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= Federal Laws and Regulations

- EPA
m Clean Air Act (CAA), Clean Water Act (CWA), Resource Conservation and Recovery Act (RCRA),
Toxic Substances Control Act (TSCA), Spill Prevention, Control, and Countermeasure (SPCC)---

- OSHA

s Hazard Communication Standard (HCS)/Safety Data Sheet (SDS)/OSHA Label, logout/Tagout
(LOTO), Confined Space Entry, Personal Protective Equipment (PPE), Hot Work, Machine Guard, Fall
Protection, Medical Record--*

= State Laws and Regulations

— E.g. California State
m Proposition 65
m Electronics Waste Recycling Act
m Safer Consumer Products (SCP) Regulation (Green Chemistry Law)
» Rigid Plastic Package Container (RPPC) Program

m Composite Wood Products Regulations (Formaldehyde released amount)



= U.S. Regulations for SEMICON

Chemicals

Electronics Devices/ Equipment
and Component

Facility Operation in U.S.A.

(Warehouse, Manufacturing Plant, R&D Lab.)

= TSCA

— New chemicals

— Existing chemicals

= GCalifornia Proposition 65

— Exposure Warning
= OSHA SDS/Label
= Import Restriction
= Contents Restriction

= Notification

— Chemical Data Reporting
(CDR)

TSCA

— New chemicals

— Existing chemicals

California Proposition 65

— Exposure Warning

Import Restriction

Waste Product
Recycling

= Environment Due
Diligence for M&A
— CERCLA
— ASTM E1527

« EPA
— CAA, CWA, RCRA, SPCC,
TRI---
= OSHA

— HCS/SDS/Label, LOTO,
PPE, Hot Work, Machine
Guard, Medical Record---




= I SCA Inventory

— New Chemicals are not listed on TSCA Inventory

— Existing Chemicals are listed on TSCA Inventory

= New Chemical Import

— Notification
= PMN (Pre-Manufacture Notice)
s LVE (Low Volume Exemption)
m Polymer Exemption
s R&D Exemption

m etc.

= Exiting Chemical Import
— Soon new requirements (by TSCA Reform)
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TSCA Reform

= Frank R. Lautenberg Chemical Safety for the 21st Century Act of 2016

(Called TSCA Reform)

— TSCA Inventory Active—Inactive Notification Rule for Existing Chemicals

m Retrospective Reporting “Notice of Activity A” = Completed (Oct. 5, 2018) 70-year look back period
— Active <- substances that are reported
— Inactive <- substance not reported

m Forward—looking reporting (Notice of Activity B) “inactive” —=> “active”
— A notification will be required for inactive substances
— Who’ s covered?

- Manufacturers, importers and processors

— Reporting timeline

- Effective date: 90days after publication of Inventory with final “active” and intended
“inactive” designations



TSCA Reform (2)

= New Chemical Review Unreasonable risk -+ FSZHLIX D

— Conditions of Use
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s Unreasonable risk of harm to health and the Environment
s Manufactured, processed, distributed, use or disposal
m Potentially exposed or susceptible subpopulations

— Infants, children, pregnant women, workers and the elderly

— PMN (EPA Risk Evaluation and Conclusion)

1. Presents unreasonable risk of injury —> EPA issues rule restricting substance

2. May present unreasonable risk of injury —> EPA orders substances pending
data development —> Manufacture may commence —> consider whether to
promulgate SNUR

3. Not likely to present unreasonable risk of injury —> Manufacture may commence
—> consider whether to promulgate SNUR




TSCA Reform (3)
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— 5(e) Orders

m Restrictions on use of a new chemical substance

m [esting requirements

— SNURs

m Another way EPA can restrict use

» Requires notification to EPA before anyone can engage in “new use’ of a substance



TSCA Reform (4)

=
N
.
3
]

= Existing Chemicals

— Risk Evaluation
m Active Substances
— Prioritization of Active Substances
OHigh Priority goes to risk evaluation

- If substance presents unreasonable risk, then goes to risk management
rulemaking

OLow Priority does not go to risk evaluation
m First 10 Chemicals

— Asbestos, 1-Bromopropane, Carbon Tetrachloride, 1,4—Dioxane, Cyclic Aliphatic
Bromide Cluster (HBCD), Methylene Chloride, N-Methyl Pyrrolidone,
Perchloroethylene, Pigment Violet 29 (draft risk assessment available),
Trichloroethylene

m Next 20 High Priority Chemicals
— By December 2019
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TSCA Reform (5)

= ISCA Fees from October 2018

— TSCA Section 5
s Premanufacture Notice (PMN) --- $16,000
m Significant New Use Notice (SNUN) --- $16,000
s Low Volume Exemption (LVE) --- $4,700

— TSCA Section 6
s EPA-initiated risk evaluation - $1,350,000

s Manufacturer-requested risk evaluation on a chemical included in the work plan
.=+ 50% of total actual costs; $1.25M initial payment

m Manufacturer-requested risk evaluation on a chemical not included in the Work
Plan --- 100% of total actual costs; $2.5M initial payment
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Other TSCA Issues

= CBI (Confidential Business Information)

— Disclosure to heath care professionals, etc.?

= Nano Materials

— Particle size 1-100nm

= Formaldehyde emission regulation from Composite Wood Products
— Voluntary standard

— Consistent with California Composite Wood Products regulations
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California State Proposition 65 Exposure Warning

= A Clear and Reasonable Warning
= Exposure Levels

— For Cancer -+ No Significant Risk Level (NSRL)
— Reproductive Toxicity *** Maximum Allowable Dose Level (MADL)

= About 900 chemicals

— https://oehha.ca.gov/proposition—65/proposition—65—list

= Effective August 30, 2018

— New Warning Language

— Tailored Warning for Specific Products/Facilities

m Consumer Product Exposure Warning, Food Exposure Warnings, Vehicle Exposure
Warnings, etc.

— Responsibilities along the supply chain
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https://oehha.ca.gov/proposition-65/proposition-65-list

Proposition 65 New Warning Label Examples
= Article 6, Clear and Reasonable Warning effective in August 30", 2018

HEHAAMEMEICRET H15E () For carcinogen

WARNING: This product can expose you to chemicals including
[name of one or more chemicals], which is [are] known to the State of California
to cause cancer. For more information go to www.P65Warnings.ca.gov.

>

HIESMHYMBEICRET 5SS (B For reproductive toxins

WARNING: This product can expose you to chemicals including

[name of one or more chemicals], which is [are] known to the State of California
to cause birth defects or other reproductive harm.

For more information go to www.P65Warnings.ca.gov.

ENAEMELEREEEMEOMGICRET D55 ()

For carcinogens and reproductive toxins-contained products

>

WARNING: This product can expose you to chemicals including

[name of one or more chemicals], which is [are] known to the State of California
to cause cancer, and [name of one or more chemicals], which is [are] known to
the State of California to cause birth defects or other reproductive harm.

For more information go to www.P65Warnings.ca.gov.

>

ENAMEEESHEOmMAZRIILEMEIZRET H15E () For carcinogens and reproductive toxins

WARNING: This product can expose you to chemicals including [name of one or more chemicals],
which is [are] 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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IPC 1752A Material Declarations

IPC-1752A: a standard reporting format for material declaration data exchange
between suppliers and manufacturers.

For electronics devices, components, etc.
Data exchange between IPC1752A and IEC 624747 (Compatibility?)

BOMcheck.net developed by EU and U.S. major manufacturers

Compliance tools for REACH, RoHS, Conflict Minerals, Proposition 69, etc.
Introduced 10 years ago

Now about 1,000 manufacturers and about 8,500 suppliers using BOMcheck
worldwide

14
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BOMcheck

E Substance Declarations and Conflict Minerals Web Database
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Aure ywoou a supplier and a

Hawe ywour custormers asked yow Do ywou rreed a systerm to gather
P manufacturar?

o jorir® compliance dara>

Substances Declarations and Conflict Minerals Web Database in:
Llfzd.sm%@ampplier.al
Centralised web database sawes time and cost for suppliers to keep up—to—date with new substamce regularticons Fascwrond=
arcund the world., Supplisrs cam manage their data secursly in the database and download declarations in S I
indwustry standard 1IPFC 175248 XML, PI'F or Exc=l Formats_
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Covered Regulations List

Wersion S0

BOMCheCl{,ﬁ_’r—]e-t C User Guide Mor Suppliers and Manul@cturens %Ig:sing-tg:ﬂ T4 May 2018
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— P roduct scope-
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—Regulatory compliance declaration - restricted substances

* RoHS substance rescricrions (Directive ZO01L1650/EU} &

REACH Article 87 substanos restrictions which may be found in hardware and slectrical and slectronic
eguipment (Regularticon 1907/ 20058) &

r Subscances restricted or declarable by other l=gislation &

r Batcery substance rescrictions s

—Regulatory reguirements - upcoming

r Upcoming RoHS substance restricrions (Directive 2011685 EWU, as amended by irective (EU) 2015/853 of
March Z2015]) &

—Regulatory compliance declaration - declarable substances

r REACH candidate list substances { Regularion 1907F,/2006)

o 63 substances which may be found in mechanical and =lecorical prodwces

—Compliance declaration - Industry restricted and declarable substances

r Imdustry rescricted and declarable substances G
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Regulatory Compliance Declaration (example)

—Regulatory compliance declaration - restricted substances
~RoHS substance restrictions [Directive Z2011/65/EU]) &
Substamce M & i Do all singls hamogenous materials im the parts conmntain less
corncernbratian than the maximuorm concentrabion s
Suto-Till all substanoces Lo: g e i U E]
1o s 12 Mo, but 2 M, Uk 2 Mo
S ] exarmpt Mor
i e HMedical
CadrmimnmSCaddrmisnm O 01 ELX = i )
cormpournds g and Monitoring
an Combrol
Imstraunmeernbs
i th= ELF
1o Yas 142 Mo, but A4 P, Uk Lol Y Y
e b exaermpt Mo
in LE HMedical
Hexawvalsmt CThreormiwm - e ELN m e T =t
[T iy Mofnitoring
Conrmbrol
Imnstrumenb=s
im the ELF
1 yas 12 Mo, but 120 M, Uk 12 Mo
S ] exarmpt Mor
irn Lhee Medical
Leagaddfleasd ooampounds — e ELl i =
N s and Monitoring
and Combrol
Imstraunmeernbs
im the EL
1 was 12 Mo, bul 2 P, Uk 1 Mo
] exempt For
in e ladical
Pl P Ly P e sy — ELl e
cormpEourds e e and Monitoring
an Combrol
Instruments
im the ELF
PEBBE= ik i R O Yes i Mo
PEBOE= W& i i Tes 5 Mo




Results of Regulatory Compliance Declaration
(example)

<A Cadmiuvm/Cadmiuvm compounds «d Hexavalent Chrom [Eyl <A Lead/flead compounds
2 Mercury/Mercury compounds «d PBBs A PBDES

Lead and Lead Compouands
Di-—n-hexyl phthalate (DnHP])

Cisononyl phthalate (DirMP) <3 D sodecyl phthalate (DIDP)

={1,3-dichloro-2-propyi) Phosphate <A Tris{2-chiorosthyl) Phosphate
(TDCPP)

<A Tris(2,3-dibromopropylliphosphate
—Bis{bromomethyi)-1,3-propanediol

Benmzidine-based Dves

BEEC” Oranges NMo. 17

1-Amiinoe-2, 4 -dibromoanthraguimones

Anbmony Oxide (Antimony tooxide)
MMire

Tetrabromobispl (=
Benzophenone

3.3 -Dimethoxybenzidine-based dves
metabolized to 3, 3" -dimethoxybenzidine

F . 3" -Dimethyibenzidine-based dve
metabolized to 3,3 -—dimethylbemn dime

1-Amino-—2-methylanthraguimnone
Disperse Blus 1

Direct Blue & {(Technical Grade)
Maphthasiens

Direct Brown 95 (Technical Grade)
By indiwvidual PAH compowund
Paerfluocrooctanocic acid and s calts
kel and nickel alloys
Hexawalent Chromium
BDEs
DBP {Dibuty] phthalate}
SCCP (Short—chaimmed chlomnnated paraffins)
PFOS (Perflucrooctans Sulfonates)

Arocolourants and a dyes which formm
certain arcomatic amines

Tar oils and creos es Cadmium/Cadmium compounds
PBE=

DEHP (Di{Z-ethyihexyl]) phthalate)
BEF (Benzyibutyl phthalate)
A-Aminoazcbenzene

Mercury/Mercury cormpounds

4. 4 —isopropylidenaediphenol [Bisphenol a;
BPAJ

4 444 444 444 44
Aaadddqaaadan

Disodium d4-amino-3-[[4"-

[z, 4-diamimophenyllasrolil,1"-biphenyl]
—A-—wiljazo] -S-hydroxy—-6-{phenylazc)
naphthalene-2 , F-disulphonate (C.I. Direct
Black I&)

QAAd4d 444 444 44

Polvchlornnated biphenyls (P

v w‘_;{. »sub.ﬁh- tance restrictions

Attached parts list

Part num ber Part mam e Part weighit Material aunit

EIKK20180802 EJpractice 100 g each

Declaration actions

& Approve declaration
O Cancel declaration

Please confinm your password: | sessessssse

Submit dedaration




Harmonization between IPC1/52A and IEC 62474

—
IPC 1752A IEC 62474 FDIS (draft) BOMcheck
IPC1752A%} fits
Class C Declaration for compliance Regulatory Compliance
Declaration (RCD)
Class D Composition declaration Full Material Declaration
(FMD)

Compatibility?
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QUESTIONS?



Kanji Tamamushi, Ph.D.
www.EJKK.co.jp
k.tamamushi@ejkk.co.jp
ktamamushi@earthlink.net

THANK YOU!
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