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% Two distinct actions —
risk assessment and risk management
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Hazard identification §
(Does the agent cause the
adverse effect?)

Risk

Characterization
Dose response (What is the
Assessment (What is the estimated

relationship between dose

.. , incidence of the
and incidence in humans?)|

adverse effect on
a given
population?)

Exposure Assessment
(What exposures are
currently experienced or
anticipated under
different conditions?)




1986 Ballot
Initiative:
Proposition
65

Restrictions on Toxic Discharges into Drinking Water; Requirement
of Notice of Persons’ Exposure to Toxics. Inihative Statute

Y -

Official Title and Summary Prepared by the Attomey General

RESTRICTIONS ON TOXIC DISQ{ARCES INTO DRINEING WATER REQUIREMENT OF NOTICE OF PER.
SONS" EXPOSURE TO TOXICS. INITIATIVE STATUTE  Provides persans doéng business shall neither expoae in
dividuals to chemicals kmown to cwe cancer or reproductive toxd aity without first giving clear and reasomable waming,

nor dschar ge mch chemsabs into drinling water. Allows

Beguires Covernor publish kstsof such chemscals.

exreptions.
Authorizes Azomey Ceneral and, under peciied conditions, digrict or cfty a%omeys and other penas © seek

injunctions and cvil desgnated

employees obtaining information of degal dacharge

of hazardows wase )oetlﬁmlwmmnbtdhoudd supervisors and health officer. Summary of Legshave

Analyst’s estimate of net state and local government
8

local agences mm&dnmcwm LQ?ndtha
Lal&!)nmlh These costs would be partally offet by fines calected under the meamre

mCmdohmmdhmbvntmd
ter would depend on many facthes, but could exesd

Amnalyss by the Legislative Analyst

Background

Carrently, thestatehas anamber olpoymdes@cd
D prowct e Agnnst pozdble expaes to
chemsicals mvdvethtremhuonol

. Waste mchmn State Water Hesources Con
ol Board and the aal water gaality contol
boards regulate the d of wastes into smte wa-
ters including rivers, 2veams, and groundwater that
may be moe‘dnmddxmk uﬁi'l‘;nel)e_
partment of Health Services regu posal
and cleanup of hamrdous waste, induding hazardous
waste that may cantaminate drinking waer.

* Drinking Water. Carment aw pmh&sa local water
agencies from mpplying drinlking water to the poblic
fat contins dangeous levels of cetain harmiul
cheamicals Local water agencies muz infam cusom-
erswhen the level of thex chemicals exceeds certain
limits. The Department of Health Services enforces
these Emats

Worlphes Hazamds The Department of Indugrial
Rdations reguiges exposwe D QAcercmIng
materiak and other harmful substances in the work-
place. Carrent low also requires employers to inform
workers of posshle exposure to s substances.
Pestiddes. The Department of Food and Agricd
fure regultes the we of pesticides in agriculture and
mmﬁbmn Ycations, ach as mamtenance of
These il hory agentien mest make jolgment a

Rory must = about
the amounts of harmiul chemicals St can be relesed
i the environment In dotng so, they try to balance
what it cozs to prevent the relexse of chemscals against
the risks Se chamicals pose to public health and miety. As
the level of allowable exposwe goes down, the oost of
prevention typicaily goes wp. risk that some sub
stances pose to health s not alwaysknown. ORen, scen-
t= cannot determine precisely Sehealth impact of low-
level exposures that cocur over 20 or 30 years

Pmoposal
This measare proposes two additional requirements for

buznesxes employing 100r more First 2t genevally
would prohébit Shae busineswes imowingly releasng
D any saurce of drinking water any chemscal in an
amount that s known to cawe cancer ar in an amount that
exeeds 1/ L000% of the amountnecesary for an obsenva-
ble efiect an “reproductive tacciy.” The ®rm “repro
ductive taccsdy ~ s notdefined Secand $he measure gen-
enaly would require those businesses © wam people
befae lowimgly and mtentimally exposing them to
chemicals hat canse cancer or reproductive Duakcity. The
measare wadld require Sesnteto izoe ko of mbstances
tha cawe cancer a reproductive toxaty.

Becase fice new requirements would remlt &, e
frngent zandards, the practcal effect of the reguire
mm-mldhetompcemmdﬂmsbnhemme
m;amm dm: i sowrces of drinking water.In

© implanen noew requirements sale agences
ht.eresponibkfoam e mets would berequred
to alter sate regulasions and new andards for
the amaunt of chemicals that may be diacharged into
sowrces of drinking water.

The meazare also would fm civil penalties and in-
crexe exsting Enes for busc discharges In addition, the
meaxsure would allow saate or Jocal governmens, or any
pummnthew&tmwneshmuth
violates theae rules.

Fliscal Effect

It &5 estimated that $he ad ménstmtive actions remlsn
from the enacanent of Sis measare would cost
00000 in 187 Starting b 1968 Hhe et of fise actions
are unkaown and would depend an many factars, but
these coxs could exored §1 midlion armually.

In addtion, the messare would result in unknown css
© sar and local bw enforcement agencies. A portion of
thesecoas could be off et by incressed civil peraltiesand
fines collected under the measwre.

Beyond these direct effects of the meassure, a¥ and
local governmen s may strengthen enforcement acti s
© erswe complance with Die new reguiranen (3
costs of any addional enforcement could be signesant
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Risk

Characterization
(What is the
estimated incidence
of the adverse effec

a given population?)

Proposition 65 Hazard Identification

xposure Assessment (What

experienced or anticipated

Proposition 65 List of Chemicals
Known to Cause Cancer or Reproductive
Toxicity

|dentified by
% State’s Qualified Experts (SQE)
Carcinogen ldentification Committee
Developmental and Reproductive
Toxicant
|dentification Committee
% Authoritative bodies named by the SQE
% State and Federal Labeling
Redadinrements
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ol Proposition 65 Dose Response
adverse effect?) A S S e S Sm eﬂt

Risk

Characterization
(What is the
estimated incidence

o e aaere et Safe Harbor Levels: Exposures at or below which
a given population?) Warning iS not required

et o o Carcinogens: No Significant Risk Levels (“NSRLs”)
(Title 27 CCR § 25701, 25703, 25705)

s Reproductive Toxicants: Maximum Allowable Dose
Levels (Title 27 CCR § 25801, 25803, 25805)

Regulations spell out defaults that apply
“in the absence of principles or assumptions
scientifically more appropriate, based upon the
available data...”

Response

Dose

» > 300 Safe Harbor Levels adopted by OEHHA in
regulation



Hazard identification
(Does the agent cause the
adverse effect?)

Proposition 65 Exposure Assessment

Risk

Dose response Assessment
(What is the relationship
between dose and incidence
in humans?)

Characterization
(What is the
estimated incidence
of the adverse effect
on

Exposure Assessment (What

exposures are currently
experienced or anticipated
under different conditions?)

a given population?)

Estimating the exposure to a listed chemical that a

consumer or by-stander is receiving
Guidance in regulation
Extent of exposure - Title 27 CCR § 25501 -

Final Statement of Reasons

Title 27, California Code of Regulations

Proposition 65

Interpretive Guideline No. 2011-001

25505
Carcinogens - Title 27 CCR § 25721
Reproductive Toxicants - Title 27 CCR § 25821
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Hazard identification
(Does the agent cause the
adverse effect?)

Dose response Assessment
(What is the relationship
between dose and incidence
in humans?) —

Exposure Assessment (What
exposures are currently
experienced or anticipated
under different conditions?)

Proposition 65
Interpretive Guideline
No. 2018-01

Residential exposure to
methyleugenol in bait
duri

Risk
Characterization
(What is the
estimated incidence
of the adverse effect
on

a given population?)

Proposition 65 & Risk Characterization

Proposition 65 Context: Are exposures sufficiently
high to require warning?

Safe Use Determinations:

Exposure to a listed chemical use of a specific
product is subject to the warning requirement

Interpretive Guidelines:

Proposition 65 and its implementing regulations
interpreted for specific facts or circumstances
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CALIFDRNA SAFE DRNONG WWIER & TOMC ENFORCEMENT ACT OF 1568
(PROPOSITION 65)

[o meet the requirements of Proposition 65, it 1S
our responsibility to inform you of the following:

New Warnings
Effective August 30, 2018

WARNING

Some products sold in this
store contain chemicals known
to the State of California to
cause cancer, birth defects or
other reproductive harm.

before

-

A WARNING

This product can expose
you to chemicals including
Di(2-ethylhexyl)phthalate

(DEHP), which is known to the
State of California to cause
cancer and birth defects or

other reproductive harm.
For more information go to
www.P65Warnings.ca.gov.
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