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Introduction

Development of Proposition 65 safe
harbor levels

— No Significant Risk Levels (NSRLS)
for carcinogens

— Maximum Allowable Dally Levels
(MADLSs) for chemicals causing
reproductive toxicity

OEHHA seeking input on ordering
chemicals for assessment
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History

1988 Regulations guiding the development of
safe harbors adopted (22 CCR 8§12701-3,
§12801-3)

1988 - 1992 Safe harbors issued on >200
chemicals (22 CCR 812705 & §12805)

1992 Regulatory guidance establishing 3-tiered
NSRL development (22 CCR §12705(b),

(C), & (d))
Dec.1992 Settlement Agreement requiring:
— updating of priority list
— NSRL development
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Tiered Process for NSRL
Development

NSRLs may be based on:
- De novo assessment by OEHHA

- Assessment conducted by another
California state or federal agency

- Expedited assessment by OEHHA
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current Status

NSRLs

- 222 adopted in regulation:
— 42 de novo,
— 38 from other programs
— 140 expedited
— 2 trace elements

- 57 drafts released
MADLSs
- 3 adopted in regulation

. 5 drafts released
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Proposition 65 Chemicals
without Safe Harbor Levels

~240 Carcinogens

~250 Chemicals that cause reproductive
toxicity

OEHHA committed to developing
20 - 35 Safe Harbor levels annually
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Factors for Ordering
Chemicals for Assessment

Dose-Response Data:
) : Exposure
[ Quantity, Quality ] [ Potential ]

\ / Available
Assessment Resources

Ordering

Settlement Agreement
Commitments
Public Input

Attorney General’s
Needs
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Priorities for Safe Harbor
Development

NSRL priorities
 First priority

e Second priority
 Third priority

e Fourth priority

MADL priorities
* First priority
e Second priority

 Third priority
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Safe Harbor Development

OEHHA proposes safe harbor level,
develops documents, publishes notice

45-day public comment
including public hearing

'

OEHHA responds to

comments <
No substantive Substantive 15-day public
change made change made comment period
OEHHA prepares OEHHA makes
and submits change and
regulation package publishes notice
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