chemical
known to the state to cause cancer orreproductive toxicity isat a tevel that
requires a waming. A posting of signs in the manner described in section
§776(ex 1) of titte 3 of the California Code of Regulations (s amended
and filed August 15. 1986) shail be sutficient for purposes of this pam-
graph.

(BY A warning which is in a notice maied or otherwise delivered 10
cach occupant in the affected area. Such notice shall be provided at least
once in any threc-month peniod.

{C) A warming provided by public media announcements which target
the affected arca. Such announcements shail be made at icast once in any
three-month period.

(2) Environmental exposure wamings shall be provided ina conspicu-
ous mannerand under such conditions as to make it likelv 1o be read, seen
orheard and understood by en ordinary indjvidual in the course of normai
daily acuvity, and reasonably associaizd with the location and source of
the exposure.

1 3) For purposes of paragraph ( 1)(A) of this subdivision. the following
speciiic warming messages shall be deemed to cleariy communicate that

Rogimar 91, No. 31; $-3-91
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Depariment of Social Services—Department of Heaith Services

§ 12703

an individual is being exposed to a chemicai known to the state o cause
cancer. ar birth defccts or other reproductive harm.

(A} For exposure to a chemical known to the statc to cause cancer:

“WARNING: This arcacontains achemicai known to the State or Cal-
ifornia 10 cause cancer,”

(B) For expasure 10 a chemical known to the state to cause reproduc-
Uve loxicity:

"WARNING: This area contains achemical known to the State af Cal-
ifornia 10 cause birth defects or other reproductive harm. ™
NoTe: Authorty ened: Secuon 25249.12. Health and Safety Code. Reference:
Secuons 25249.6 wng 25249.11. Health and Safery Code.

Histony

I. Amendment of subsecuon tb) filed 6-7-89 &3 An cmeTRENCY; Opersuve 7-1-§9

(Reginer 39, No. 24). A Ceruficate of Compliance must be tansmatied 10 QAL

within 120 davs or emerpency language wiil be repemied on 10-30-89. For
prioc hiswory, sec Reguter 48, No. 53.

2. Certrficaze of Compliance 23 w0 6-7-89 order trangmited ta QAL 10-23-39
md filed 11-22-89 (Reguner 89, No. 48),

3. f&li;'mlmmmofmgmhmbmmtcn 1HC) (Reginter 91, No.

Article 7. No Significant Risk Levels

§ 12701. Generni.

(a) The determnation of whether a level of exposure 10 a ¢chemical
known 1o the state (o cause cancer poses no sigmficant nsk for purpose
of Health and Safety Code Scction 25249.10(c) shali be based on evi-
dence and stapdards of comparabic scicntific validity to the ¢vidence and
standards which form the scentific basis for the listng of the chemicaj
asknown o the siate to cause cancer. Nothingin this article shall preciude
& per3on fom using evidence. siandards, sk aysesament methodoiogies.
pﬁripla.mmpdnmwkvehnmdmibedinmhuﬁchmeuabﬁsh
that a levet of exposure 10 a listed chemicai poses no significant risk,

(b) A level of exposure to & linted chemicat, assuming daily exposure
atthat level. shatl be deemed to pose no significant nsk provided that the
level is d ined:

(1) By means of a quantitative risk asscssment that meetsthe seandards
described in Sectuon 12703;

(2) By appiication of Section 12707 (Routes of Exposure); or

(3) By one of the following, as sppiicabic:

(A) If a specific reguiatory ievel has been cstabtished for the chemicai
in question in Secuon 12708, by application of that level.

(B) If no specufic levei is established for the chemucai in quesuon in
Section 12705. by uppiication of Section 12709 {Exposure o0 Trace £le-
mens). 12711 (Leveis Based on State or Federa Standards) or 12713
(Exposure to Food, Drugs, Cosmeucs and Medical Devices), unless
otherwise provided.,

(¢) The chemicals, routes of exposure and conditions of use specifical-
ly listed in this aructe do notinctude ail chemicais. routes of exposure and
conditions of yse that pose no significant nsk. The fact that a chemical
route of exposure or condition of use does not appear 1n this arucie does
not mean that it poses a significant risk. ‘

(d) This arucie establishes exposure levels posing no significant risk
wiely for purposes of Health and Safety Code Section 25249.10(c).
Nothing in this arucie shall be construed to establish exposure orrisk lev-
els for other reguiatory putposes.

Nore: Authonty cied: Section 25249.12 Heith and Safery Code. Reference:
Sections 15249.5. 25249.6, 25249.9, 25249.10 and 25249.1 1, Health and Safety
Code.

Hisrozy
1. New secuon filed 2-24-88 &3 m emergency: operaurve 2-27-88 (Register 38,
Na. 11). A Cenuficate of Compliance mus: be transrutied to OAL wnhin 120
days or emergency fanguage wiil be repesied on 6-27-88,
2, New secuon refiled 6-27-38 111 emergency: operauve 6-27-38 (Register 88,
No. 27). A Censficate of Complisnce must be transmuzed to OAL within 120
days or emergency tanguage wiil be repeated on 10-25-88.

3. New secuon retiled 10-17-88 &5 an emeryency: opersuve: lO—?S—SB(Regx’ng-
88, No. 44). A Certificuie of Complisnce rmm be transmuned to QAL within

120 days or emergency ianguage wiil be repeated on 2-22-89,
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4. New secuonrefiled 2-21-89 83 #n emergency: operstive 2-22-89 (Regisier 29,
No. 101. A Ceruficate of Compliance must be transmutted (o QAL within 120

days or emergency language wiil be repenicd on 0~22-89.

5. Certificate of Compiiznce including emendment transmiged to OAL 6-9-89
znd filed 7-10-89 (Reguster 49, No. 301.

$12703. Quantitative Risk Assesasmant,

{a) A quantitative risk asscssment which conforms 1o this section shal
be deemed 10 detcrmine the level of exposure to a listed chemical which,
assuming daily exposure at that levei. poses no significant risk. The
assessment shall be based on evidence and siandards of comparabie
scienufic validity to the evidence and standards which formthe scientific
basis for listing the chemical as known 10 the state to cause cancer. In the
absence of principles or assumptions scicntifically more appropriate.,
based upon the available data, the following default principles and as-
sumptions shail apply in any such assessmeng:

(1) Animai bioassay studics for quantitative risk assessment shail meet
generally aceepted scientific principies. including the thoroughness of
experimental protocol. the degree 1o which dosing resembies the ex-
pecied manner of human exposure. the temporal expasure pantern. the du.
ration of study, the purity of test marerial, the numberand size of exposed-
groups. the route of exposure. and the extent of tumor occurrence.

(2) The quality and suitability of available epidemiologic data shail be
appreised 10 determzne whether the study is appropriate as the basis of 2
quanutative risk assessment. considering such faciors as the seiection of
the cxposed and reference groups, reiiable ascertminment of exposure,
and compicteness of follow—up. Biases and confounding factors shall be
identified and quantified. :

{3) Risk analysis shall be based on the most sensitive study deemed to
be of sufficient quality. i

{4) The results obtained for the most senxitive study deemed to be of
sufficient quality shail be applicabie to ail routes of exposure for which
the resuits are refevane,

(5) The absence of a carcinogenic threshold dose shall bo sssumed and
no~threshoid models shall be utilized. A linearized multismge model for
exwapoiation from high 10 low doses, with the upper 95 percent confi-
dence limit of the lincarierm expressing the upper bound of potency shall
be utilized, Time—to—tumor tnodels may be approprints where data arc
available on the time of appearance of individual tumors, and partcularty
when survival is poor due to competing toxicity.

(6) Human cancer potency shall be derived from data on human or ani.
mal cancer pateney. Potency shall be expressed in reciprocal miiligrams
of chemucai per kilogram of bodyweight perday. Interspecies conversion
of animai cancer potency to human cancer potency shall be determined
by muitplying by a surface ares scaling factor equivaient to the ratioc of
human (0 animal bodyweight. taken to the one-third power. This is
equivalent to a scaling factor of 14 when extrapolating from mouse data.
and a scaling factor of 6.5 when exmrapolating from rar data.

(7) When availabie data are of such quality that physiclogic, pharma-
cokinetic and metaboiic considerations can be taken into account with
confidence. they may be used in the risk assessment forinter—species, in-
ter~dose. and inter-route extrapolations.

{8) When the cancer risk appiies to the gencrai popuiation, humsn
body weighs of 70 kilograms shall be assumed. When the cancer risk ap-
pliestoacenain subpopulation, the following assumptions shallbe made.
a8 appropriate:

Subpopulation Kllograms of Body Weighs
Man {18+ years of age) 70
Womsn ( l:; yexrs of age) ;:
Womsn with concepnis
Adolescert (11-18 years of age) 4
Child (2-10 vears of age) 20
Infant (0-2 yesrs of age) 10

{b}Forchemicais assessed in accordance with this section, the risk jev-
ci which represents no significant risk shail be one which is caicuiated 10
resuit in one excess case of cancer in an exposed populatien of 100,000,
assuming lifetime exposure at the ievei in question. exceptr where sound

Ragistor #L Mo 41; 1002
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MEMORANDUM TO AGENCY CHILDREN’S EXECUTIVE ORDER CONTACTS

From: Gary S. Guzy A

Counselor to the Administrator

Subject: Proposed Revision to Draft Executive Order

As you know from our several discussions, EPA believes that one of the principles
underlying the Executive Order should be our efforts to share with the public how much we do
and do not know about the effects of regulatory actions upon children. The current draft
(2.5.pm.1) generalizes this objective through the annual report requirement in section 3-304.
While useful, we do not believe that this goes far enough in addressing the draft Order’s basic
objective of either protecting children, affirmatively explaining why an agency may be making a
different choice, or indicating that information is lacking to allow for a fully informed decision on
child-specific concems. !

At the same time, we are very mindful of the concern expressed by a mumber of agencies
that the Order not require agencies to set forth 2 “Kick Me” sign with findings that could have
adverse litipation consequences. :

We therefore propose including the following language, added as subsection (d) of 5-501:

«A description of the data or information, if any, which was employed tc assess child-
specific risks or hazards.”

It is our view that this language would move towards providing more transparency in the
context of particular rulemakings, but that it would remove any adverse judgments from such
statements and the likelihood of any statements being used successfully against an agency in
litigation. It is intended only to require neutral explanations of the information used to reach the
judgments contained ina regulatory action.

Please contact me at (202) 260-7960, or Bob Dreher at (202) 260-8040 if you would like
1o discuss this approach further or if you have any particular concerns about it. Thank you for
your continuing prompt attention to this matter.

(%) RecycledRecyclable
SRy P e
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Office of the Secretary

Office of Public Health and Science

Office of Disease Prevention and Ilealth Promotion
200 Independence Ave, S.W., Room 738-G
Washington, D.C. 20201
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DATE: February 20, 1997

ITO: Diane Regas, DPC 456-5589 I

FROM: Dalton Paxman, Ph.D.
Senior Health Sciences Advisor

e —————————————
e e

TELEPHONE: 202/205-5829 FAX: 202/205-9478

Message:

Diane, here 1s the necessary information for clearance for the meeting on the Children’s Environmental
Health Executive Order:

Dalton Paxman (OPHS) BD| PE/(b)(6) I o)

Earl Fox BD (OPHS)[ P6/(b)(6) |

Kenneth Olden (NIEHS) BI
Richard Yackson (CDC) BD,

<>
William Raub (ASPE) BD{ PEI®)(6)
Catherine Lorraine (FDA) will be joining us by phone from Houston
Please [et me know if you need anything clse.

Dalton

PB/(b)(6}
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Servics
. -
| e . National instintas of Health
. Nationa! Institute of Child Health
and Human Development

Buikding 31, Room 2A03

31 Center Dr. MSG - 2425
Bethesda, Maryland 20892 - 2425
_ Phone: (301)496 - 3454
. FAX: (301)402 - 1104

DATE: February 4, 1997

TO: Leslie L. Clunc
Associate General Counsel, Office of the General Counse!, OS

FROM: Director, Nationa! Instinite of Child Health and Human Developmen:, NIH

SUBJECT:  Proposed Executive Order Entitled “Protection of Children in Federal
Environmental, Health, and Safety Actions”

COMMENTS ON DOCUMENT #154934

The NIH has serious concerns about this draft Executive Order. The topies it is intended to
encompass are inconsistent, unclear, and confusing throughout the document. Commas make 2
big difference here. It is one thing to address protecting children in environmental health and
safety actions. It is far broader and more complex to do so for environmental, health and safety
actions, where health and safety must be considered separately and not just in relation to the
modifier “environmental.” If the intent is to have this order affect just environmental health and
safety concerns, as much of the language implies, the wording needs extensive revision to make
this clear. If not, the effects are so broad that this issue needs extensive discussion--it is
inappropriate to be asked to agree to something this sweeping out of the blue in one day. The

. aim is difficult to take issue with, but the mechanism and scope need discussion.

inosr gt

Duane .Alexandcr, M.D.
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TO: Joel Johnson

FROM: Susan DeLaurentis
DATE: December 3, 1996
RE: Pediatric Data for Pharmaceuticals

Thank you for your willingness to pass along our proposal to the uppropriate White
House staff for such matters. As you have requested, T will briefly describie here the “best case
scenario” from our view. We have been discussing this issue (i.¢., the need for pediatric data)
with David Kessler, Bill Schuitz (his deputy), and their lawyers aver the past year, and I think
you will find them supportive as well. Everyone has put a lot of time into this and it has been
productive.

The following scenario presents the President with the most visibility on what we believe
will be a very popular, “Christmas-present-to-all-children” initiative. If this scoms right to the
White House, we can -- and must -- begin work immediately. (It would be particularly helpful if
there were a White Housc staff contact for us. With most of our issues we would go directly o
the AIDS staff, but this is obviously broader than AIDS alone.)

We propose that some time during the week of December 16, the President issue an
Executive Order, directing the FDA to take immediate regulatory action to ensure that all drugs
be proven safe and cffcctive for use by children prior to their approval by the FDA. We propose
that the President sign the Order in the Oval Office, with children, parents, and pediatricians
present. We would ask that the President dedicate this action to Elizabeth Glaser and her work to
improve child health, and that the Pediatric AIDS Foundation be included in the event.

A proposed action plan detailing the steps that need to be taken, including what should be
included in the President's Executive Order and accompanying statcment, is attached to this
‘memo. We would be happy to help in effectuating this plan in any way possible -- from drafting
the Executive Order. to generating support in the media, to making physicians, parents, and
advocates availuble for comment. Just let us know what we can do.

. We arc very excited about this proposal, and appreciate your attempt to steer us toward
the appropnatc decision makers.

Thanks again for evérything.



FROPOSED ACTION PLAN

o During the week of December 16, the President would issue an Execntive Order and
accompanying statement, directing the FDA to take immediate regulatory action to ensure

that all drugs be proven safe and effective for use by children prior to their approval by
the FDA,

) The Executive Order would:

® Describe the dire need for pediatric data. The Order would cxplain that 80% of
all drugs currently on the market have not been proven safc and effective fur use
by children. The Order would explain the ramifications of this situation, namely
that (1) children are being denied life-saving therapies because physicians are
afraid to prescribe potentially toxic drugs that have not been approved for use by
children, and (2) children may be exposed to an increased risk of adverse
reactions or decreased effectiveness of the drugs prescribed because pediatricians
do not have appropriate dosage data.

e Explain that FDA has the statutory authority to require pediatric data prior to
its approval of a new drug. The Order would explain that pursuant to the
approval and lubeling requircments of the Food, Drug, and Cosmetic Act, the
FDA has the authority to require padiatric data.

® . Direct the FDA to promulgate regulations requiring, as a condition of approval
Jor all new drugs for which children are foreseeable users, that pharmaceutical
manufacturers submit pediatric safety data, and, as appropriate, pediatric
efficacy data.' The Order would direct the FDA to promulgate new regulations in
accordance with the "notice and comment™ procedures of the Administrative.
Procedure Act,

. Direct the FDA to issue the proposed regulations as soon as possible. The

Order would direct the FDA to publish, within 90 days, new proposed regulations
for public comment.

* In most instances, efficacy data for use by children can be extrapolated from adult
efficacy data.



The statement accompanying the Executive Order would:

[ Describe the urgent need for pediatric data.

[ Declare that drugs should be safe and effective for all foreseeable users, not just
adulls.

. Speak about the need to ensure that children share in and benefit from
therapeutic progress.

® Dedicate this action to Elizabeth Glaser, and her work tn imprave child health.

(Note: December 3rd was the 2nd anniversary of Elizabeth's death from AIDS-
related complications,)

Prior to issuance of the Executive Order, David Kessler and Bill Schultz (as well as PAF
representatives) would be consulied about the wording of the Order to ensure that is on
¢lear legal footing.

Children, pediatricians, scientists, and advocates would be present when the President
signs the Order. Attendees could include:

® Representatives from the Pediatric AIDS Foundation
® Children with lifc-threateming illnesses, such as ATDS and cancer
. Parents of children with life-threatening illnesses who have been denied needed

therupivs because of the lack of pediatric data
® Pediatricians and scientists who have advocated for the need for pediatric data
Pediatric AIDS Foundation and other child advocacy organizations would issue press

releases lauding the President's efforts to protect the health and safety of American
children.
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.S. Department of Labor Assistant Secretary lor Policy
us P wWashinglon, 0.C. 20210

January 31, 1997

MEMORANDUM FOR:  BRADLEY CAMPBELL
FROM: SETH HARRIS

SUBJECT: Preliminary Comments on the Children's Environmental
Health Executive Order

You asked that we send you preliminary comments on the draft executive crder (E.O.)
for inclusion in the version being prepared for Monday. We will have additional
comments next week.

As indicated during the conference calls, DOL's preference Is to limit the E.O. to
children under the age of 14. This could be accomplished in the definitions section and
by including a statement in the opening section along the lines of EPA’s comments this
morning (e.g., the science indicates problems manifest in younger children; therefore,
the focus of the E.Q. is on children under 14). We would be willing to explore other
options for excluding teenagers 14 ghd older.

An alternative (but less acceptable) approach would be to insert the following language
into the opening section:

While some health or safety agencies have statutory missions predominantly
directed toward certain age groups, such as the working-age population or the
elderly, other agencies have more general mandates to protect public health or
the environment for the benefit of all Americans. The-.intent of this Executive
Order is to assure that the latter agencies adequately consider heaith and safety
hazards to children when developing regulations and programs.

If the final decision is to include older teenagers, we recommend the following language
changes: :

- Section 3-302. The Department of Labor should be included in the IWG. NIOSH
should also be included because it does the bulk of the research on occupational safety
and health.
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- Section 3-303(c). Cut sentence requiring pamphlet. Allow IWG tg determine best
outreach approach.

- Section 6-601. Suggest "For each significant regulatory action initjated after the

effective date of this E.O. that addresses the environment, health or safety, each
agency shall provide the following information, {g the extent practicable. ...” We need

some language to assure that these requirements do not (1) interfere with current
rulemakings, and (2) impose huge analytical burdens on the agencies. OSHA risk
assessments and regulatory analyses already consume considerable resources.
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FDA COMMENTS ON

DRAFT EXECUTIVE ORDER TO PROTECT CHILDREN
FROM ENVIRONMENTAL HEALTH THREATS

While parts of the draft executive order (sach as the second tuller) appear to address 2 wide
range of health thrests to children, other parts (such as the ttle and first bullet) appear to be
fimited to environmental health threats. FDA recommends thatthe scope of the executive
order be brosdened beyond just envirenmental health threats. Limiting an executive ardes 1o
environmental health threats could imply that the mast sigpificant health threats faced by
children are environmental ones. In FDA’s view, while eavironmental threats are important,
they are not the only significant health threats faced by children.

While EDA recognizes the benefit of focusing specific attenfion on health threals to children,
FDA is concemed about kayering additional requirements on the regulatory process in
circumstances where they will not add “value” 1o the process. Thus, FDA recommends that
any new analysis I ing effects on children’s health be targeted at regulations that (1) bave
potential disparate health impacts upon children and (2) are significant regulatory actions s
defined in Exec. Order 12866. :

The Srst limitation (that as analysis of effects on children be limited to regulations with 2
potential disparate rmpact an children) will insure that new regulatory reviews are not
required unless there is 2 specific reason to be concerned about children. The second
limitation (that an analysis of effécts on children be limited to significant regulatory actions)
will target the new analysis to the regulations which have the greatest effects and which are

. already required to be subject to 2 formal cost-benefit analysis. Ifthe executive order 18

targezed in this way, it will formalize what FDA should be — and is — aiready doing

The draft executive order requires that certain I ;ons be “adequately protective” of
children’s health FDA suggests that this standard be made less vague and more affirmative
by requiring that the regulations “protect” children’s health, In addition, whichever standard
is used, it may be necessary to clarify that the requirement to protect children’s health applies
“45 the extent permitted by law.” Without such a qualificatien, the ex jve order could be
construed as an attempt to override existing statutory authontes.

The draft executive order also requires an “effinmative finding” that certain regulations are
adequately protective of children’s health A better approach might be 1o follow the Food
Quality Protection Act and require “a specific determination regarding the safety ... for infants
and children” (sec. 408X ZYCHIND)- The specific determination language has the
advantage of not requiring an affirmative finding where this would be impossible due to lack

of complete information or a conflicting statutory mandate.

FDA does not object 1o restricting the pamphlet for families (which is addressed in the thand
bullet) to just environmental health threats. However, FDA does have questions about
implementation, including whether the pamphlet is 3 one-ume project or &n annual one,
whether a significant commitment of resources will be required, and who will tzke the lead in
preparing the pamphlet
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January 31, 1997

TO: Brad Campbell
Council on Environmental Quality
2
FROM: f‘ Jetfrey Hunker
Department of Commerce

SUBJECT: Draft Exccutive Order on Children’s Llealth and Safety -- Proposed Amendatory
Language i

We appreciate the opportunity to comment on this inidative.

As I mentioned during the confecence call yesterday evening, Commerce believes that the
proposed Executive Order would be counterproductive -- and even open to derision as cbviously
overbroad-- if were to apply to all agencics regardless of the nature of their programs, and to
“each significant regulatory action addressing the environment, health, or safety” regardless
wh_cthi:r the action has a reasonable possibility of affecting children’s health or safety. We thus
think it critical that the Order be revised to apply only to agencies with relevant responsibilites,
and to regulatory actions having a reasonable possibility of being particularly relevant to
children’s health or safety. The following revisions are suggested to achieve this purposc.

(1) Revise scction 1-101 and 1-102 (“Policy™) by substituting “cach covered Federal agency” for
“sach Federal agency” in each subsection;

(2) Revise sections 22201 and 2-202 to

(a) Define “Covered Fedéral agency” and “Covered regulatory action” rather than
“fiederal agency” and “Significant regulatory action;” and

(b) Define “Cuovered Federal agency” as meaning “an Executive agency,-as defined in 3
U.S8.C. 105, which has any responsibility reasonably having any potential special
effects upon environmental, health or safety hazards affecting children. ... ;” and

(¢) Define “Covered regulatory action” as meaning “ any regulatory action that is likely to
result in a rule that may adversely affect in a material and special way the environment,
health or safety of children;™ and

(d) Revise section G to refer to “each covered regulatory action” rather than to “each
significant rcpulatory action addressing the cnvironment, health, or safety.”

YNate: this winlid dmp entirely the economic effects tcst, as well ad (e other tests, currently used in thig
Jefinition, 45 none of these is relevant to children’s bealth ot safely; morcover, il these values might be placed materially
at risk hy i regulatary action, that action ought o be subject o the Order evea if it is not “significant™ for other reasons.
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IN FEDERAL MONMENTAL, HEALTH, AND SAFETY ACTIONS

" America’s children are this country’s future. Preparingourehil}hmforthezist'cehmryis
: amnngourmostimportnntmdonalpﬁurlﬁes. Toﬁﬂﬁndﬂsgskwenmstmognizcthat
i jque threats fram an array of hazards. A growing

.- chiidren's immunelogical, digestive and other bodily systcms are still develaping,
: making them more susceptible to toxic pollumnts and othér'environmental bazards;
« . Children eafmare food, drink more fiuids, and breathe more air in proportion to their
. body weight than adults, and spend more Gme outside in play, so they may be more
'aposedtomx‘;bpouumandoﬂnt'mvimmnumlhamds;- o

S ¢huamar=iess-ahle-uﬁnmdmn'mg'ﬁzéudinpfnmmmelvesﬁui-a;xpém
: _tumxicpolmnntsmdoﬁ:ﬁcuvimmnmhlhm;dg.and ' . o

. Children face poteryial exposures 1 taxic pollutars over their entire lifetime; with the
~ possibility of mare ‘significant bealth impacts. : . '

. - Chilq:en‘s size-and weight can affect how well they are prote:.tcd by safety feadtures;

- Children have.acﬁvity' patterns that are different from those of adults, which affects
.'_ihcircxposummhcalthandsafétyrisb;’ -
. Ch:.ldren are less able to pi:uhéct mémsel‘-'es from risk, and less tcspbnsivc to warning

. Wile responsible Rederal agencies consider the effect of their work on children, existiog -
standards were detived in many instances principally from data on adults.” Fhe array apd : °

. complexity of environmental, health, a0d sa{<Ty tureats facing childrea today, apd the . .

ugcertaintics in the adequacy of exisdng protections derived principally to protect adults, pose

- - a significant challenge to our ability to protect cur children’s health and safety. = -
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The Federal governinent is responding Vigorously to this. challenge, acting to address threats to’
children’s efvironmental heslth in the new Food Quality. Protection Act, accaunting for
children in the development of new standards for passive restraints in cars, and taking
" administrative acdon 10 protect children from tabacco, Jead, and other hazards.” But we should :
do miore., The Federal goverpment must establish a pational policy to protect the beaith of :
- American children from, environmental, health, and safety bazards, and apply its resources,
 cnding its scientific research capabilities, in a coordinated and efficient marmer to address

Ouly by tniloring govermmenial actions, including the ‘setting of hcalth and safety standards, 10
" . recognize and address the oftentimes greater mpact that environmenta) poltutants and other
. health and safety azards have upon the healdh of our.children, can we cnsuze our children’s
healthy and productive futres. Thé task before us islarge —~ developing the basic scicntific
xpowledge of how toXic chemicals and other enviropmental, health, and safety hazards may
differcatially impact on children mmay take years. But the need to act, and to act prompuy, 1o -
protect the future of our pation cannot be disregarded. ST .

NOW, THEREFORE, to establish 2 coordinated federal strategy for the protection of
children from the risks of exposure to toxic pollutants and other enviroomiental, health, and
safety hazards, and by the authority vested in me as Presideot by the Constitution agd laws of

. the United Staves of Amcrica, it is hereby ordercd as follows: ' -

Section 1, Policy.

1101, The head ¢ each Federal agency shall, to e greatest extrat practicable.
permitted by 1aw, and consisten with the agency’s wmission, establish the protection of children
" from enviro ' .hcalﬂl_nndsafctyh_azardsasa.pridrity.furtha:'agmbj'.' :

- 1-102. The bead of cach Federal agency shal]cn_ﬁuréthatmepoqmﬁal impacts upon -

* children of environmentsl, health, or safety bazards arising from or rclated to the activitics of

* that agency are copstdered and addressed by that agency to the fullest extcnt permitted by that

thority. , ¢ .0 .

agc_nqts—-sf%gbw T 5y ?-?tyc{oe gﬁ'ﬁ: %}204"'-’6& n%ﬁ\c‘lf{)w C’A‘.P"TY out —i*g:{, /
e Aot SV (e Fncdples, and plrior a
ngﬁ‘;‘iﬁﬁ&i&iwuﬁ;wg, ) pres o ]o vhes
&7 Section 2. Defimnions. Thefollowingdsﬁmlionssha]]apph/tothismdcr.

2201, M@g-m.m&mwagm.as&ﬁ:ﬂmsu,s.c 105. For °

_ pu:posés' of this order, military departments, as qcﬁned in 5 U.8.C. 102, ar® covered uiider - -
the auspices of the Department of Defense. ' - -

e ot el me N e otory
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e ission (CPSCY); the Council on Exvironmental Quality (CBQ); the Department of

L o AL Ay uo £ amomSES - . iy ' . . . g

. ® .
S —4 ,
. (@) . Hivegr anm:aleﬁ'cctonﬂleeconomyofﬂﬂﬂnnlho ot mmore of adversely
. affect in 3Bageria wayﬂ:emnon:y.aacdnr fie cconomy, productivity,
'mmpeuuon.jo ~thig epvironment, public-fieaith or safety, or State, local, or '
.mbalgov.-:mmcntsarm nities;
() - Creatc a scrious incomsister Msemmrfercwllhanacuonpl:mncdt:r -
R mkmbyanoth::ag )
«©). Materially altec thot mry:mpactof Sthents, grams, uscr fees, orloan
- pmgmnsm- e nghtsandobbg:mons of recipients theeegf; or -
(& Raise o leplorpohcymsucsansmgmn:oflegal sandalessthe President’s ;) -
‘pHofitics. orths:pnzcxplessdfonhmtmsﬁxaamvcordu S K

- (NOTE: 2-202 is taken vesbatim from EO 12266]
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3-301. Wi:hln GOAays of thc signing of this order, thmsihall be mnblmhad an
imeragency working group (IWG) on Children’s Health IWG, which shall have gencral
ovc.rslght of the melamemﬂon of this o:dcr ' -

3-302. ‘I'hCIWGshallbemmpnscdofmpr:sm 5 of Federal agencies and White _/

| Huuscofﬁnasw;mmponsibdm:rforthe gulaﬁonofnsbfmmmxlcponmmorome.r

eaviropmental, hcalth,orsafatyhamds ‘or whose activitics sy substantially affect such .

-h;md:,orwhichcondnds scicntific or medical research rclated o such risks or hazards.

Membqragemmsshﬂlmdude,bumnmhmﬂndw,unmnsumumns;&ty - “J

(USDA); the Deparunent of Health and Human Scrvices (HHS), including, the

. - Centers for DiseascCommlandPtevennon(CDC) thePoodfandeugAdmmswaIm ' ”S‘gk )

. Domestic Policy Couscil (DPC); the Environmenial Prowction Agency (BPA)!

(FDA). axd the Natiopal Institutes of Health (NIEH); the Department of Justice
Mamgemcnt and Budget (OMB) and thc Office of Science and chhnolugy Policy (OSTP)-

-3-303. The IWG sha]l dcveop a coutdmated Pcdcral straxegr for Ch:ldren s Health

A‘ Safcw , o mdud: at least the follovlmg clc:mcnts C‘,LU"'P\[ ',\6\’ ou‘{d /

' () ‘Statements of gu.udm,g pnnmpl:s gencml pohcy. targeted amual pnuntu:s
: -thathllgovamtlwl‘edﬂtalapproachtn thegoalsoftlusmdst .
) .Awmﬂnamdmcaxchagmdaformemgovmmmmumgswpsm ,
... tmplemnen the plan for the consolidared research databasc developed pursuant to
':~samon4ofmmoxdar andaptcparanonofac:uss-dlmngbudgettn -
. - accomplish this research. Thisagendashnnadnmssmnne:esamhnmds
m:ludmg addmamgmnluplc :xposurcsaudummlatlvch:althnsksfacmg
_ infants and children. ‘It should explore app'rupﬂatepamcﬁhlps between the
Federal guv:rnmcnr and other branchﬁ ofgovanmnntandﬂxepnvatc

DRAFT-1130- -OOpm o 3
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© - Recommendations for public outreach and information-shariag to assist families
" in evaluating risks to infants and children in making informal consumcr choices,
and to cstablish private-scctor partnerships for cooperatively achieving the goals
* of this oider. As part of this effart, the IWG shall publish a joint pamphlet for
- distribution to familics assessing children’s enviropmental, bealth, or safety
threats, and providing practical tips for family protection and additionsl sources’
7. of governmental informadon. ‘ ' '
(d) An identification of ten high-priority initiatives for the Federal government to
- updertake in advancing protection of children’s health and safcty.
() A smtement regarding the desirability of new legislation to ensuge that the
purposes of this Executive Order are carricd out. . ST

" 3-304. The IWG shall be composed of the Secretary ot hcadof eabh.'of the member
agencics, or their designess at the Assistant Secretary level or its lcquwal.':nt ' o

3-305. The WG may establish subcomunimees and wWorking graups as appropriate to
assist the IWG in carrying out its obligations and responsibilites under this order, '

3-306. The Administrator of the Bavironmental Protection Agency shall serve as-
interim chair of the IWG with responsibility for arranging the first meeting. At the first
meeting, the IWG shall élect 2 permanent chair, who will secve for-a period of one year.

. Subsequent chairs shall be elected by, the IWG to sexve for one-year terms, with noone |
member agency holding the. chairmanship of the IWG for more than two copsccutive onc-year

' 3.307. The IWG shall exist for & period of four years. At least six months prior to the
cxpiration of that period, the member agencies shall assess the need for continuation of the
IWG or is fupctions; and make appropriate recommendations to the President.

. 4401 Witin six months of the date of signature of this order, the White House Office
of Science and-Technology Policy apd the National Science and Technology Committee shall
presemt to the IWG a proposed plan for establishing, maintaining, and kecping curremnt a

' consolidated research data base that lists-and describes all research conpducted or funded by the
Federal goveimment that is relat to adverse health offects.in children and jofants resulting
~ from exposure (o toxiIc pollutants or other environmental, health, or safety hazards. This plan
- ghall iricinde recommiendations to ensure that the activifics of the TWG and other requixements
. of this Excative order are fully integrated with, and pot duplicative of. other current of
- planned injtiatives with respect to children’s health and safety.
.‘ _

. 44m. The proposcd plan shall promote the submission of i_nfbrm;ﬁoﬁ.on academic
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umlcdwrpnvar:rsarchfnr mchmonmthcdam base

'4-403. The plnn shall mslude prowsions t cusu:e tbat lhc aousohdared rmrch dam

.~basc|,samlablctothepubhc mthcscmnnﬁcandacadcmmcommumuns and w all Federal

5-501. Amummmw The bead of cach agency subja:tto ﬂns
Exicntive Order shallprescm:anaumnl 1sport to the IWG on rescarch, data, or other: -
mﬁ:unatwnthaxshouldbcdcvdnpedtomhamemeagqq xabalnymundmlznd analyze,
apd respond to eavironmental, health, and safcty risks to children.” This report shall include

. Mnmdsﬂmhavebeemd:mﬁedmthccwxscofﬂ:eagmcyapmgmmsand '
acrivities, and shall be provided to the White House Office of Science and Technology Policy

" and the National Science and Technoloy Commitee for mnsxdcranon in estabhshmg rcsmh

: pmmncs ' o _ : "t

3 6—601 Forca:hslgmﬁczntmglﬂamty action mn:nt.hmlth,or' : R
snfnyeachagencyshanpm i mctol!owhginformaucn. partof

uwndea i_‘. |'L-‘5’66

"(a) Anwaluanonofwh:th:rﬂ:cpnnp“mgulamamonaddmsesanamam
G whmh:hﬂdrmmaybeztgmar:tnskﬂmnth:genemlpopdauw

RONE An asscssmcut of putl.'nnally effective’ and feagomably feasible alternatives tomc |
pruposcd tcgnlatnry acrion that have becn idenfified by the agency or the pu'bl.ic
‘and that may ‘be more pmtnd:ve of chﬂdren, and

- (e) An explananon of why thc?enpaueé regulato:y action is prcfemble to thc
' identified potenual altermative(s).

[@Ue\ns oM weWA 05" ﬂ"‘—‘-&. &\w\*"" “““‘Q %‘S ]
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-101 This utdnnsnatmx:nded andstmuld notbcconsu'uedtoamte any nght
" benefit, or trust l‘c-SpOnﬂblhly substantive of procedural, enforcesble at law or equity by & .
.. pasty against the United States, its agencics, its officers, or fts employees. ‘This order shall not
be construed to creats any right to judicial review involving the compliance or nopcompliznce
* with this o:du'by tthmmdSmes s agenmes. xts ofﬁcm orany oﬂ:erpemon

1—702 Federal a.gl:m:lcs shauld unplemcnt thls ordar cansustent wnh_ and to th: extent

 DRAFT-130;1:00pm 0 s S
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'pu-mlued by. ex:.sung law

) 7-703 “This ordcr shall be effemw nnmedxa:c and . c
'r:vobd_, ' ly shau comume to be in cft'ect unul
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FDA COMMENTS ON

DRAFT EXECUTIVE ORDER TO PROTECT CHILDREN
FROM ENVIRONMENTAL HEALTH THREATS

. While perts of the draft executive order (such as the second bullet) appear to address a wide
of health threats to children, other parts (such as the title and first bullet) appear to be
limited to environmental bealth threats, FDA recommends that the scope of the executive
order be broadened beyond just environmental health thrests. Limiting an executive order 1o
environmental health threats could imply that the most significant health threats faced by
children are environmental opes. In FDA's view, whilc eavironmental threats are Importart,
they are not the only significant health threats faced by children.

. While FDA recognizes the benefit of focusing specific attention on health threats to children,
FDA is concerned about layering additional requirements on the regulatory process in
circurnstances where they will not add “value” to the process. Thus, FDA recommends that
any new analysis regarding effects on children’s health be targeted at regulations that (1) have
potential disparate bealth impacts upon children and (2) are significant regulatory actions as
defined in Exec. Order 12366.

The first limitation (that an analysis of effects on children be limited to regulations with a
potential disparate impact on children) will insure that new regulatory reviews are not
required unless there is a specific reason to be concemed about children. The second
limitation (that an analysis of effects on children be limited to significant regulatary actions)
will target the'new analysis to the regulations which have the greatest effacts and which are

. already required 10 be subject to a formal cost-benefit analysis. If the executive order is :
targeted in this way, it will formalize what FDA should be — and is — already doing. :

<

. The draft executive order requires that certain regulations be “adequately protective™ of
children’s health. FDA suggests that this standard be made less vague and more affirmative ;
by requiring that the regulations “protect”™ children’s health In addition, whichever standard
is used, it may be necessary to clarify that the requirement to protect children’s health applies
“to the extent permitted by law.” Without such 2 qualification, the executive order could be
construed as an attempt to override existing statutory anthorities.

. The deaft exetutive order also requires an “affirmative finding”™ that certain regulations are
adequately protective of children’s health A better approach might be to follow the Food
Quzlity Protection Act and require “a specific determination regarding the safety ... for infants
and children™ (sec. 408(bX2XC)()NI))- The specific determination language has the
advantage of not requiring an affirmative finding ‘where this would be impossible due to lack
of complete infonmation or a conflicting statutory mandate.

. FDA does not object to restricting the pamphlet for families (which is addressed in the third
bullet) to just enviropmental health threats However, FDA does have questions about
implementation, including whether the pamphlet is a one-time project or an annual one,
whether a significant commitment of resources will be required, and who will take the Jead in
preparing the pamphlet

i
.
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CPSC STAFF* DRAFT
September 16, 1996

Recommended Changes to:

“Discussion Draft
Executive Order to Protect Children
From Environmental Health Threats”

The goals of the draft outline for the Executive QOrder ("outline™) are laudable.
However, it could have the unintended consequences of greatly increasing the
regulatory burden on agencies and significantly delaying important health, safety
and environmental standards. CPSC staff believes one important modification to
the cutline is needed.

As currently drafted, the outline would require agencies to make “affirmalive
findings " that infants and children would be protected by any regufation of a
chranic chemical hazard to which they could be exposed. To gather the data to do
this could be very costly with litte overall health and safety benefit, particularly in
many cases for consumer products that contzin a potentially chronic chemical

hazard. _
Thus, a change in the draft language of the Executive Order should be made to
take the above into account. Specifically, we would replace the sentence in the
second bullet beginning "/t would require an affirmative finding ...~ with:

"It wauld require that any new regulation contain a statement that the
heatth risk to infants and childran was considered during the
devejopment of the regulation and the reasonably available
information Supports a conclusion that they are adequately
protected.”

1

* This draft does {:so_t necessarily refiect the opinions of the Commissioners

TOTAL P.@2
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MEMORANDUM TO:

CEQ

FROM : BRADLEY M. CAMPRELL

RE: THE CHILDREN'S ENVIRONMENTAL HEALTH EXECUTIVE ORDER

The phone lines are:

code number:

6219

(202)
{202)
(202)
(202}

456-6755

456-6766

456-6777
456-6799

[doo2

1/30[97



01/30/97 THU 14:04 FAX 2024566456

CEQ

Children’s Environmental Health Executive Order

MEETING ATTENDEES:
Name

Bradley M. Campbell
. Bill Dinkelacker
Elizabeth Drye

Lynn Goldman

Gary Guzy

Diane Regas

Polly Milius

Sylvia Liu

Kathy Wallman
Michael Fitzpatrick
Don Arbuckle
Richard Jackson

- Ronald Matzner
Jason Shogren
Leslie Kux

Sharon Smith Holston

Catherine Lorraine
Mary Agocs

Ron Medford

Pamela Gilbert
Camille Mittelholtz
Carrie Jelsma
Dalton Paxman

Jim Simon

Elgie Holstein

Jim Aidala

Eric Rubel

Jeffrey Hunker

Rob Fairweather
Bob Dreher

Bob Nordhaus
Camille Asaredeo -

Agency

CEQ
DOT
WH/DPC

EPA/OPPTS

EPA
WH/DPC
DOJ/ENRD
DOJ/ENRD
NEC
OMB/OIRA
OMB/OIRA

NCEH/CDC/HHS

SBA

CEA

FDA

FDA

FDa
CDC/HHS
CpsSC
CPsSC
DoT

OMB

OPHS /HHS
DoJg

NEC

EPA
cPpsc
Commerce
OMB

EQA

Duv

(202)
{202)
{202)
(202)
(202)

{202)

(202)
{202)
(202)
{(202)
(202}
(770)
(202)
(202)
(301)
(301)
(301)
(202)
(301)
(301)
(202)
(202)
(202)
(202)
(202)
{(202)
{(301)
(202)
(202)
(202)

Telephone

456-6224
622-1258
456-5573
260-2902
260-7%60
456-5589
514-1442
305-0639
456-2620
395-1247
395-58987
488-7000
205-6882
385-5012
827-1127
B27-34590
827-3360
690-8598
504-0554
504-0550
366-4861

395-4727 .

205-5829
514-3370
456-2800
260-2897
504-0980
482-6055
395-¢6827
260-8040

FAX

456-0753
622-1294
456-7028
260-1847
260-3684
456-7028
514-4231
514-42331
456-2878
395-3047
395-7245
770 488-7015
205-684¢
395-6853
301 443-0739
301 443-5930
301 594-6777
650-7519
301 504-0407
301 504-0121
366-7618
395-5836
205-9478
514-0557
456-2223
260-1847
301 504-0403
482-463¢
3895-5836
260-8046
586-1499
401-0349
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DISCUSSION DRAFT — DO NOT CITE OR RELEASE

. PROTECTION OF CHILDREN '
. IN FEDERAL ENVIRONMENTAL, EEALTH, AND SAFETY ACTIONS

America’s childreg are this counzry’s fumre. Preparing our childreg for the 215t eaptury is
among our mMest iggportant national pricrinics. To fulflll this task we musr recognize that
America’s childreq face significanr and uniqua threats from ap srray of hizards, A growing
body of scientific knowledge demonstrates that children are particularly at risk from
environmental hazards:

o Children's immimolagical, digestive and othar bodily syserns are still developing,
' maKing them more susceptible to toxic pollutants and other environmenral bazards;

: Children eat more food, diink more fluids, end breathe more gir in proportion w their
body weight than adnlts, and spend more titne outside in play, so they may be more
exposed to toxic pollutants and other envirenmental hazards:

.~ 7. Children are less able tmm adults to recognize and to procect themselvas from expo
' fo toxie pollytants and other environmenma] hazzrds. and '

@ ., Children face potential caposures to toxic pollutants over their entire lifetime, with the

possibility of more significant bealth impacts, ’

Qur experience tells us that children have different needs when we act to protect health and
safety:

¢ , Children’s size and weight can affect how well they are protected by safcty features:
. = .. Children have activity patterns that are differen: from thiose of aduits, which afferts

Weir exposure to health and safety risks;

* . Children are less able to protwect themselves from risk. and less responsive to warning
regimes. '

Whﬂ@hﬂa&l agencies copsider the effect of their work op children, existing
standards were derived la mauy instauses priocipally from datz on adults. The array and
complexity of envirozmennl, health, and safety threars ficing children wday, and the
wacerminrics in the adequacy of exising protecdons derjved principally 1o protect adults, pose
a significant challenge to ocur ability to protect our children's health ind safety.

DRAYT— 1/30; 1:00 pm 1
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The Federal government is responding vigorously to this challenge, acting to address threars wo
children’s envirommenmal health in the asw Food Quality Protection Act, accounting for
children in the development of new standards for passive restraints i cars. and tking
administrative action to protect children from tobacco, lead, and othsr hazards. Bur we should
do more. The Federal govermment wuust establish a national policy to protect the health of -
Amertican childreg from cnoviromuental, health, and safery hazards. apd apply its resourges,
including its sciendfic research eapabiliies, in a ccordinated and efficient manner w address
these threats 1o children. .
Caly by tilering governmental actens, including the serting of healtl and safety standards, to
recognize and address the ofteadmes greater impact that envirommental pollutants and other
health and safety azards have upon the health of our childres, can we ezsure our children’s
healthy and productive funmes. The task befora ns is large - developing the basic seienrific
knowledge of how toxic chemicals and other egvironmental, health, and safery hazards may
differentially impact on children may take ycars. Bul e peed to act, and W acx prowpdy, w
protect the fupire of our narion cannot be disregarded.

- NOW, THEREFORE, o cstblish 2 coordinated federal serategy for the prorection of

e from the rish Dfexpm to mic pﬂum and m :nVi.l‘Oﬂﬂemal- hg‘kh‘ and 'Hdﬁ

 safely bazards, and by the authority vested jn mc as President by the Constinution mjfxrw?f

the United States of America, it I hereby erdered as follows:
Seetion 1. Pali
1-101, The head of each Fedetal agency shall, © the zrﬁrm cxrent pracrcable,

permined by law, and consistent with the agency’s mission, establish the protection of children
from eavironmental, boalth, and safety hazards as a priority for that agency.

1-102. The head of each Federal agency shall ensure that the potential impacts upon
children of envirommental, health, or safety hazands arising from of related o e acdvides of
that agency are considered ard addressed by that agency to the fullest extent permitrad by (fat

ZFEcy’s SEmitory ZUBeNBy— g~ o Lpplicuble Lo}

Sectien 2, Definitions, The following deﬁnmons shall apply to this order

E 2-201. Eﬂmumsxmmmzxecuﬁveagm as defiped in 5 U.S.C. 105. For
purposes of this order, military dapsrunents, as defined ia § U.S.C. 102, are coversd undér _
Yo mean do shcledle -_‘_ud_efq.da} apse s
IE 28, we Sieand J.d twrt BILIBIE wie et rorizgn l‘“f"&f“
2-202. Sienifican regulatory icrion means any regulatory action that is likely to result
11 a qule that mﬁ

DRAFT -~ 1/30; 1:00 pm 2
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(a) Have an annual effect on the economy of $100 miilion or mote or adversely
affect in 2 material w3y the economy, a sector of Qe ecopomy, producrivicy,
competition, jobs, the environment, public health or safety. or Stare, locsl, or
rribal governments or communities;

()] Arcate a scrious inconslstency or etherwiss interfers with an action planned or

. taken by another agency; :

©) Matarially aleer the budgetary impact of entitements, grants, user fees, or 10an
programs or the rights and obligations of recipients theteof; or

(&)  Raise povel legal or policy issues asising out of legal mandates, the President’s
priorities, or the principles sct forth in this i dar

griconm ertal
I."n:‘-gj':g._;;,e_ncy M}bﬂkl;}j G-rc'uf |

(ﬁ\_ 3-301. Within 60 days of the apagd'“ of tiis order, thege shall be established an
interagency working group WGy on Zhildren® euld(!wcv/")whi:h shall have general s
_ oversight of the implementation of this order. b | o it ] ke
. .np&) /L e agen PSC is
3-302. The IWG shall be co of represcnmtives of Federal agencies and White p
| ‘iouse offices with responsibiity for the regulagén of risks fryfm wxie polluots or oher
p4Y,. eavironmental, bealth, or safey bazares, or @hosdactivities fuay substantially affectsucd N T
\, hazards, or WHED conducts scientifie or mediea research related to such rigks or hazards. Mote
agencieshall include, buz-are not limited to, the Cogswmer Product Safery Pacenthetes., -
awd { Commission ¢(GRIE); the Council va Environmsadal Quality £6ERQ) the Deparument of -riot ”eedu.
sftices] Agriculnure (6SDAY; the Department of Health and Humman Services GRIES), including, the becauge
Centers for Disease Control and Prevention<EBCY, the Food and Drug Administration  'Mes¥ Qdene
GDAY; and the National Instinuces of Health @VEE; the Department of Justice-fDO): the AL n2oe,
" Domestic Policy Council (OPE); the Bavironmental Protection Agency €EP4); the Office of ame_d
Management and Budge: (53, and the Office of Scieuce and Techaology Policy (O8> Jetn

d My A5 : B 3
\Q 3-3@" Thy IW'a shall deveop a coordinated Federal strategy for ¢hi1dren‘s He‘aelfhud g.c.
%@ inoludgat least tha féllowing elemants: ——, ineragmey | T

[NOTE: 2-202 is waken verbatim from EO 12866}

(@  Statements of gulding priaciples, policy, aud tar anmuial priorisics

that will govern the Federal approacy 1o achieving the/goals. of this order.
() A coordinated research agenda for fhe Federal govey, , including steps to
o8 fmplement ﬂ:.n_plm for the co ted research dafabase developed pursuant 10 -
4 ) section 4 of this ordet, and 2 preparation of a T propes=’ |
Aot § <, .. accomplish this research. shall address furure ros nods,
- includng (adressind) (nutplE sxposnEd and cumnlarive bealth risks faciog

_infants and children. It should explore appropriste parmerships between the
(Federa] government and stk Goamatassl govern-neagand ths private.

ra )
DRAFT-1/30; 1:00 pm f 3
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in evaluatigs risks to infants ind children in making choice as
- ._v ~ . ' i the goals Lanitety §
o . of this order. As part of this efforr; e IWG shall publish agoindPemphlgt for
et (e, distribution 1o families assessing children’s environmental, health Y <
._e\.\d * (hreats, and providing prastizal tips for family protection and a.cld.ition?x&@g;\é\r
Y of governmentz] information., PN
(d) An identfication of wa Ariority initiatives for the Federal government to
undertake in advansing protecrion of children's heulth aud safery.
- (¢} A smtzment regarding the desimbility of new legislaton to ensure that the

purpasas of this ExeeutivPBtder are carried out.

repreitamrahiviy

3-306 The IW be the Secyetary or head of each member
. or thewr desigoees at the Assistant Secreiry level or i equivalent.

. 3-305. The IWG may establish subcamminees and working groups as appropriate to
3 assiatthWGincanyinzouthsbbligaﬁnmand:wpomibniﬁnundertbiéorda. .

3.306. The Adoumiseator of the Environmenral Protection Agency shall serve ay
irgerim chair of the WG with responsibility for arranging the first meetng. At the first
meeting, the IWG shall elect 2 permansst ¢hair, who will serve for 2 period of one year.
Subsequexnt chairs shall be clocted by the TWG to cerve for one-year tegms, with no ons
mamber agency holding the chairmariship of the IWG for more dun two consecutive ons-ye=r

eriods. \’ af?
P [or sfles ) aws aFEer |

3307. The IWG shall exist for a period/6f four years. At least six months pricr to Tie
expiration of thar period, the member agansiesishall ssass the need for continuation of the
TWG or its functions, and make appropriate recommendations to the President.

Saction 4_Research Coordination and Integratione
4-401. Within six months of the datc af@jﬂaffs erder, the White House Office

~2
)
of Science and Technology Pelicy and W@Mgbm@ Commitipss e shall Gﬁ-*p”’

present 1o the IWG 1 propesed plan for estblishing, mainraining, ind keeping CIITSRL & L
enneolidated resasreh data base thar lists and deseribes all research conducted or funded by the 1*.,_&
Federal government that i3 relatzd w adverse health affects in children and infants resulting

010 eaposure o XK pollutants or other environmental, hoalth, or safety hazards. This plan

shal] ipclude racommendarions t ensure that the activitics of the IWG and other requirements

B\Wm:mfuﬂymmm and not duplicatdve of, other corens of
plannad initiarives with respect to children’s bealts and safery. '
4<402. The proposed plan shall promote the submission of information en academic

DRAFT-130; 1:00 pm 4
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- and other pﬁvatﬁ research for inelusion in the data base.

4-403. Tbe plan shall include provisions w ensure that the eonsolidated research data
base Is vailable to the public, w the scientific and academic commmunities, and to all Federal

agencias,
: X I7RET LI uf,‘-:'ag?l
Section 5. Data Necds®) s ofbes 7 .
=< L. [ et

5-501. AnnualRcporton Data Needs. The bead of kach agency(Subject w)this j”‘mf’iifa

: rdarshanpresenunmmmreponmmerweo research, data, or viber  dny You exen
informatido that should be developed ro enhance the agency 's/sbility to understand, analyze, ‘o hnu L
and respond to eavirommemal, bealth, and safety risks to children. This report shall include ,,B,,;.?"‘”
perdcular data needs that have been idennified in the course of ths 2gency’§frograms and
activities, and shall be provided 1o the Whiwe House Offics of Sclence and Technology Polic OQ:ce_s
and the National Scieoce and Teshnology Comminee for consideration in establishing reseaich

\0’/ regulazory action addressing the environmenr, health, or
safety. ea:h zgency slu prow.de the folio ion, developed as part of .m
decisionmaking procl:ss ibited b Ty

(@ An evaluauon of whether the proposed xegulatmy action addresses an a:ea\\/
whuch childreq may be at greater risk than e gegenul populadon;

(b)  Anassessment of powenrially effcctive and reasomably feasfble alternatives w the
propesed regulatory acrian thar have besn identifisd by the agency or the pubh:
and that may be more protective of children; and

()  An explanarion of why the proposed regulatory action is praferable to the
idearified pomntial altermtive(s).

Sacrion 7. Geperal m' vigions, )

7-701. This order is not intended and should not bé construed to ereate any right,
benefit, or tust responsibility, substantive or procedural, enforsesble at law or equity by a
party against the United States, its agencies, its officers, or its employees. This order shall oot
bemnmuadmmuyngh:mmmﬂﬁwmlvmgmccommornmmpum

‘wizh this order by the United Saws, its agencies, its officers, or any other person.

7-702. Fedexal agonsies should implemeps this order sonsistent with, and © the cxtent

DRAFT - 1/30; 1:00 pm 5
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" 7-703. This order shall be effective immediaraly and shall conrimue 1o be in effect unil +
/ mokd— T —)
{_____-_.__‘__ ‘Z I - b ——

The Whire House

. 1997

DRAFT— 1/30; 1100 pm . 6
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United States
Consumer Propuct Sarery CommissionN
Washington, D.C. 20207

MEMORANDUM

TO

FROM

SUBJECT:

Brad Campbell

Assoclate Director

Council on Environmental Quality -
Mac Reed

Office of the General Counsel

Executive Office of the President

Office of Management and Budgest

Pamela Gilbert %’
Executive Director

OIfce of the Executive Director

DATE: January 31, 1997

CPSC Staff Comments on 1/30/87 Draft of the Chiidren's Health and

Safety Executive Order'

Wae want to relterate that, as an agency with no greater priority than protecting the
health and safety of children, we strongly support the stated intent of the draft

_Exscutive Order — to establish a "national policy to protect the heaith of American
children from environmental, health and safety hazards." We had a nhumber of
serious concerns about the previous draft of this Executive Order, and we are pleased
to see many of the changes-that have been made to address those concerns.

This memo outlines our mest serious remalning concerns with the contents of the
current draft Order. We also anticipate that we may have more comments, questions,
and recommendations once we have reviewed the commants of other participating
agencies. Finally, we are still reviewing the Preamble to the draft Order, and may
have further comments after that review is completed,

Section 1-102:

to spend uniimited resources

statuta,

Proposal:

Federal agency shall ensure that t

This section Is overly prescriptive and could arguably require agencies
to address a particular hazard, unless prohibited by

Section 1-102 should be madified to read, "The head of each
he potential impacts upon children of environmental,

'This memorandum does not necessarily reflect the views of the Commissioners.

1
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heath, or safety hazards arising from or related to the activities of that agency are
considered and addressed, as appropriats, by that agency.”

Secti hildren's He

Wae agree that there needs to be coordination among federal agencles on children's
health and safety Issues, particularly In the area of research. However, as originally
drafted, the Executive Order would have established a new_ Children's Environmental
Health Council with a broad mandate that went well beyond simple coordination
among agencies. CPSC staff commented that the creation of a new, cumbersome
bureaucratic entity was counter to the Administration's reinvantion efforts, and that its
broad responsibilities could impose inappropriate burdens and mandates on member
agencies, While we are pleased that the original proposal has been considerably
scaled back, we still have a number of concerns about the proposed interagency

Warking Group (IWG).

Sections 3-301 and 3-302. We agrea with many of the comments that have been
made by representatives of the Office of Information and Regulatory Affairs (OIRA)
about creating a new bureaucracy to coordinate efforts among agencies. We are
eager to review OIRA's written comments and recommendations to revise this

proposai.

Section 3-303. We have a number of questions and concarns about the list of

slements that make up the coordinated Federal strategy:

(@) What is meant by statements of "gulding principles” and "general policy?” How
would those principles and policies differ from what has already been stated in
the Executive Order? We would be strongly opposed if thosa principles and
policies included specific directions regarding sclentific or technical
assessments done by Individual agencies.

Isn't it redundant to require a statement of “targeled annual priorities” in this
subsection when subsection (d) lists the same requirement? How would these

priorities differ from those menticned in {d)?

(b) As an agency with a broad mandate and a very limited budget -- and no
separate research budgset -- we would oppose any requirement for the CPSC to
contribute in any manner to a "cross-cutting budget" for conducting research.

(c)  We support a coordinated effort to reach out to, and educate the public about,
health and safety risks to Infants and children, However, we belleva it Is
Inappropriate to dictate the form of that outreach by requiring the publication of
a pamphlet that includes specific information,

(d)  There [s no reason to require the identification of a specific number (ten) of

-2~
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high-priority Initiatives for the Federal government to undertake,
Proposal; Subsections 3-303 (8), (b), (c), and (d) should be medifled as follows:
(a)  Delete this subsection entirely.
(b) Delete the requirement to prepare a cross-cutting budget.
(c) Delete the second sentence of this subsection.  _ |
(d) Delete the word "ten.”

Scope: CPSC already focuses Its priorities and efforts on protecting children from
injury and death, We endorse an Executive Order to help advance children's health
and safely issues government-wide, and would recommend that the CPSC adhere to
its terms. Howevaer, it would be inappropriate, for example, to alter an Independent
agency's statutory rule making requirements through an Executive Order.? Indeed, the
administration implicitly recognized this principle in E.O. 12868, which exempts
independent agencies from its provisions that directly affect an agency's regulatory
authority (see E.O. 12868, sec. 6), and requires those agencles only to prepare a
“regulatory plan" and "regulatory agenda.” (E.Q. 12868, sec. 4(b}) and (c).) Similarly,
we believe that CPSC should be part of any Interagency Werking Group that Is
created and submit research proposals for consideration, but that CPSC should
otherwise be exempt from the draft Executive Order's requirements.

Proposal: The following Ianﬁuage, quoted directly from E.O. 12866, should
replace tha definition of “federal agency” In section 2-201:

magency,’ unless otherwise Indicated, means any authority of the United States
that Is an 'agency’ under 44 U.S.C. 3502(1), other than those considered (o be
independent regulatory agencles, as defined in 44 U.S.C, 3502((5)}."

2As the Supreme Court has held, an independent agency

"cannot in any proper sense be characterized as an arm or an eye of the
executive. Its duties are performed without executive leave and, in the
contemplation of [its enabling] statute, must be free from executive control.”

Humphrey's v. United States, S5 S.Ct. 869, 874 (1935).

3 Since the issuance of E.O. 12866, 44 U.S,C, 3502(10) has been renumbered as 44
U.S.C. 3502(5).

-3-



. 01/31/87 FRI 17:18 FAX 2024566474 CEQ woos

EXECUTIVE OFFICE 'OF THE PRESIDENT
COUNCIL ON ENVIRONMENTAL QUALITY

TO: %QA\S

FROM: Ratie McGinty R@—

DATE: L= (Cf?

| FAX:

Number of pages including cover: ‘a

GOMNTS:M‘A‘-MJ £Q W«S@?L

PHONE (202) 456-6224 FAX: (202) 456-2710
OLD EXECUTIVE OFFICE BUILDING, ROOM 360
‘ WASHINGTON, D.C. 2050]




01/31/87 FRI 17:19 FAX 2024568474 CEY W)
. ARTITI

e, U. 8. Dopartmant of Housing and Urban Navalapmant
1 m‘“«_ Washington, 0.C. 20410
- & E ) .
."-ulj
Ofice of Laad Hazerd Contral
Aw2-786.1785

202.755-10G0 (fax}

January 31, 1997
MEMORANDUM

TO: Beadley Camphell, CEQ (fax: 456-0753)
Mack Reed, OMB (fax: 395-7294)
Gury Gusy, EPA (fax: 260-3684)

FROM:  Dave Jncohs JF07

SUBJECT:; Comments oh Chitdren’s Ilealth Exccutive Ocder

Thank you for the oppormunity to comment on the Dralt Exccltive Qrder dated January 30, 1997
(1 pm draft). I apologize for our tardiness in petting these to you. In the fumre, pleasc include
the following names and fax numbers on your list of principat contacts for HUD:

Dave Jacobs (HUD OLHC) “voice: 202-755-4973 fax: 202.755-1000
John Kennedy (I1IUD OGC) - voice: 202-708-2203 fax: 2U2-/U8-5098
Camille Accvedo (ITUD/OGE) voice; 202-708-3055 fax: 202-401-0349

This will factlitate # more mapid responsc from us in the futurc. Dlozsc aote that Bruco Katz is
no longer at HUD., -

The comments are shown in the order in which they appear in the draft. not in priority.

p. 1, flest bulle  Add "icurulogical” to the body systcms Tisted here, Neurological cffects
control behavior, intelligence, leatning acuity and a’ host of other irnportant ourcomes.
Furthermore., a number of toxicants arc known to affect this system (e.g. lead).

9. 1, sccond bullet: Children may also be at increased tisk’ due (o diffcrences in exposure
pathways, such as highce Lund-to-mouth activity and other fnouthing activity. Pica (the ingestion
of non-food itcms) has been shown to occur at far higher ratcs in children than in adults in a
number of traccr and observational studies. : : :

P 2. second'"parngraph: There should be a discussion about how coordinating the federal
responso o children’s issucy will result in increased efficlencics in getting necded protection to
children at risk, avoid duplication, etc.

p. 2, scction 2. The definition of "significant regulatory aclion” used here leaves it unclear as
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to whether this Exccutive Order covers only cnvironmental, bealth, and safely regulations (as
indicated later in section 6) or also includes other regulations. lor example, would proposed
lwusing fegulations aiso be covered?

p- 3 scction 3-302. The IWG should include [TUD. [TUD has conducted significant research
and programmatic activity and has regulatory authority in the following areas which affect
children’s health and safety: '

L

Patherhood stabilization in at-risk communities

. lcad poisoning prevention and conol of lead-bused puint hazards in private and
federnlly-assisted housing '
. Childhood tmmunization campaigns

Of course, our housing and community development programs also have much to do with
children’s well-being. A list 0f research projects we have completed is available at your request.

p..S, sectlon 6. We are concerned that this section as currently dralted is unnecessarily brosd,

_ Wien implemented, the requirciments couyld becomne either a meaningless "boilcrplatc” exercise
or impose opcn-ended analytical dutics. For cxample, the requircment to assess "...feasible
alternatives to the proposed cegulation..,”  cuuld require analysis of 4 dozen or more policy
alternatives with little payoff in improved decisionmaking. [t could also result ina simplistic

_analysis that the E.O. doesn’t cover a particular regulation without a serious assessmcnt of
¢nildren’s interests. Both outcoimes are undesirable amd at odds with the spirit of the order. We
suggest that the section be redratied to more tightly target rules which could conceivably affect
children (not just environmental, health or safety regulations) angl somchow put a limit on the
sumber and scope of regulatoty altcrnatives to he analyzcd fot a proposed rule.

hanks again for the opportunity to comment. We lank forward to reviewing the next draft.
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Office of General Counsel
U.S. Department of Transportation
400 Seventh Street, S.W.

C-40, Room 10100
Washington, D.C, 20590
Telephone: (202)366-4637

Telefax: (202)366-7153

This massage is intandsd anly for the use of INg Indluidull or antity (o which it
Is s0dressadg ang may cantain infarmation that is onvilegea, canfidential, ang
axemat from glaciosure undar 3pplicadie law. If the readser of this massage is
nat the intendad racigient. you are neredy notiflgd that any disseminatian,
distribution, or copying of this communication is strictly prosibited, |7 you
have recsiveg this communication in.srrar, plaase natify us iImmeciately by
teleghong, and retum he onginal message {0 us at the aBoue 3ddress uig \he
U.5. Pastsl Sarvice. Thank you. -

oM. Mo Reed  mox_Jone e Cell
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(C))

Have an annual effect on the economy of $100 million or more or adversely
affect in 2 material way the ecomomy, a sector of the economy, productivity,
campetition, jobs, te environment, public health or safety, or Stare, locsl, ar
twibal govermments or communities; : : '
Create a serious inconsistency or otherwiac interfere with an &ction planned or
taken by another agensy; '

Materially glter the budgemary impact of entitlements, grants, user fies, or loan

. prng'hmsordteri.ghsandobﬁgzﬁonsofrﬁpiﬁthumf;or

Ralse povel legal or policy issues arising out of legal mandates, the President’s
prioritics, or the principles set forth in this Executive Opder.

{NOTE: 2-202 is tken verbatim from EO 12866]

3.30]. Wizhin 60 days of the signing of this ordez, there shall be esablished an
inferagency working group aOWG) on Chﬂdrfqp’s Health IWQ, which shall have general
oversight of the fmplemepmation of this order. )

$-302, The IWG shall be comprised of represenmatives of Federal agencies and White

¥

House offices

wimrSponsibﬂi:yforthgxegulaﬁmofﬁmmmxicponum or other

environwiental, health, or safety hazards, or whoss scriviTies may substantiaily affect such
Yazards, or Which conducts sciensific or medical rescarch related to such risks or hazards.
Member agencics shall includa, bat are pot limited to, the Copsumer Product Safery
Compission (CPSC); the Council on Envirenmental Quality (CEQ); the Departmen: of
Agrlmlm:c(USDA);th:Dcpamm!ofHulthandHumnSerﬁ:s (HS). including, the.
Cenrers for Disease Control and Prevention (CDC), the Food and Drug Administration
(FDA), and the National Institures of Health (NTH); the Department of Justice (DOY); the

‘ Domestic Pelicy Council (DPC); the Environmental Protecticn Agency (EPA); the Office of

and Budget (OMB); and the Office of Science and 'ra_ﬁ\jmg Policy (OSTP),
%ﬂﬂr gﬂ‘ \mn'scgb_f‘kr\sm (DT -
3-303. The IWG sHall deveop 2 chordinared Rederal siraegy for Children’s Health and

Safety, © Include at least the following elements:

@
®

Staternents of guiding priociples, general policy, and targeted anmual prioritics
thuwﬂlgmthz?dualapprouhma:ﬁﬂinsmgmh-ofthisorder.

A coordinated research agenda for the Federal goverutment, incinding steps o,
Implmﬂ:aphnforthecmsbﬁdﬁidmﬁdanhsqdevdopedpmm
sei:ﬂm4ofﬂ:isord=,andapupardanofaqnssanﬁ-ﬂlbm‘°‘,
mmmmmmwmmwmmﬁmm
Federal government and other branches of government and the private,

DRAFT—L/30; 1:00 pm - 3
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DEPARTMENT OF THE TRE’AS.URY
- w‘.sumnﬂ'o-u:
. OFFICE OF THE ASSOCIATE GENERAL COUNSEL
(LEGISLATION, LITIGATION & REGULATION) ’

1500 PENNSYLVANIA AVENUE, N.W.
' Room 1417 .
WAaSHINGTON, D.C. 20220

FAX:. (ioz) 6221188 - VOICE:. (202) 622-0650
DatE: o BT PAGEs TO FoLLow: __*
| '.[' 0‘; lTac Raad ' F {\X-
TO: - FAx: =
To: - FaAX:
To: . FAX:
FROM: Karen Dors;y f X =

C ' od -
SUBJECII prafe Executive Ozder: Proteotion of children.

COMMENTS/SPECIAL INSTRUC;I‘IONS

See 2 pages attached.

I ERY I BRI RN R Bk
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TREASURY COMMENTS RE PROPOSED EXECUTIVE ORDER
PROTRCTION OF CHIT.DREN IN FEDERAL ENVIRONMENTAL,
HEALTH AND SAFETY ACTIONS

Comuments from the Office of the Assistant Secretary (Economic Policy):

EPA har proposed a Children's Environmental Health Executive Order, designed to “egtablish
g coordinated faderal strategy for the protection of children from the risks of exposure to toxic
pollutants and other snviromneulal hazuds.” Obviously the goal of tfic order is landable. 1t is likely,
however, that it would cause agencics 1o over-regulate risks to children’s health, even though the
resources wasted in doing so could bs more effectively used to help children (e.g., the Center for
Disease Control says that 0% of the enviranmental risks faced by children are related to poverty,
resources that reduce poverty would likely be more effective at reducing environmental risk). We
recornmend the EO be substaatially redrafled befoe it is approved.

The structure of the proposed EO raises the following potential problems:

¢ Section 1-102 requires the head of each federal agency to “ensure that the potential impacts
. upon children of environmental, health, or safety hazards arising from or related to the
.~ activities of that sgency are considered and addressed by that agency to fullest cxtent
permitted by that agency’s statutory authority.” ln other words, an sgency’s efforts are

limited only by statute, not by whether etforts bear positive net benetits.

] Scction 2-202 definos a “gignificant regulatory action,” for which agencics must address risks
to children, It is unclear how many actions would be affected by the order. Ifit is large, and,
as | would expect, the order results in excessive regulation, the potential costs will also be

large.
¢ Section 6-601 mandates agencies to:

(@)  Evaluate whether a proposed regulatory action addresses an area in which children
may be at greater risk than the gensral populazion,

I @®) Assess potentially feasible alternative actions that may be mere protoctive of childrcn.

(¢)  Explain why the proposed regulatory action is preferable to the identified pnté.n'tia]
" giternatives. -

These steps have two possible outcomes:

(1) The ageacy would do a reasoned cost-benefit analysis and choose the action
with higheat net benefit. In this case the agency could appear insensitive to
children's health, placing at least an implicit—and potentially explicit—value
on the life of a child,

(2)  To avoid appearing insensitive, the agency would choose an option that was
overly protective of children, causing excessive regulatory burden.

Wo Lelieve the latter outcome is more likely. At the very least, the business communiry will
be wary of overprotectiveness, especially in light of the recent proposed rules pursuant to the Clean

uu g
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Air Act on ozone and particulate matter concentrations. Also, the purpose of step (a) is unclear. If
an agency determincs that there is no differential risk to children, does that ubvmtc the need to
perform steps (b) and (c)? Why do we only care about relative risk?
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p.2

PROTECTION OF CHILDREN
_IN FEDERAL ENVIRONMENTAL, HEALTH, AND SAFETY ACTIONS

America’s childron ace this country’s fuwre. Preparing our childien for the 215t ceunry is
among our most important pation=l prioritics. To fulflll this mek we must recognize, that
Amaiu's:hﬂdrmﬁadpiﬂcmmdun!qucthuﬂﬁumanmyofﬁarda. A growigg
stﬁmﬂcmwgedmwchﬂd:mmpuﬂmlmyumkfmm
aovironmenml hazards: . . v

'« Children's knmumological, digestive and other bodlly sysiems axe still developing,

mﬁng.thmmmnuepﬁbhbmxi:poﬂumudo&mmkmnm hazards;

. " Children cat more food, deink more fluids, end breathe more air in proportion to their
w«wmm,mwmmmhp&y,mwmyum
expased 1 toxic poliutants end oher enviroamental hazards; .

- Chﬂdrenmlmablz&naduhsbmphsmdmpmmmﬁnmvaﬁmnpom
mmﬂcpanummwerawm.m . '

. Chﬂdmﬁmwmﬁﬂ@omﬁwt?ﬁspoumwerukeﬁeﬁfeﬁme. wimrho7 ‘2_’:“
possibility of more &i health . . : bt
— w Dot 'w whaa? .
wmﬁmmmmmmmtaﬁmmmwmmmwud sytle€?
safety: '
. mﬂm‘:mmwﬁgxmmmwﬂmmmwwmm
. Chﬂd:enhm:uivﬂypammatmdlﬁermﬁummq;eofMB.wmm
thelr exposure to health and safery risks; oo - o ‘
. ChnﬂmlﬁsaHempmmvau&mrkhmmminw@g
wmcmpnsmawm.mmmmm«mkwuxmmM
m&md@dhwmmmwm&:umm. The erray and
m1mormmm.mmmmm@mwmmm
mhmadquqofmpmwdmdmmmmpmmmm,poﬂ
asi@.iﬂamchnmgcmmﬁiﬁqmpmmdmahﬂdnn'smmmm. : :

DRAFT - 1/30; 1:00 pm N
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‘I‘hel-'cdu'algovcrmnrupondhgw y to this e, acdng to address threars to +Sﬂ;4
children’s environmental health in the new Faod Quality : : et

children in the development of new standards or passive i
administrative action © protect children from lead ‘and other hazards. Bur we should
do moze. The Federal govermment must establizh a sational policy to protect the bealth of -
Anﬂiqnchildrm&ummvizammﬂ. Bealth, and safety hazards, and apply its resources,
mmmmsmmmm.hacmmmaammmm
these threats to children.. -

aad uﬁff-Le-.‘.\j

Oxly by mlloring govermmental actions, i the sexing of health and safety standards, w
recognize and the oftentimes grester igipact that envirommental poliutants and other _
health and heve upca the our children, can we ensure our childreg’s

" healthy and ve furcres. The tusk before us is large — developing the basic sclextific
Wofmmwmwom@mmm..mm.mmmmm
differentially impact oa childrea may take years. Bur the need to act. and to acx prozptly, ta
pmmm&mmdwnlﬂmnnmtbad!s:e@:dd.' S

- NOW, THEREFORE, % establizh a coordinated federul strategy for the protection of
‘cﬁummwﬁsbdawmbmﬁspuumaﬂcMmhmm.mm .
mm&.mwwmmhmambthMmmof
the United States of America, it is bereby ordered as follows:

Sestion 1 Paliey.
1-101. The bead of each Federal agency shall, to the greateat extent practicable,

permrited by law, 40 consisws with the agancy’s mission, esmblish the promection of children
from eovironmentl, health, and safety hazards a5 a priority for that agecsy.

1-102: The bead of each Federal agency shall ensure that the poteatial impacts upod -
children of environmentl, health, or safety hazards arising from or related ©o the acrivites of
mwmammmwmwmmmmmwm
agur:y'smtcrymhoriry. . _

Sectin 2, Defiszizps. The folowing defitions (hal sply t this acdr.

2-201. quﬁxmﬁwg&y.u@hsusn 10S. For
purposes of this order, militery departzments, a5 defined In § U.S.C. 102, are covered under
 the ansploes of the Department of Defense. . - - -
2207, Sigaiflears regulatary action means any regulatory action thai js kely 1 resuls
in a rule that may: . , -

DRAFT = 1/30; 1:00 pm 2
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® Have an anrual effect on the economy of $100 million or more or adversely
ﬂxthamamﬂmymemm,a_mofmmmy.pm::ﬁviry,
mjoh.mmmmwmhalmornﬁty.orswm,mw
wribal govermments oF cammumities; : o S

®) Create @ serious inconsistency or otherwisc interfere with an action planged or

. taken by another 2Z7ucY; :

© mtﬂymmemmhpmdmﬁﬂmm,mm.qun.nrm
p:_og‘mwmﬁdnandobupﬁmofndpimwr;ot

(] Raisa novel legal or policy issues arising out of l=gal mandates, the President’s
priorities, or the prinaiples set forth in this Brecutive Order.

[NOTE: 2-202 is wken vetbatim from BO 12866] et

3.301. Within 60 w of
igteragensy working greup Children’s/Heal
oversight of (e implementation of s arder.

shall be established an
which shall have general

3.302. The IWG shall be camprised of represeatatives of Federal agencies and White
HmoﬂimuimmpomibmwforﬂgmguhdonofﬁMkmmﬁcpoantm
W.dewm.awmﬁmmmmﬂﬂymw

mmas,wwmmgimﬂcagpdum-nmumMﬁwmm.
sember agencles ehall includs, bt are not limited o, tha Comsumer Product Safey Dol
mmmmm&mw@@;mnmd 4

wmm;mwofmmmmmm.m,m .
mmmm&mlmdmmmchodmdbmgmwrm&n D&
mmmmﬁemmsﬁm&sdmmmwaﬂmmﬁ Shautd

" Demestie Policy Council (DPG) the Eavicenmental Protection Agency (EPA); the Office of
mem):mmmofmmrmlmmm@m). Meluded.

3.303. The IWG shall daveop & coordinazsd Federal stralegy for Children’s Health xod
Sfety, o include at least the following elamens: ' : .

()  Swtements of guiding priosiples, gencral poliey, apd txgeted anmual priorities
mmwumwwmmgmofmm.
®) A_mwmummchmum.mmm
mmmpmmumwmwwwm P
Deleke mwmm«...;&w o
" m ageada shall address future research peeds, -
W Tultple exporures and cunmiative bealth risks facing
Llams s infcrs and children. Ir should explars appropriate parmerchips between the
mmmmmﬁmmum.

. DRAFT-130;1:00pm 3 | .
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academic, and pon-profit sectors. | ;M ‘
© Rocammendations for public outreach and informato ing to assist familles
hwﬂuﬂngﬂsksminﬁmw:hﬂdminmaﬁna consumer choices,

and to establiah pﬁva:n-lmrpmn_hipsforeoopmﬁvely schieving the goals
of s arder. Aspaﬂd&ismanlweahanpubmajoimpm;Mam
meaﬂmmm-n environmenml, health, or safety
ﬂnﬂu.dpmﬁﬂnzpr@mﬂpsmmﬂymud&deMsm

_ information. o
Dn[.-.{* — @D Anumuﬁaﬁonof‘hiih-pﬁnﬂv _inidaﬁmform:f'aam-ugnmm .
12 udﬂk:hdvmﬂspmmdaﬂm'smqm.
i.\,l-le?- ® Ammmmwdwh@mmwanm
1

pposes of this Executive Order are curried out. 'T_lu'; (s wfw

3-304. Thei‘WGshaﬂbempmedo_fthESeumorbeadofuchofthﬁ member
agencies, or their designess atthas Agsistant Secremry lsvel or its equivalesnt.

. 3-301. TheIWGmyembﬁshsuhmmhmﬂmdwoﬂdnzgzmpsuappmpmtnm
mmmcmmmmobugmmmmmm»wum order.

3.3065. mwromeﬁmAmMMu
mm«mm&mwmmmmuﬁmm. At the st
mer.:lnz.@Wﬁwdﬂamm,whovnﬂlmeforapuiodo_fomyar.'

3.307. TheIWGshan.e:!ltforlpar!o#ofﬁmtym. AT leagy 5ix months prior o the
i dmm.u:mbuqmmnmmmmmﬁm«m
wcumm.mmwwmmw

umﬁsmnmemummmpmmm.mﬂ:mmwd.mmn
’mmmﬂvsﬁmmpdmahﬂﬁm'smhhlﬂlm. '

4402 Thepmposdphnahﬂlpmmommswbmlnhnofinfomﬁononmdmﬁc
DRAFT-130;1:00pm "
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and oter private research for inslusion in the data base.

4403, The plan skall include provisions to ensure that the consolidated research dama

, Base is avallable to the public, to the scleptific and academic commmnities, and  all Federal

Section 3, Data Neods

$.301. Anrual Reporron Dama Nagds, The head of each agency subject t this
mmmmmmemmeNMonm.dm.ozoﬁa
wommmmummmmmm'smvmmm.mm..
mdmpondmenﬁrmmml,heﬂm.udnfwris_hm;hﬁd:m This report aball include

dyta needs that have been idanrified in the course of the 3gency’s programs snd

a;ﬁvidn,andshﬂbeproviddmmew::ﬂmo&!caotsameud?mbyhﬁcy
andﬂ:NcﬁomlSdmldrshmbgCnmimb:uwdmﬁpnhmmmch

6501, Por each significant regulatory sction addressing the eaviromment, bealth, or
gafety, each agency shall provide the following iformatian, developed 23 part of the agenty’s
decisionmaking process (unless prohibited by law): :

=) Mevmdmofw;emsdﬁnhmqademmh .
Mchﬂ&wmyh_atmmmmsmdpopuhﬁm '

®) Anasszssmens of porentially effective and reascpably feasible alternatives to the
proposcd regulaory setion that have been identified by the agency or the public
and thar may be more protective of children; and '

© Mmofm&pwmmﬁmkpﬁmbbmﬁe
Mdantified porzatial altexpative(s). - - .

Sectian 7. Gencal Provisions,

7-701. mmummmmmummmwm
Mwmmnw.mumwuhworqﬂ:yWa
mmmumm.iuw.hm.dnw. This order shall oot
bemmudmmmy'rignw_wmmwlﬁngm:mmpmummpmm
mwmbythcvnmsﬂ.ium.hnﬁm,erwmmm .

7702, Federal agensies should implement this ardec consismnt With, and 1o the exmens

. DRAFT=-L30;1:00pm . 5
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P.7 e
pmjn:dby,aﬁsdnslaw.. |
7:703. This onder shalt be efective immediaunly aod shall contizne to be in effect undl *
The White House
~ 1897 -

DRAFT - 1/30; 1:00 pm .8,
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January 31, 1997

To: Mac Reed
OMB

From: Department of Veterans Affairs

Subject: Propased Executive Order Entitled *Protection of Children in Federal
Environmental, Health, and Safety Actions’ .

As relayed on my volce mail to you on this date, the Department of Veterans
Affairs has concarns about the proposed Exscutive Order (EQ) because the
'vagueness-and ambiguity of the requirements makses it difficult to determine
applicability. For example, the term ‘potential impacts® needs to be clarified in
such & way to better define and/or limit when a federa! agency must consider the
affect of what it does on the health and safety of children. The definition of
“signiticant regulatory action” should be clarified to exclude regulatory actions
“which are unlikely to affect the health and safety of children. The annual
reporting requirement in Section 5-5)1 should be discretionary so that a report
will not be required if an agency determines that there is nothing to roport. Itis
alzo unclear what impact the proposed EQ will have on an agency's budget for
regearch or the degree to which the £O will impact an agency’s contractual
relations.

T A2 (AL
‘ﬂ" arifa-Jones

Deputy Assistant Genersl Counsel
273-8615 '
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@)  An assessues of poteriially effective and ressomsbly frasible alternatives to the

propossd regulatory action that have been idestified by tha agency or the public
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(& Anexplamtion of why the propoesed regulatory sction is preferable to the
idenrifind porential alternative(s). -
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United States

Consumez Propuct Sarery Commassion

Office of the Executive Director

MEMORANDUM

TO

FROM

SUBJECT:

DATE: January 31, 1997

Brad Campbell
Assoclate Director
Council on Environmental Quality

* N

Mac Reed

Office of the General Counsel
Executive Office of the President
Office of Management and Budgst

Pamela Gilbert %’
Executive Diractor

CPSC Staff Comments on 1/30/87 Draft of the Chiidren's Health and
Safety Exacutive Order’

We want to relterate that, as an agency with no greater priority than protecting the
health and safaty of children, we stfongly support the stated Intent of the draft

_Executive Order - to establish a "national pelicy to protect the health of American
children from environmental, health and safety hazards," We had a number of
serious concerns about the previous draft of this Executive Order, and we are pleased
to sea many of the changes-that have been made to address those concerns.

This memo outlines our most serious remalning concerns with the contents of tha
current draft Order. We also anticipate that we may have more commants, guestions,
and recommendations once we have reviewed the commants of other participating
agencies. Finally, we are still reviewing the Preamble to the draft Order, and may
have further comments after that review is completed,

Section 1-102: This section is overly prescriptive and could arguably require agencias
to spend unlimited resources to address a particular hazard, unless prohibited by

statuta.

Proposal: Section 1-102 should be modified to read, "The head of each
Federal agency shall ensure that the potential Impacts upon children of environmental,

This memorandum does not necessarily reflect the views of the Commissioners.
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heath, or safety hazards arising from or related to the activities of that agency are
consideraed and addressed, as appropriate, by that agency."

Sectl hildren's He

We agree that there needs to be coordination among federal agencies on children's
health and safety Issues, particularly In the area of research. However, as originally
drafted, the Executive Order would have established a new, Children's Environmental
Health Council with a broad mandate that went well beyond simple coordination
among agencies, CPSC staff commented that the creation of a new, cumbersome
bureaucratic entity was counter to the Administration's reinvention efforts, and that its
broad responsibilities could impose inappropriate burdens and mandates on membaer
agencies, While we are pleased that the original proposal has been conslderably
scaled back, we still have a number of concerns about the proposed Interagency

Working Group (IWG).

Sections 3-301 and 3-302, We agree with many of the comments that have been
made by representatives of the Office of Information and Regulatory Affairs (CIRA)
about creating a new bureaucracy to coordinate efforts among agencies. Wa are

eager to review OIRA's wrilten comments and recommendations to revise this

proposal.

Section 3-303. We have a number of questions and concarns about the list of
elements that make up the coordinated Federal strategy:.

(@) What s meant by statements of "gulding principles” and "general policy?" How
would those principles and policies differ from what has already been stated in
the Executive Order? We would be strongly opposed if those principles and
policies included specific directions regarding sclentific or technical
assessmenis done by individual agencies.

Isn't it redundant to require a statement of “targeted annual priorities” In this
subsaction when subsection (d) lists the same requirement? How would these
pricrities differ from those mentioned in (d)?

(b)  As an agency with a broad mandate and a very limited budget -- and no
separate research budget -~ we would oppose any requirement for the CPSC to
contribute in any manner 1o a "cross-cutting budget" for conducting research,

(c) We support a coordinated effort to reach out to, and educate the public about,
health and safety risks to infants and children. However, we believa it is
Inappropriate to dictate the form of that outreach by requlring the publication of
a pamphiet that includes specific information,

(d)  There Is no reasan to require the identification of a specific number (ten) of

-P-
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high-priority initiatives for the Federal government to undertake.
Proposal; Subsections 3-303 (a), (b), (), and (d) should be modified as follows:
(a) Delete this subsection entirely.
(b) Delete the requirement to prepare a cross-cutting budget.
(c) Delete the second sentence of this subsection, |
(d) Delete the word "ten.”

Scope: CPSC already focuses its priorities and efforts on protecting children from
injury and death, We endorse an Executive Order to help advance children’s health
and safely issues government-wide, and would recommend that the CPSC adhere to
its terms. Howevaer, it would be inappropriate, for example, to alter an Independent
agency's statutory rule making requirements through an Executlve Order.? Indeed, the
administration Implicitly recognized this principle In £.0. 12868, which exempts
independent agencies from its provisions that directly affect an agency's regulatory
authority (see E.O. 12868, sec. 6), and requires those agencies only to prepare a
"regulatory plan" and "regulatory agenda.” (E.O. 12866, sec. 4(b) and (c).) Similarly,
we believe that CPSC should be part of any Interagency Working Group that Is
created and submit research proposals for conslderation, but that CPSC should
otherwise be exempt from the draft Executive Order's requirements.

Proposal; The following Iaﬁg’uage, quoted diractly from E.Q. 12866, shouid
replace the definition of "“federal agency” in seclion 2-201:

mAgency,' unless otherwise indicated, means any authority of the Unlted States

that Is an 'agency’ under 44 U.S.C. 3502(1), other than those considered o be
independent regulatory agencies, as defined in 44 U.S.C, 3502[(5))."

2As the Supreme Court has held, an independent agency

"cannot in any proper sense be characterized as an arm or an eye of the
execulive. Its duties are performed without executive leave and, in the
contemplation of [its enabling] statute, must be free from executive control.”

Humghrey's v. United States, 55 S.Ct. 869, 874 (1935).

3 Since the issuance of E.O. 12866, 44 U.S.C, 3502(10) has been renumbered as 44
U.S.C. 3502(5).

-3-



U.S. Department of Justice

Environment and Natural Resources Division

Office of the Rashington, D.C. 20530
Deputy Assistant Attorney General

January 31, 1997

Memorandum

To: Brad Campbell, Associate Director
Council on Environmental Quality

From: Jim Simon égig
Deputy Assf{¢stant Attorney General

Re: Suggested edits to Children’s Health E.O.

Thank you for the opportunity to comment on the proposed
Children’s Health Executive Order. Following are the Department
of Justice’s preliminary edits and comments. We look forward to
seeing another draft on Monday, and are happy to work with you or
any agency on specific areas of concern. Suggestions are in
bold, with explanations below. Our comments follow the order of
the draft text.

suggested Edits

1. S8horten or delete the preamble, and place the information in
an accompanying memo or press release.

Some agencies have expressed concern that the preamble’s
emphasis on environmental hazards may confuse agencies and the
public about the scope of the Executive Order. The preambulatory
language could be shortened to place less emphasis on
environmental hazards and clarified to provide a general
statement of intent to protect children.

2. Bection 1-102: Replace the phrase, "to the fullest extent
permitted by that agency’s statutory authority" with "to the
fullest extent permitted by

DOJ’s Office of Legal Counsel recommends this change,
because other authorities exist that bind an agency, such as
their regulations and of course, the Constitution.

3. Bection 2-202: Tie the definition of '"significant
regulatory action" more closely with the purpose of the Executive



Order, the protection of children from envirommental, health and
safety risks. This section could read,

"Significant regulatory action means any regulatory action
determined to be a significant rule for purposes of
Executive Branch review under Executive Order 12866, and
that addresses environmental, health, or safety risks."

Some of the language derived from the regulatory reform
context does not work in the context of regulations protecting
health, safety, and the environment. For example, references to
"user fees" and "loan programs,'" which are not within the scope
of the Executive Order, could cause confusion about whether they
are within the scope of the Order. If the goal of the Executive
Order is to protect children from environmental, health, and
safety hazards, then the definiticn should limit the types of
regulatory actions covered by the order to those that address
environmental, health or safety risks.

Although this proposed edit may result in some redundancy in
other parts of the Order (ie., 6-601 talks about "significant
regulatory action addressing the environment, health, and
safety"}), it would make clear that part of the trigger for
applying the Executive Order is that the action must specifically
address environmental, health or safety risks.

3. Section 5-501: Limit the number of agencies required to
provide an annual report to the IWG member agencies (but broaden
the membership of the IWG). Thu "The head of each agency
subject—to—-this-Bxeeutive Order | 3 shall present an

annual report. . .U

Because the IWG is composed of agencies with responsibility
for regulating environmental, health or safety hazards, or whose
activities may substantially affect such hazards, it makes sense
to limit the annual reporting requirement to those agencies.
Otherwise, agencies with a tenuous connection to the work of the
Executive Order (such as the SEC or FCC, to name a few), may be
required to generate paper without much substance. The IWG,
however, should be broadened to include other agencies that deal
with environmental, safety, and health issues, such as DOE,
Commerce (NOAA, NMFS), DOD (the Army Corps of Engineers issues
wetlands permits), HUD, DOI, DOL, and DOT.

4. Section 6-601(a) should be incorporated as part of the
trigger for the requirements in 6-601(b) and (¢). 1In addition,
the language can be sharpened to clarify the covered regulatory
actions, and the language, "unless prohibited by law," can be
narrowed. Thusa, Section 6-601 could read:

"For each significant regulatory action addressing the
environment, health, or safety, each agency shall previde

2



, as part of the
agency 8 dqgisioqmgking process -unlese-—prohibited—by law),

te the proposed regulatory
action that have been identified by the agency or the public
and that may be more protective of children; and

i E why the proposed
regulatory action is preferable to the identified potential

alternative(s)."

We propose incorporating Section 6-601{(a) into the
triggering clause, because a proposed regulatory action not
invelving environmental, health and safety risks that are greater
for children shculd ncot be subject to an analysis of whether
other regulatory actions may be more protective of children. The
example posed in today‘'s conference call -- an FAA rule governing
de-icing of airplanes -- is a good example of a safety rule that
would not need the additional analysis, because its protective
effect is the same for all passengers. This proposed change does
not make Section 6 any "weaker." Instead, it clarifies that
breocad rules not implicating specific environmental, health, and
safety risks to children will not be swept into the analytical
framework. This language is "narrowly tailored" to the purpose
of the Executive Order.

In addition, we suggest changing the language of é6-601(a),
which vaguely states that agencies should evaluate whether a
proposed action "addresses an area in which children may be at a
greater risk," to requiring agencies "to evaluate whether the
proposed regulatory action addresses environmental, health, or
safety risks to children that may be greater than those faced by
the general population." This language is more precise and
clarifies the types of regulations that are covered by the E. 0.

In addition, we suggest changing the vague phrase, "each
agency shall provide the following information, " because it
raises questions about what "provide" means, and to whom the
information must be provided. - Instead, this section requires an
agency to "evaluate," "assess," and "explain." In addition to
eliminating the wvagueness, these words are action-oriented and
are more appropriate for an Executive Order directing agencies to

3



fulfill its mandates {(rather than simply requiring agencies to
provide information about how well it is fulfilling the Order’'s
mandates} .

As we mentioned on Thursday’s conference call, case law
makes clear that the Executive Order itself cannot be privately
enforced unless the order was intended to allow such private
enforcement. See, e.g., Zhang v. Slattery, 55 F.3d 732, 748 (24
Cir. 1995); Chen Zhou Chai v. Carroll, 48 F.3d 1331, 1339 (4th
Cir. 1995); Environmental Defense Fund v. Massey, %86 F.2d 528,
530 (D.C. Cir. 1993); Women's Equity Action Leaque v. Cavazos,
906 F.2d 742, 750 (D.C. Cir., 1990} (Ruth Bader Ginsburg, Circuit
Judge}; Michigan v. Thomas, 805 F.2d 176, 187 (6th Cir. 1986);
see alsg 5 Op. Off. Legal Counsel 59, 67-68 (1981) (opining that
an executive order that "states that [the order] is not intended
to create any rights or benefits enforceable by a party to
litigation against the United States" does not permit "direct
judicial review of an agency’s compliance with the order").

In most cases, the language on "internal management"
was found in the Executive Order, and some courts specifically
point to it in holding that an Executive Order does not create an
enforceable right. See Chen Zhou Chai v. Carroll, 48 F.3d 1331,
1339; Mever v. Bush, 981 F.2d 1288, 1296 n.8 {(D.C. Cir. 1993)
(suggesting that, where an executive order states that "its
purpose was only for internal management and that it created no

private rights", "it is doubtful that [the order] had any legal
significance"). Many recent Executive Orders include the
"internal management" phrase. See, e.g., E.O. 13007, 61 Fed.

Reg. 26771 (1996} (directing agencies to accommodate access to
and ceremonial use of Indian sacred sites); E.0O. 12898, 59 Fed.
Reg. 7629 (1994) (directing agencies to identify and address
disproportionately high and adverse human health or environmental
effects of their programs, policies, and activities on minority
and low-income populations); E.O. 12807, 57 Fed. Reg. 23134
(1992) (directing Coast Guard to intercept Haitian refugees at
sea and return them to Haiti). Thus, we suggest including this
language as well to alleviate agencies’ concerns about litigation
risk.

We note that to the extent agencies issue rules
pursuant to lawmaking authority delegated by Congress to
implement the E.O., those rules may have the force of law and be
judicially enforceable. Also, any information considered by the
agency in compliance with the E.O. during the rulemaking process
would likely become part of the rulemaking record, and could be



subject to a challenge under the "arbitrary and capricious"
standard.

6. Delete Section 7-703 (that says, "This order shall be
effective immediately and shall continue to be in effect until
revoked. "

DOJ's Office of Legal Counsel recommends deleting this
section from the Order, because it is obvious and unnecessary.
The presence of this phrase raises questions about why it is
needed.

Stylistic/Minor Edits

1. Section 3-301: Replace "Within 60 days of the signing of
this order," with "Within 60 days of the date of this order."

2. Section 3-302: Replace "The IWG shall be prised of
representatives . . ." with "The IWG shall be of
representatives . . .

3. Section 4-401: Replace "Within six months of the date of

signature of this order," with "Within six months of the date of
this order."

cc: Gary Guzy, Bob Dreher (EPA)
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Environment includes:
. Industrial chesmicals
e Agricultural chemicals
. Physical agents (e.g., heat, radiation)
> By-products of combustion and indusrral ﬁtocesses
o Foods and putrients
- Prescription drugs
. Lifestyle choices and substance abuse

’ Sodal and .economic factors
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THE WHITE HOUSE
WASHINGTON

June 21, 1996

MEMORANDUM FOR T.). GLAUTHIER
FROM: Carol Rasco

SUBJECT: Family Right to Know Initiative

The Family Right to Know Initiative is a very positive concept that has the potential
to fill an important void in the current protection of children's health from environmental
tisks. When parents and familics know about the unique risks to children they can use that
information to make wise choices. Responsible decisions by parents can have an aggregate
benefit today and in the future.

In framing this concept we have agreed to a commitment to work with parents,
scicntists, the business community, and others to achieve the goals of getting better
information to families. As we work with the stakeholders we can build on the concept of a
family's right to know, and decide whether legislation is or is not needed to achieve our goals.
As the Administration moves forward we should continue to emphasize our belief that we can
achieve our goals in a common sense, cost effective way. That emphasis is needed to
respond to concerns that we will put into place unnecessarily expensive approaches.

I plan to continue to be involved in this initiative; please contact Diane Regas of my
staff with new information as it arises.



THE WHITE HOUSE
WASHINGTON

June 21, 1996

MEMORANDUM FOR T.J. GLAUTHIER
FROM: Carol Rasco

SUBJECT: Family Right to Know [nitiative

The Family Right to Know Initiative is a very positive concept that has the potential
to fill an important void in the current protection of children's health from environmental
risks. When parents and families know about the unique risks to children they can use that
information to make wise choices. Responsible decisions by parents can have an aggregate
benefit today and in the future.

In framing this concept we have agreed to a commitment to work with parents,
scientists, the business community, and others to achieve the goals of getting better
information to families. As we work with the stakeholders we can build on the concept of a
family's right to know, and decide whether legislation is or is not needed to achieve our goals.
As the Administration moves forward we should continuc to emphasize our belief that we can
achieve our goals in a common sense, cost effective way. That emphasis is needed to
respond to concerns that we will put into place unnecessarily expensive approaches.

I plan to continue to be involved in this initiative; please contact Diane Regas of my
staff with new information as it arises.
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CALIFORNIA CHAMBER of COMMERCE

Helpline Questions & Answers from Alert

CallOSHA Corner
Federal OSHA to Look at Prop. 65 as Part of Hazard Communication

Is federal OSHA holding hearings on the Califorria Hazard Communication Program?

Yes. OSHA announced in the September 13 Federal Registera 60-day comment period on a "supplement
to the Californta occupational safety and health plan.* The request "concerns the state’s adoption of a hazard
communication standard, which incorporates provisions of the Safe Drinking Water and Toxic Enforcement
Act, also called Proposition 65.*

The Proposition 65 "clear and reasonable warning" requirement was included in Title 8, Section 5194, Hazard
Communication Program, by court order in 1992. So far, OSHA has failed to review this change to the state
plan as required in the OSHA Act of 1970 to determine if it is "at least as effective as" the federal program

The inclusion of Proposition 65 requirements in the state Hazard Communication Program has been more than
worrisomne to California manufacturers and employers and to manufacturers in other states as well.

OSHA officials have raised serious concems about the enforcement mechanism and the potential burden on
interstate commerce that Proposition 65 represents. These concerns have gone unanswered and the final
determination and approval or rejection of the Proposition 65 requirements in the California Hazard
Communication Program have languished at OSHA.

The U.S. Senate Appropriations Committee sent a letter 1o Secretary of Labor Robert Reich on September 20,
directing OSHA to "proceed expeditiously to seek formal comment and issue a final decision of the California
amendment by January 1, 1997."

The original date for the end of the comment period was November 12. However, OSHA received more than 45
requests for an extension of the cormnent period. Noting that approval or rejection of the standard was due to
Congress by January 1, 1997, OSHA extended the comiment period by two weeks, untit November 26.

Should you wish to comment to OSHA on this subject, send it to: Docket Office (Docket T- 032), Room
N-2625, U.8. Departinent of Labor, OSHA, 200 Constitution Avenue, N.W., Washington, D.C. 20210.

T ome |

Copyright € 1996, California Chamber of Commerce



In what appears to be a boost to Turco, Mason stated that, “[i]n responding to these issues. . .
the appropriate standard governing the adequacy” of the warning will be 8 CCR §5194(g)
[HAZCOM], and not 22 CCR §12601(a) [Prop 65].

Coalition of Manufacturers for the Responsible [ mplementation of
Prop 65 v. Stratton is an action filed in U.S. District Court for the Southern District
of California. It seeks declaratory relief and an injunction against enforcement of Prop 65 for
products subject to the federal Hazardous Materials Transportation Act and federal
Occupational Safety & Health Act. The suit argues that Prop 65 is inconsistent with these
federal acts, and cannot be implemented without federal approval. The suit further alleges that
Prop 65 constitutes an undue gm’den on interstate commerce for products subject to these
acts. ‘

The Coalition suit is currently in the discovery process, with the state seeking information
regarding the identity of the members of the Coalition. It has been joined co-plaintiff National
Pamt & Coatings Association.

— - m’:m:ﬂ

If you have any information you would like to include on the current development page, or if
you have any written materials you would like to post to (or link from) this site, please contact

imargulies @earthlink_net




The Prop 65 Page
Welcome to The Prop 65 Page!

— - — N = c o — "

This site provides background and current information on Proposition 65, California’s Safe
Drinking Water and Toxic Enforcement Act of 1986. Prop 65 requires warnings for
exposures to carcinogens and reproductive toxins, and prohibits the discharge of these
chemicals into drinking water.

This page 1s updated on a semi-regular basis (about once a month), to include the most
recent developments on the legislative, regulatory, and litigation fronts. If you are aware of
any developments you think should be included, e-mail to jmargulies@earthlink.net.

We are now offering e-mail notification when this site is updated. Go to our
e-mail page and sign up.

We welcome any comments you have on The P rop 65 P ag¢ and are always looking
for ways in which we can improve it for you.

- - S P -~ c hyr — "

The Pl‘()p 65 Page has been developed and is brought to you by Jeffrey B. Margulies

of the Environmental Department at Haight, Brown & Bonesteel, one of the leading law
firms providing Proposition 65 representation to companies throughout the United States.

In addition to assisting clients in compliance with the Act, we have successfully negotiated
settlements of enforcement actions brought by both the California Attorney General and |
private citizen enforcers. We are currently representing a consumer products manufacturer
challenging the statute on federal preemption grounds in the California Court of Appeal,

and the National Paint & Coatings Association, seeking declaratory relief against private )

enforcement of the Act under the constitutional geparation of powers provision.

VS
For further information, contact ﬁs\ oW
jmargulies @earthlink.net ,pi( \”:: "
» Yg?\ \\K\(S
weLin.



The Prop 65 Page

Prop 65 Regulatory Update--1/4/97

NEW An expert panel called by state legislation to review the risk assessment practices of OEHHA issued its
report on December 3, 1996. The report is entitled A Review of the Califormia Environmental Protection
Agency's Risk Assessment Practices, Polices and Guidelines, and is available for download directly from
OEHHA as compressed Word 7 and Excel 7 files. The report finds that OEHHA's practices are generally of
good quality, but makes some specific recommendations for harmonization between state and federal
governments and strengthening the peer review process.

Governor Wilson's Executive Order of December 10, 1996, required Cal/EPA to implement most of the
recommendations. Notably absent was any mention of the RAAC's recommendation that the 1000-fold safety
factor for reproductive toxins be replaced with a scientific basis. View the Cal/EPA News Release, letter from
Govemnor Wilson to Dr. Seiber, head of the RAAC. and Executive Order W-137-96.

.._Mﬁ%:ﬁ

NEW!In a Special Report in the November 15, 1996 edition of California Environmental Insider, OEHHA -
Director Richard A. Becker, Ph.D., D.A.B.T., offered his views on OEHHA's past efforts and future plans

P
for Prop 65. "Using Sound Science and Common Sense to Improve Proposition 65 Implementation, "
reprinted with permission from CEJ. . 7 :
—a— TS . e A R D L I e, . B .

NEWIOEHHA counsel announced at a December 4, 1996 DART Committee meeting, that OEHHA will not
pursue listing of chemicals under Prop 65 solely on the basis of potential post-natal effects, This potential
regulation was first raised by the DART in May 1995, and will still be an area of concern under other
substantive laws administered by O .

- —il mz%:s_g

The US Occupational Safety and Health Administration announced in the Federal Register on September 13,
1996, that it was seeking comments on whether California's implementation of Prop 65 in the state hazard
communication standard should be approved. This action was in response o a petition filed by The Coalition
for the Responsible Administration ofp Prop 65. OSHA seeks comments [closed 11/12] on the following

issues:
Is the California standard at least as effective as the federal standard? Because the \ E}(\Ifd \ Oy
incorporation of Proposition 65 imposes requirements that go beyond those in the federal Yres veSuis
standard, it might be viewed as more effective than the federal standard. However, some
persons say that the different warnings required by Proposition 65 for exposures not
otherwise covered by the hazard communication standard make the standard less effective by
engendering confusion. Questions have also been raised about whether occupational safety
and health standards can be as effectively enforced by local attomeys and private parties in
addition to the state occupational safety and health officials.

OSHA is also seeking comment on whether the California standard:

1. is applicable to products that are distributed or used in interstate
commerce; _



2. if so, whether it is required by compelling local conditions; and
3. unduly burdens interstate commerce.

Individual employers and employer groups have said that manufacturers may need to have
products labeled as carcinogens or reproductive toxins in California but not in other states,
and must include specific language not required for products destined for other states, thus
creating a burden on interstate commerce.

They also have said that private parties may create a burden on interstate commerce by
subjecting out-of-state employers and suppliers to inconsistent requirements depending upon
the circumstances of individual lawsuits and the settlement of those cases.

[Excerpted from OSHA Press Release USDL: 96-381, September 13, 1996.] - \ 5 OOOJ\ W

Web-available comments on the OSHA proceeding. Currently available is a comment from the Synthetic
Organic Chemical Manufacturer's Association (SOCMA).

c— . il - c o — N

OEHHA gets busy in September and October, issuing a number of new documents.

Notice to Interested Parties (10/4/96) advises of the availability of the draft procedure
for prioritizing chemicals under consideration for listing, the 11/15/96 public workshop on the
priornitization procedure, the 11/15/96 forum to receive comments on draft prioritized
chemicals, request for information on chemicals to be considered by the Carcinogen
Identification Committee, and the 12/4/96 meeting of the Developmental and Reproductive
Toxicant Identification Committee.

November 15, 1996 workshop on refinement of prioritization procedure,

OEHHA will present its revised draft procedure at this public workshop. On
the notice is a preliminary list of prioritized carcinogens and reproductive
toxins. OEHHA later issued a potice postponing prioritization of

carbemazepine and progesterone.

Request for information on chemicals to be considered by the Carcinogen
Identification Committee. This involves only three chemicals:

® 5-chloro-ortho-toluidine and its hydrochloride
® 2,4,5-trimethylaniline and its hydrochloride
@ quinoline

December 4 meeting of the Science and Advisory Board's Developmental and

Reproductive Toxicant Identification (DART) Committee. On the agenda are

inorganic arsenic and cadmium. The committee will also discuss its proposed mechanism for
removing chemicals from the Prop 65 list and prioritization of candidate chemicals.

Request for relevant information on other chemicals being considered for
listing. Includes

A. Chemicals which may meet the criteria set forth in 22 CCR Section 12306
for listing as carcinogens via the "authoritative bodies" mechanism:
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February 10, 1997

To: Bradley éampbell
From: Fred Siskind
Subject: Comments on the revised discussion draft of the Children's

Environmental E.O. 1
While we believe the revised discussion draft of the Children's Environmental E.O. is
much improved, as 1 noted in the voice mail | left for you on Friday, it still prasents
problems for DOL programs. We have developed several options that we bslieve
would eliminate the burden for DOL without affecting the basic thrust of the E.O. As
you know, our particular concern is that OSHA and MSHA focus on workplace hazards
regardless of who is exposed. They do not address risk to particular demographic
groups, but to all workers.

The following options are in order of our preference, with one of the first three strongly
preferred to the fourth:

Option 1. Add to definitions: "Environmental, health, or safety risks include only those
risks or hazards to which members of the general public regularly may be exposed.”

. Option 2. Add to definitions: *Eederal agency includes those agencies listed as
members of the IWG in Section 3-302 and such agencies as may be designated at a
later date.® In addition, the phrase “but are not limited to,” should be stricken from
Section 3-302.

Option 3. Add to definitions: Disproportionate or disproportionatel does not
include any safety or health hazard or risk that occurs in workplaces in which the
regular exposure of significant numbers of children-to the hazard or risk cannot
reasonably ba anticipated.

Option 4. Add to definitions: Risproportionate or di ortionately affect does not
include any safety or haalth hazard or risk that ocecurs in workptaces in which the
regular exposure of children to the hazard or risk cannot reasonably be anticipated.

If you have any questions, please call Seth Harris (219-6181) or me (219-6197).
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THE WHITE HOUSE
WASHINGTON

January 27, 1997

MEMORANDUM TO Bruce Reed

Elena Kagan
FROM: Diane Reg G~
SUBJECT: Environmental Issues for State of the Union

There are two leading ideas for an environmental message in the State of the Union Address.
This memo gives you a short background and status on each.

Protecting Kids

Background

In August the President directed federal departments to identify ways to provide better
information to families about products that pose a special risk to children. Since that time,
EPA has been working on a proposal to fulfill this direction. The proposal on the table has
two components: first is an Executive Order that would direct federal departments to consider
all information about risks to kids when developing environmental health standards, second is
principles for toxics labeling legislation.

The Executive Order, the “Children’s Environmental Health Executive Order” would require
departments, when taking regulatory action, to make a finding either that the action protects
children or that there is insufficient information to make such a determination. In addition, the
draft creates a “Children’s Environmental Health Council” to oversee the implementation of
the Executive Order, to coordinate federal research, and, among other duties, to consult with
OIRA on regulatory actions that may affect children’s environmental heaith.

The primary conceptual questions about the Executive Order are: which federal actions should
be covered; how should federal departments deal with limited information; and whether the
Executive Order is consistent with the Administration’s position on regulatory reform
legislation. The draft text has been in circulation only a few days, and I expect that new .
issues will arise based on the text. (Our next interagency meeting is Tuesday, January 28.)

The second part of the proposal, principles for labeling legislation, would express the
Administration’s support for a requirement that manufacturers label products with information
about special risks to children. This proposal is modeled on “Proposition 65" a ten year old
law in California. The key to the proposal is that it does not add to government regulation of
product content, instead it requires manufacturers to test products and label them



‘appropriately. The government’s role is limited to identifying which substances are of
concern, and perhaps identifying level below which labeling will not be required. Proponents
of this approach argue that labeling will provide families with the tools they need to make
choices among products and create a strong incentive for manufacturers to reformulate
potentially unsafe products. The proposal would exempt food and drugs.

Federal agencies and White House staff have raised concerns about legislation in this arena.
There is little solid data regarding the costs and benefits of a national proposal, and the
California model has not been rigorously studied. (We lack data on the costs and benefits of
the California law partly because companies have been very reluctant to release information
about their costs.) In addition, there are difficult trade and small business implications that
need to be hammered out.

Status

The Executive Order is in draft and could probably be finalized quickly if EPA generates
support within the White House for that position. The process of coming to closure quickly
could, however, cause us to miss some more subtle issues, and will likely lead us to draft an
Order that is narrowly tailored to environmental health, rather than considering an approach
that applies to all health-based regulations.

EPA has drafted about a dozen principles to support labeling legislation. While these too
could be finalized for the State of the Union, the lack of detailed understanding of the policy
and political implications counsel continuing the staff discussions. Both OMB and NEC have
serious concerns about the need for legislation, and how to structure it most efficiently.
{(Recall that EPA proposed this concept at an NEC meeting in June and the proposal was
tabled.)

Recommendation

The President should commit to issuing an Executive Order to ensure that federal decisions
use the best information we can get to protect children, or more narrowly, children’s
environmental health. The interagency process to finalize the Executive Order could then be
completed in coming weeks.

The discussion of legislative principles should be brought to a deputies’ or principals’ meeting
to allow for a full airing of the issues.

American Heritage Rivers

Background

A new proposal to create a federal designation “American Heritage River” is being discussed
in a process convened by CEQ. The President would announce a commitment to this idea
and work some of the details, including an Executive Order, later. Currently CEQ staff is
proposing that identification be based primarily on the cultural value of rivers. The
implication of designation is still under discussion, but would include a call for partnerships
with the private sector, federal support for local initiatives and federal steps to protect
designated waters. Initially departments have raised some congerns: a designation process



will create false expectations that we can solve problems in many places; choosing waters for
cultural significance conflicts with targeting environmental money to solve problems; as
described, the new designation does not clearly add to current work; and we have not thought
through potential political opposition,

The biggest challenge we face in making this idea work is to make designation as an
American Heritage River meaningful. I am continuing to work with CEQ as they identify
ways to accomplish this goal, but I remain concerned that we may not have good solutions by
next week. I have attached the current iteration of this idea.

Status

CEQ staff are committed to adding enough detail to a proposal so that a decision can be made
about whether to go forward next week. They envision that further detail would be developed
in coming weeks.

Recommendation

There are thousands of people across the country who are working to restore enjoyment of
their local waterways, and who would welcome new tools to achieve their ends. They need
incentives to create jobs and revitalize rundown urban waterfronts; small grants to catalyze
their work; better processes for participating in federal decisions; more information about
environmental threats in their local area; and a federal commitment to work in ways that are
consistent with local needs. We can do this, and we should focus the effort where people
really need it--urban waterways. The current proposal, if it remains focussed on historically
or culturally significant waters, is unlikely to bring these tools to communities.

White House staff should be tasked with coming up with an urban waterways initiative that
contributes jobs and environmental benefits. Such an initiative could be announced in a few
months.
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American Heritage Rivers Initiative

America's rivers [and other waterways] are at the heart of our identity and history as a nation.
They are engines of our local economies, and vital parts of the natural legacy we must
preserve for generations of 21st century Americans. They have been our reference points and
our sustenance from the earliest settlements on the James River through the Mississippi of
Mark Twain and the bold exploits of Lewis and Clark. Today this heritage includes the
splendor of natural places like the Yellowstone River, local trout streams that link generations
of fishermen, avenues of commerce like the Hudson River, and urban waterfronts that have
become the centerpieces of sustainable redevelopment in distressed areas left behind by the old
economy. '

Today, President Clinton is announcing a major Federal effort to preserve this heritage as we
move to the 21st century through federal protection and through partnership with the private
sector and local initiative, using the enterprise of the American spirit.

Under this initiative, the President will direct the Secretary of Interior to lead a process among

" federal agencies, state and local governments, community groups, and the private sector for

designating American Heritage Rivers [bays and estuaries] for special protection. The
Secretary will also identify candidate rivers (or sections of rivers) for the President to propose .
for designation.

Partnership. President Clinton is providing the leadership and the tools needed to-
protect our American Heritage Rivers for a new generation. The future of these rivers
cannot be charted in Washington, so President Clinton is challenging states,
_communities, tribes, and the private sector to forge 2 a new partnership to-identify and
protect American Heritage Rivers. :

A call to private stewardship. President Clinton is challenging the private
sector to become .partners in stewardship of the rivers essential to ‘our heritage:
by protecting natural areas from harm; by designing development projects to
protect heritage values; by working with local land conservancies to place idle
properties along these rivers into conservation easements; and by adopting
policies that go beyond requirements of the law in protecting watersheds of our
American Heritage Rivers. - -

[Note: Tees up conservation easement announcement by DuPont on the Chester
River in Maryland; would mirror CEO bully-pulpit efforts Sec. Rubin has
undértaken on urban reinvestment.]

Support for Local Initiatives. . The Department of the Interior will create a
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process for local community groups to establish American Heritage river
designations. The Federal government will make agency personnel, resources,
and expertise available to support local planning and protection initiatives,
particularly where local resources are being invested.

All agencies will provide assistance to these groups in seeking grants and
information needed for designation and for local planning. EPA and HUD will
give high priority to brownfields grant applicatiods hat are built around
American Heritage Rivers. USDA will give high priority to CRP and CREP
fforts that help. protect water. quality of American Heritage Rivers. The
/2 National Endowment for the Arts and National Endowment for the Humanities
. shall give special consideration to cultural and educational works that highlight
riverine heritage. All agencies will develop a catalog of resources available to
community groups in seeking and implementing designation as an American
Heritage River. : ' ‘

[Note: Rollouts include targeted Brownfields Grants, CRP/CREP
announcements]

A call-for comprehensive, community-oriented decisions affecting American
Heritage Rivers. Federal, state, and local planning and permitting decisions
affecting American Heritage Rivers often take place at different times, are made .
by different agencies, and address problems without regard to comprehensive
management of the ecosystem or watershed. This leads to poorer decisions, and
handicaps community groups with limited resources t0 engage in multiple
government processes. President Clinton is directing federal agencies to pilot a
process of synchronized permitting and decisionmaking along American
Heritage Rivers, so that comprehensive planning and community participation

" result in better conservation of these natural and cultural assets.

Right to know about American Heritage Rivers. Community organizations often’
know too little about the quality and vulnerability of rivers that lie at the center
of their history and future as a community. President Clinton is directing EPA
in consultation with USGS and other agencies, t0 empower communities with
information and training to that will give communities access to information
about thé quality and vulnerability of their local rivers. -

[Note: This is an effort distinct from Kalamazoo that EPA’s Office of Water
already hasunderway.] : - . -

Protection. ‘President Clinton is directing cabinet departments and other agencies to
_develop a strategy to protect American Heritage Rivers. This strategy should identify
an initial list of rivers.[waterways] that warrant special, protection, and should adhere to
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Issues

the fdllowing principles:

Smart Growth. Wherever possible, federal funding should be used to enhance
protection of American Heritage Rivers. President Clinton is directing Federal
agencies to eliminate requests for funding, and otherwise avoid making funding
decisions, that would diminish the cultural,-economic, or environmental
amenities associated with American Heritage Rivers. [N.b. Tees up Elwa dam,

- N -

Red River Chloride budget issues]. .-

Smart Decisionmaking. Federal agencies must accord higher protection to
American Heritage Rivers when issuing permits, re-licensing dams, making
cleanup decisions, or taking other steps that may affect these cherished assets.
New legislation that may affect these rivers (IST, others) must incorporate the
flexibility and resources to enforce this principle.

\
High-Priority Actions. President Clinton is directing Federal agencies to
identify .an agenda of high-priority actions that can be achieved over the next
two years to protect American Heritage Rivers, including protective designation
under existing laws, land exchanges to enhance protection, and focusing of '
federal programs to protect and enhance American Heritage Rivers (examples
include such as the conservation reserve program, the conservation reserve
enhancement program).

Targeting Enforcement. President Clinton is directing agencies both to
strengthen and to modify their enforcement efforts with respect to American
Heritage Rivers. Enforcement actions must ensure greater protection and faster
cleanup of American Heritage Rivers, but agencies also must use greater
flexibility to develop alternatives to money. damages, such as Supplemental
Environmental Projects (SEPs) to improve public access and Habitat
Conservation Plans (HCPs) to protect wildlife habitat. - '

1. Should this be limited to rivers, or should bays and estuaries be eligible to the extent that they
meet the criteria? - - S - L g

2. What should the criteria for selection be? Possibilities include the following:-

- importance to our development as a nation;
-- rivers important to national defense;

-- rivers of exploration; - - - .
-- rivers important to trade and commerce;
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. rivers important to our music, literature. _
-- a substantial demonstration of community and private investment in protecting the
heritage values of the river. -

3. How do we structure the designation/selection process?

s h
i



