
© 2018 Source 44 LLC. All rights reserved. 1

B.S.	in	Biochemistry	at	Northern	Illinois	University,	Ph.D in	Chemistry	at	UCSD,	interned	at	Pfizer,	work	includes	Monsanto,	
Zevacor Molecular,	Siplast.[4:00]	Experience	in	regulatory	affairs	for	pharmaceutical,	medical	devices,	and	quality	control	

(such	as	ISO	9001,	GMP,	and	CMC)
Lead	the	identification,	research,	and	summary	of	regulatory	requirements	translating	into	compliance	software	platform	

developments.	

SPEAKERS

Director	of	Compliance	Product	
Research	

Zephen Specht
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California Prop 65 Compliance Process
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The California Prop 65 Compliance Challenge

Chemical Identification

Compliant LabelingProduct Scoping

Data request / 
Supplier Engagement

Data Collection / Analysis
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Product Scoping

3

PHASE ONE

Put	together	the	complete	component	make-up	of	

your	product

• Risk	driven	approach

• Goal	is	to	include	or	eliminate	certain	products	from	your	

Prop	65	compliance	process
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Supplier Engagement
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SECOND PHASE

Empower	your	suppliers	to	give	you	the	data	you	

need	to	continue	your	Prop	65	compliance	process

• International	supply	chains	have	language/geographical	

communication	challenges

• Supplier	education

• Personalized	help	with	24/7/365	multi-lingual	engagement	

center

• Guiding	documentation	on	Prop	65	regulation	

technicalities.
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Data Collection
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THIRD PHASE

Collect Organize Prioritize Analyze

Be	prepared	for	variation	in	data	and	responses

• Organize	data	with	product/component	tagging

• Prioritize	Prop	65	compliance	process	based	on	

product/component	flagging
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Full Materials Disclosure (FMD) Alternative Documents
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Manufacturing Contract 
Agreement
(MCA)

Laboratory Test Report
(LTR)

Certificate of Compliance
(COC)

Safety Data Sheet
(SDS)
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Chemical Identification 
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Step four

Time	for	the	data	deep	dive

• Gather	multiple	tiers	of	supplier	product	data	to	

understand	complete	chemical	make	up

• Run	chemicals	against	Prop	65	list	and	prioritize	testing	

for	safe	harbor	level	thresholds


