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Topics for Discussion

Why should you be interested in REACh as an IH
In the USA?

— Brief review of REACh legislation

Review of ‘estimated’ impacts on society and
economy of REACHh legislation —

— Not an in-depth examination of the cost-
benefit of REAChHh

Implications for US Companies that sell
chemicals and/or chemical-containing materials
into the EU

Implications for Industrial Hygienists and EHS
Professionals



REAChH : Mission Impossible ?

~ee...0r just Mission Difficult?




IH Legacy
Why should you care about REACh In the USA?
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Registration, Evaluation and
Authorization of Chemicals



REAChH

« REACHh Is directed towards the improvement of
the knowledge about chemical substances.

e Risk-reducing measures give a better insight
Into the risks for the environment and public
health.

 New policy influences the manufacturers in the
chemical industry ----- globally

— They will have to register the substances that are
produced in quantities larger than one ton a yeatr.

— They will have to deal with direct costs for registration
and testing of substances.



REACh will regulate chemical:

Manufacturing

|

Importing

|

Marketing

|

Use



REAChHh Touts:

Main objective : to provide better protection of human
health and the environment

REACH results in a major shift of responsibility and
costs to chemical manufacturers (from EU
Governments)

Innovation (especially for finding less hazardous
substitutes) lacked incentives - U.S. rate of new
chemical notifications nearly 4 times higher than in EU

Replaces about 40 different pieces of existing
legislation in the EU



How much information exists
about High Volume Chemicals?

Fully
Tested

Minimal data

Inadequate to Very Little data



REAChH - How Does it Work?

»
»

REGISTRATION

30.000o0ld’ ‘Chemical Safety Report’ for > 1
’ tons/year

substances Includes intermediates
before production or importation

)

> 4.000 Dossier evaluatlon_
bstances Substance evaluation
U further tests
Use-related
> 2,000 Applies to:
AUTHORIZATION Substances Carcinogens
mutagens
reprotox

bioaccumulative & toxic
endocrine disruptors



Some Exemptions from REAChH

Pharmaceuticals, Pesticides

Radioactive substances

Medicinal products (human or veterinary)
Food additives, flavorings, Animal feed
Polymers

Some listed “naturally occurring substances’,
e.g. coal, crude oll, natural gas, salt (provided
they aren’t chemically modified)

“Ubiquitous materials” - e.g. water, nitrogen
Substances in use for R&D (5 yr. Exemption)



Registration

Testing Is required only when current chemical
safety data Is not adequate

If more than 1 ton/year, producers and importers
must assemble limited information (generally in-
vitro data only)

If more than 10 tons/year, a full “Chemical Safety
Report” Is required

The burden of proof is now shifted to industry from
government




Registration

-continued-

« Companies must register, or their product(s)
can’t be manufactured or imported into EU
market

* “High-risk” substances are registered first

e Atrticles (hard goods) must be registered If:

— they contain substances that meet criteria for
“dangerous substances”, and;

— the substance(s) will be released during
normal and reasonably foreseeable conditions
of use



Evaluation

e Evaluation - Review coordinated by a new EU
regulatory body:. European Chemicals Bureau
(ECB) in Helsinki, Finland

* Dossiers - will only be checked for
completeness, unless they are selected for
evaluation (5% of all submissions is the goal)

 Enforcement can only be done by Member
States (per EU Constitution)



Chemical Safety Reports

Required for all substances subject to registration if
>10 tons/year

Part of the “Registration Dossier”

Exemptions for substances in preparations below
certain concentration limits

Defined in Annex | - “Analysis of hazards, exposures,
and safe uses..”

Components of a CSR:
Human health hazard assessment
Environmental hazard assessment
for PBTs and vPVBs - exposure scenarios



Authorization

Authorizations (granted by the EU Commission) that are
use-specific will be required for substances that are:

— bioaccumulative

— carcinogens

— mutagens

— reproductive toxicants

EU Commission can decide to ban a substance or its use
(just as U.S. can under TSCA)

Companies must demonstrate that:
— Risks are “adequately controlled” or;

— The social and economic benefits outweigh the risks, and
adequate alternatives are not available



Implementation Schedule

Volume

100 - 1000 T

2006 2009 2012 2017



Controversial Aspects of REACh

e Covers some articles and finished goods (not
just raw chemicals)

» Less protection of trade secrets

« Will impact relationships between:

U.S Exporters \

EU Importers

Distributors
Retallers

/
~
/

End Users



The Bottom Line

e REACh has arrived

« REAChHh will have a major impact on U.S.
Companies

« REACh will have a significant impact on
the fields of industrial hygiene and
toxicology



REAChHh Costs and Benefits

e Business
— Cost
— Benefit
e Soclety
— Cost
— Benefit



Cost to EU Soclety —
“soclety has to pay a price”

o Costs for society will consist of

— Increased product prices, because in one way or
another industry will try to pass the increased
business costs on to the consumer.

— citizens in Europe will pay for the

Increased workload

of health and environmental institutions in the
member states and of the Agency in the form of

higher taxes

e Some new green chemistry alternatives will not

be registered and therefore wit

ndrawn from the

market because of economic reasons (costs for

testing and/or registration are

nigher than the

profit made with the substance)



Cost to EU Businesses

« Within the EU the big eight are Germany, France, United
Kingdom, Italy, Belgium, Spain, the Netherlands and
Ireland.

— REACH will increase costs of the fine chemical industry

o Currently, EU exports exceed imports.

— Less favorable to industry in the United Kingdom, France, Spain

and Italy, driving up costs of their exports, which will be less
favorable.

 The ‘new member states’ have a small chemical industry

compared to the size of the EU-15, a rely on import of
chemicals for their products.

— Imports in the EU are substantial thus many importers will suffer
under the consequences of REACh.



Benefits to EU Soclety

Considerably less research carried out on benefits of REACh on EU society:

— Hard to estimate the benefits for health beforehand quantitatively due to lack of
knowledge about the risks of chemical substances.

— Unknown how many substances are hazardous, which sub stances

will be substituted by less hazardous ones and which risks will be
reduced.

— Lack of knowledge about (hazardous) substances is on e of the
reasons why REACHh is introduced.

Studies estimate benefits for society to be dozens of billions (summed up to
and including the year 2020).

— In a conservative scenario, in which only the avoided health costs are taken into
account, -------- the benefits are estimated less than €10 billion.

— In an optimistic scenario the benefits can even exceed €200 billion (summed up
to and including the year 2020).

Benefits for the environment (e.g. due to a preserved biodiversity) are
difficult to calculate, and therefore not added to these estimates.

The conclusion is that the benefits of REACH for the society are at least
tens of hillions based on avoided threats on health, but will be raised with an
unknown amount thanks to avoided threats on environment.



Benefits to EU Businesses

 The studies show that avoiding cancer is by far the most
Important benefit of REACh.

— The benefits, depending on the assumptions how much REACh
will add to existing legislation, are likely to be in a range of €18
bin. - €54 bin. (for 30 years).

e REACh will probably result in a better health of
employees.

— EU directives are implemented to protect workers against
diseases caused by exposure to chemicals.

— Unclear how much REAChHh will add to the existing policy

— Uncertainty about the size of the benefits,  not known how
many dangerous substances will be discovered by REACH.

» Positive effects of REACh on occupational health is in
the benefit of business because it will result in less costs
(e.g. employees will be less absent because of iliness,
so productivity will rise).



REAChH In the USA

« TSCA and EPA Pesticide Registrations are similar but
not as far reaching

 CA Green Chemistry Initiative — potential to be “REACh-
Lite”

e USA companies must comply with REACh if materials or
products are sold in EU member states

— Failure to comply has huge fines and criminal penalties

— May lose market share and profits if unable to comply or cost to
comply makes profit margins too thin

— Loss of some great new green chemistry alternatives will lay
fallow due to lack of $$$$



What are the implications
for U.S. Companies with
Manufacturing Operations in EU?

o “Use-approved’ chemicals only

e Make sure use iIs consistent with manufacturer’s
Intended use, for which tests have been
conducted

 Downstream users are responsible for assessing
risks arising from uses not covered by the SDS
(Safety Data Sheet - equivalent of MSDS in US)
received from their suppliers



Impacts to USA Businesses

 Estimated cost to do business in EU
exponentially increased — some exporters will no
longer do business in EU lost profits

e Costs for EU REACh compliance passed to USA
consumers and USA downstream users

e Although DNELSs are not required on MSDSs In
USA, they will be available on the internet SDSs,
available to USA litigants $$$$$$$$$S$

— Worker DNELs will become ‘defacto OELSs’ for some
companies

— Questions the validity of our historic TLVs, MAKS,
WEELSs, and other health-based guideline values



What are the implications
for U.S. Companies with
Manufacturing Operations in EU?

o “Use-approved’ chemicals only

e Make sure use iIs consistent with manufacturer’s
Intended use, for which tests have been
conducted

 Downstream users are responsible for assessing
risks arising from uses not covered by the SDS
(Safety Data Sheet - equivalent of MSDS in US)
received from their suppliers



What are the implications
for U.S. Companies exporting only
Finished Products/Articles?

 Must ensure end users have all necessary
Information for safe use of products (within
framework of exemptions)

o Distributors must ensure safety information is
provided with the substances they sell

e Must coordinate with vendors to ensure they will
register the raw materials the U.S. Company uses



What are the implications
for U.S. Companies exporting only
Finished Products/Articles?  (conta)

e Must coordinate with vendors to ensure that U.S.
Company's product uses and exposure
scenarios are included in the dossier

* Must modify all MSDSs to include the exposure
and risk scenarios mandated by REACH



This should be interesting...

Very strong emphasis on alternatives to animal
toxicity testing - will the info generated be adequate?

REACH requires data-sharing for any safety
Information produced - will private corporations be
willing to share (within the framework of confidentiality
protections)?

Requests for more info must be approved by ALL
Member States

How many times have you seen a label and/or MSDS
with the phrase ‘under normal use conditions’ ?



Impacts on the EH&S Professions

* The benefits of the practice of
iIndustrial hygiene will be
magnified 1,000-fold by the
EU’s REACh regulation.

 If the harshest critics of
REACh had responsibility for
assessing and explaining risks
of their products to real
workers, in real workplaces,
I’m confident they would
more-fully appreciate the
value of IH’s in the REACh
process. This is truly a
regulation that drives the need
for our services to do “the right
thing”.



Industrial Hygienist Role in REAChH

« An important tool in that process is the
development of an exposure scenario (ES)
for the safe use of chemicals.

 The ES includes a description of use
conditions and risk management measures
that must be used to control the risk of
exposure to the chemical.




Industrial Hygienist Role in REAChH

-continued-
To accomplish this, both risk and exposure must be guantified.
— Measuring and controlling exposures are key aspects of industrial

hygiene and, while these skills will be essentialt o the development
of the ES, the approach is different from tradition al industrial
hygiene.

— However, the IH exposure data will “inform” the mode Is and the
process

The full ES addresses physical hazards and environm  ental
Impacts, along with human health.

The various aspects of developing the ES under REAC  H,
iIncluding the hazard assessment, developing DNEL (d  erived no
effect levels), exposure modeling, and selecting i sk
management measures, along with the actual ES proce  ss and
the use and evaluation of generic Exposure Scenario  s.



Other “IH” Uses for REACh Data

e Provides data for:

— Standardized hazard assessment for use by IH's in
Risk Management (previously not available for most
substances)

— Data avallable to do “Hazard Banding”
— OEL development vs. worker DNELSs
— Air sampling methods (or development)

— Standardized respirator, body cover and glove
material selection



dustrial Hygienists are back engaged in

“anticipation, recognition, evaluation, and control

of hazardous chemicals in the workplace

------ and it is proliferating in the USA!




