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Surape’s REACH regulalion was entered into [ooee in June of 2007 1he
ence of REACL] can be summed up as follows: “The chemical industry

t demaonstrate substances can be wsed salely or stop doing business in
pe” n elfecl, REACH has shifted the burden ol proof away from the
atary agencies and placed it directly in the laps of the companies that
peafaciure and import the substances currently used in products and any
substances that may be wsed in the ftare, Tnthe ULS, the FPA must go to
great lengths 1o lan a substance from the marketplace, The burden of proof
is o thermn o dermonsie e that substances cannol be pooduced or used
safely and only then can they iake regulaory action o ban L Under
REACH, however, the regulation defines the conditiony under which sul-
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slinees can be used salely and it is
up to manulacturers, including im-
peorters, 1o show that ¢helr sub-
slances meet twose condilions or
they will T vesticted from the mar-
leetplace,

REACII stands lor the
Registration, Evaluation, and
Authorization of Chemicals.
RFACIT applies 1o individizal chem-
ival substances whether they are
manulaiored o imported alone, as
part of a preparalion {e.g., a coal
ing}, as part of an article where the
substance is intended to be released
{e.g. a paint pend, or as pan of an
article where the substance is not
ntended 1o be released {ep., asub-
stance in the paint covering a vehi.
vle}. REACIT "Registration” is the
process folliwed by chemical man-
uwiacturers and imponers to submi
their data and dormation to
demonsieie that, for each sul-
stance and each wse being regis-
teredd, the substance can be vsed
withoul significant risk to human
health or the enviremment, By fore-
ing voermpanies through this process,
substances that ¢leatly pose an un-
arceptable risk in cerain end uses
will likely not be reglsierad for that
vse and. hence, will be volenarily
restricted, Tor so-called “Substances
ol Very High Concern,” manulae-
turers and improrier will be faced
wilh the possibllity that their sub-
stance will be subject 1o
"Authorization” proceduares,
wherely the manutaciurers amd im-
porters will lw: tecuited to seek ap-
proval for continued use of the sub-
stance in the RU marketplace. Here
lizs the hidden "RT in RCACL that
slinuls for Resriction. Substances
will either nod be registered Tor par
tfirular uses {a e of voluntary re-
suiclion} or will not be Authorized
{a type of mandalory restriciion).
As more and more subwlances are
restricled in the marketplace, i1 will
become increasingly difficult for
comranies to wack wihich sub-
stances cal be usee in which appli
catlons in which parts of the world,
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WHAT ABOUT THE U.S, AND
CANADA?

Ay predicion is that REACH sets
the stage for two dynamics 1o
EINETEE 1T Meath Amexdca, Tirst, and
most jrpoctandly, the infommaton
o be developed and made available
uniler REACH i1l be used 10 seek
Aew reslrtcLions on sulsimnees n
North America. At the same ime,
the 1 melric tonme registration
threshold and the Produc and
Prowess Oriented Besearcl and
Develogprment (PPORD) provisions
ol the BLEACH regnlation have the
potential to open e dowr for new
innuvative subsrances to cner the
LU markeplace. 11 successful, they
can thenr be turther commersialized
in (he S, and in Canada. we will
examine both of thess predictions
in a bit more detail.

A HISTORICAL PERSPECTIVE

My fixst prediction is an easy one
Lo dmake, sinee we have been head
ing in that direclion sinee 1976,
when the Tosdc Substances and
Control Action [TSCA) was tiist en-
acted inthe Linited Stiles Section
21y of TRCA requires that

“Adequate data should be de
veloped wilh respect 1o the ef
tect of chemical subsiinees
and mixtures on heafth and
the envirorment and that the
development of such data
shorlel e the Tesponsibilivy of
thaose who manulacture ing
those whao process such chem
ical substances and mistures.”

Iowrever, in reetling this reguire-
ment, regulations must not “wndoly
impede comimerce or place eco-
nonic barriers.” Clearly, in 1974, a
REACH-type regulation would have
inpeded comenerces Hovwever, Ina
ros-TRACTT environmenl, requir-
ing maore indormation fronm mano-
facturers will be increasinghy viewed
a% Tess burdensome and may even
mally become standard practice,
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Since Tegulators in North America
will leave access 1o the “hazard”
data produced for REACIT (e, the
mammmalian toxioology, environ-
mental faw, and ecotmalcology
tlata), agencies will likely focus on
galthering relevanl “exposare” intor-
maticen from manufacturers and
dowmistream users s0 that the “risk”
can be properly chiracrerized, This
will mean providing inlormation
on product volumes and end-use
applications and, in some cases,
may even Tegquire more dedailed in-
formation on the nature and extent
of expasures and releases througl-
ool i preluct's entire lile-ovele,

As previonsly stated, we have
heen heading in this direcion [or
the: Tast 30 wears. Some of the major
highlights that have brought us o
where we are Loday are as follows.
I the eardy 19805, the [L8, B4 for-
malized its Pre-manwmaciure
Naotification {[PMN) process, which
is siill in place today and requires
manulaciurery to subamit Tusard, ex-
rewsiire, and releass information
prior e manufactucing any “new”
substances. Around that same lime,
ihe: FIT 1ssued directives for Member
States to establish similar proce-
chares for new substance nobifica
tiam. Im 1293, the LS., Canada. and
Blexion agreed to work coopera-
tively on environmental issues,
whicl set the stage [or Canada to
adopt policies similar to the 115
for regulating chemicals in cowm-
mesce. o 1798, the EPA it forth a
“challenge” 1o the TS, chemicals
industry to, 10 essence, gither put
up b shul np with vespect to the
hazards of “existing” chemicals in
comaneree, As a resull, the HEY
Challenge Proyeram was born and
industry has spent the last 10 years
studving the toxicity and Gate of
high producticn voluime chemicals
produced in the LS. T 1999, the
Canadian Frvironmental Prodection
Act [CFPA)Y was enncted, which in-
cluded provisions for assessing the
risk of new and existing substances.
In 2044, the REACH White Taper
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way published oller-
ing whil the EUT be-
lieved was i letter
waty 10 controd the
risk ol new and exisl
ing substances by
framsterring the -
den directly on the
producers themselves,
In 20062, the LA Twe-
gan ils Sustainable
Tutures prognnm with
the aim of making its
risk assesyment tools
available Lo industry
s that they could use
them o dbevelop more sustainable
chemicals in the future (ie., chemi-
cals with less oyt on human
health anid the eavironment), In
2003, the EPA required “expeosure”
information 1o e mcluded wilh
Iiveniory Tipdate subinissions that
are required 1o T made by chemi-
cal manifacturers and imporers
eviely live years, The LPA is corently
using this exposure information w
zel regmlatory prioriies and assess
sk, L 2005, the DPA exdended the
HTY Chatlenge Program to incluede
“expemure” information, which is
also being used in setting priomtics
arul assessing risk. In 2006, the
United Mations adopled a Strategic
Approach e Inlernational
Chemicals Management (SAICM),
which is a policy tramework to e
sure: chemicals are produced and
used in ways that minimize signifi-
camt adverse innpacts on the envi-
ronment and hwman health
through infermational cooperation.
While no “one size fits all” ap-
proach has been adopied in the
SAICM tramework, the dat and in-
formation being developed under
ELACLL will Tikely play a key vole in
the regulation of chermnicals arouorsd
the world. Tn December of 2006,
the final REACH fext was adoped
and, ns a result, Europe is 1o man-
date that chemical manulacharers
characterize the hawards, exposures,
and risks of the substnces they
produce, Lo e ULS, and Canada,
this worl: has been done by the reg-
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ulators and progress his Leen
steady but slow relative to the ol
numlier ¢l subsiancey in COmMmMence.
In addition, the resulls of These
agenoy-derived assessiments have
been criticized ly indnsry as overly
COOsCIvative.

WHAT'S THE CURRENT STATE
OF PLAY?

L 217, California announced
its Green Clhemisiry Iniiiative to
lowl far a better way 1o regulale
chemicals to Calilornia comumerce.
Also in 2007, the LS, Canada, and
Mexion signed the Trilateral
Aprecmient Lo croperale specificatly
on chemicals management, which
arguably opens the door for 2 North
American version of RLALCH in the
fuiure Tn Apnl of this wear the 114
Senate held heurings, led by Senator
Rarbara Boxer of Californta, W dis-
cuss the 1185 comrent chemicals
management policies under TSCA
and effered stark criticism of our
CLUTENL Syalein conlrastedd Against
Furope's new REACLL syslem. [n
Mav ol this year, TLE. Senator brank
Lautenbers ol MNew Jersey inimo-
dured legislation known as the "Kid
Safe Chemicials Acy” thar would,
similar to BLACEH, regulale chemni-
cals thal g ino consomer prod-
ucts. And finaliy, a bill that hag
been negotiated by Califoinia legis-
lators, Lhe Scliwarsenegszer adminis-
tratiom, and environmental and

chwernical industry
groups, kiewn as
ABTA7Y, appears
ready le pass the
Calitornia state Teg-
islanre. This bill
would reguive the
Diepariment of Toxic
Substances Conlrol,
in the Califomnia
Lovironmenial
Protection Agency,
- Loy stelaapat regulations

by January |, 2041,

Iy establish a

provess Iy which
chwmicals or chemical ingredients
in products can be identitied and
pricritized for consideration as be-
ing chemivals of concern. The de-
partment would also be required wo
adop( regulations (o establish a
process by which chemicais of com-
cermn in products, and their potential
altermlives, ave evaldaled 1o deter-
mine how Test to limit exposare or
tir recluce the level of hazard posed
by a chermical of concern.

BACK TO THE PREDICTIONS

R, oy wae hinve arrived back o
nry st prediction: “The mforsation
tir b develaped wnd made availatle
wheder REACTE 108} Inr used o seek Howr
restiictiores on spbstarices here in North
America,”

It anyene can look back fo 19746,
ay we just have, il conclude dhat
we are unlileely to face more restric-
tions, 1 would centainly welvome
the debate, Whiat s not clear, luomw-
evel, i exactly how the daa will be
usel in the LLS. and Canada. will it
b usedd within the existing chermi-
cals management framework o will
it be used by legislatoms 1o justily a
new frameworls? 1o either case, in-
dustry will have o defend the salely
ol some ybstances amd will have to
seels more sustainable allernarives
[ wsthevs, While moch of this bur-
den will Tikely fall upon the chemi-
cal manufaclurers, coatings foemu
lators will also need w understand
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the tisk profile of each ingredient
being used and will need to closely
ronieeT the regulatory stotus of any
substances that miglit [ace restric-
fions, In addition, formulators will
newd i be willing o contmbute in-
tormalion to help delend the satery
of substances and be willing w wortlk
with manudacturers 1o fest maore
sustainahle ones, 1o addition, they
will need e e ready 1o guickly re-
formualate when appropriate.

This brings us Lo ey secand pre
dicton: "The 7 marric e regisir-
tierr thivshold and the Product and
Process Ovientad Hesearch and
Developinens {PPORLY) provisiuns of
the REACH requlalion heve the poten
it o open the door for new Dmolatle
subsiancey Lo enter the LU nearfrer-
place, and, i suecessful, they can then
b further comunercialized here in the
L5, and in Canade,”

Wnder BEACH, new substandes
needd not be registerad iF they are
manufaciured or imported in quan-
tities of < 1 melric {onne per vear
per mamatacturer or inporter This
is similar w the lody volume exemnp-
tion available tin the TLE,, cxcept
thal agency appeoval need not be
sought Birough the notitication
process, Inother words, the exemp-
ticn wnder REACTL bs adlomatic,
Also under REACH, the FIPORD
[Priwisions perinil new substances
10 be manufacured or impened in
cuantities exceeding 1 metdc lonne
per year provided the subsiance
will, for example, in the case of
voatings. be prodoced or imported
for the pumoese of testing the: fields
of applicaton of the substance, (pro-
videsl a PPOED natifivadion is filed
and all downstream users are ider-
tifiedt, This may not be a siable op-
don for consumer applications but
could certainly be of value tor cus
Lormers who are inleresled in testing
large wolume specialty tormulaions
The exemption lom registration is
good [or up 1o five vears and can be
extended to as much as 10 years. S,
whial we can see happening as a re-
sult of ELACH is that new, more
sustainahle, subslances can be man-
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ufactured in commerdial quantities
in the U5, for export only, and be
placed on the Furopean market in
commercial quanlifies without l1av-
ing o file a new substance nurifica-
longregistration until it is clear the:
subsiance will be accepred in the
marketplace.

A LODK AHEAD

As we move indo fumire, the
chemical ndustry, i luding the
cinslings industry, will face increas-
ing regulatory pressures and more
and more substances are likely to be
reslricted, Tnthe near term, suls-
stances will be restricted only in cer
tain mackets. ol the dominos will
starl I fall all owver the world. Bis
then only 4 question of how fasy

To succesd over the lomg term,
inarufaciurers and {ormulaiors will
need (o onderstand the sk profile
of the substances in their ponfolios
amd will need to stay on wop of
whal is happening in the regulalory
arena. Companies will alwo need to
he prepared o cither respond in de-
fense ol the sulmlances being scrudi-
nizer] or be able Lo respond with g
mare sustainable altermative. ‘L st
these alternatives, manufacturers
anel formulators must oot be afraid
1o use the low volume exemplion
o PROHLY nolficition prosdsions
of 1he REACH regulation. Aler all,
they have been pmit theve to encour-
Age tmovation.

[ suspect that the REACH regnla-
tion has given a prosh o the susain
able development moverment and
that i has now reached cricical mao-
mentu. bormulaoes should stay
foeused on the scence, bal i is not
only e science that leads o better
formulations. Compinies should
learn what makes chemideals more:
sustainable and, i7 they have not al-
ety dune so, they should gel to
kmow hedr product safety teaom. 11
they ave pood, diey can hielp come-
panies siay on top of the rish and
regulatony profiles of prduets and
subslamices. [
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NPCA REACH Resources

The Eurcpean Union (EUY it June 2007
lnalized frs Registralion, Fealuation, and
Aulherization of Chemicals (REACH) direc-
tive. Similar in intent to the Tosxic
Substances Control Act (TSCA) inthe
Linited States, The REACH regulalion i dif-
ferent in that il reverses the burdon al
proct. Instead of Lhe EU governimenl having
to demonstrate Ll Ehe use of a chomical is
unsafe, induskey noe has ko show the uses
leor chemicals it wanls 1o sell in the EL ane
nale. The requlation is primarly tocused on
Cl-hased chemical manuluciurers and im-
potlers, as well a3 EU-bascd eoalings com-
panics amud Lheir custarmers in tha EL,
REACH, hionwever, will alsg affect. 115, coat-
ings manufaclurers who exporl products fo
ELJ custogners, since those customers are
considered chernical importers unaler the
REACH regulation.

In 2008, the Kalicnal Paint and
Cunlings Assediztion crealed a welr page
dedicalerd tn REACH inforrmmlion lncated at
v e orgdrsLes e e, providing
intormaticn, complianee resoorees, and
toals to assisl industry membiers in Tulfilling
their chligaticns under REACH.

In addition, some general intormatien
tinks on REACH inchude he following:

REACH Summary Docurment:

Bty ffecha, europe. euddog timaling
engxdfl, This dowenioadakle brochure pro-
vites & brief general overview and tirneline.

REACH Regulation:

it ffeures aurapa. eudCHEMS do -
OLL200/ T 46 SO0 ENHTVWL. This link pro-
widts an up-lo-date official copy of 1he ac-
tual REACH ragulation for download.

REACH Guidance Documents:

e ffreuch e, itAguidance enking. 1his
link provices wnine 1o a wealth of quidanee
totuments an the lalsr stages of REACH
(Tinal registration, cvalvalion and authoriza-
tiongd, as well as general descriptive informa-
tion.

To help “enaynstream users™—or com-
panies that puachase chemicals o make
products seld in the Furopean Union—uri-
cderland their ebiigalinns under the FEACH
regulalion, the Eurapean Chemicals agency
(ECHA) has translated RLACH guidance nts
22 languages. The intormaticn can he
found fy going 1o the website above and
rlicking i the anguage-selection box in Ihe
nprper-right corner. Aveording to ECHA,
Bufgarian and Remareian wersicns of the
downslream user's guidance will be issued
i 2009,

ECHA Website:

http: e europaed. This is u link to
the European Chernicals Agency, which lisls
REACH and other LU chemical regulatary
FROJLIrE MEnLE,
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