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	1. Essenscia
	
	Simplification for the authorization procedure


	Presentatie slides : 


[image: image2.emf]BCR 20141205  authorisation simplification.pdf


Er is binnen industrie overleg over het proces van autorisatie maar dit heeft nog niet geleid tot een finaal standpunt. Uit de Essenscia enquête blijkt dat reeds veel bedrijven een stof substitueren zodra deze op de kandidaatslijst komt.  Industrie is tevreden over de publicatie van de PACT-list op de ECHA website. Industrie betreurt dat de socio-economische analyse te laat komt in het proces (bij autorisatie-aanvraag ipv bij identificatie van SVHC). Industrie betreurt dat kandidaatslijst een blacklist-effect heeft. De autorisatieaanvraag is een moeilijke procedure voor de downstreamuser (DU) die veel tijd en expertise vraagt. Zo moet het gebruik veel meer gespecifieerd worden bij autorisatie dan bij registratie. Industrie vraagt ook verduidelijking over de informatie die nodig is voor RAC en SEAC in het autorisatiedossier zodat de opmaak van het dossier niet leidt tot onnodige kosten. 
De overheid bevestigt dat er geen template beschikbaar is. 
Op de ECHA website staat een document dat de evaluatie door SEAC beschrijft. SEAC verwacht vooral dat de zaken transparant zijn betreffende alternatieven en cijfers. Soms bevat een dossier veel cijfers maar is het niet duidelijk van waar ze komen. Het dossier moet volledig en “to the point” zijn.  SEAC evalueert de technische en economische haalbaarheid. Het moet duidelijk aangetoond worden dat de voordelen opwegen tegen de risico’s. Het is verkieselijk om een onderbouwde review periode in het dossier voor te stellen.  Het is onwaarschijnlijk dat SEAC een document zal opstellen waarin staat wat concreet in het dossier moet staan. 
De DU heeft geen registratiedossier maar niets belet om ook via een consortium te werken. Een nadeel van het consortium is dat firma’s niet alle gegevens willen delen vanwege confidentialiteit waardoor minder gegevens in het dossier staan zodat de beoordeling moeilijker wordt. 
Andere knelpunten zijn of de leverancier of de DU de aanvraag indient of wanneer de leverancier het gebruik niet ondersteunt in het registratiedossier. 

Le RAC utilise uniquement les DNELs qu’il a établis pour les AfAs . Donc on ne tient pas compte des iOELs (voir OSH) pour évaluer le risque. 
Le RAC évalue le chapitre 9 du CSR « Exposure asssement » : pour les données obtenues par modélisation, le RAC évalue si les paramètres utilisés reflètent bien la réalité des travailleurs sur un shift de 8h (port de gants- masques-lunettes = PPE (personal protective equipment), combien de tâches, nombre de travailleurs, nombre de sites,….).
Le RAC établit un papier avec plein de questions = « key issues »  et un trialogue est organisé entre l’applicant, ECHA  et le rapporteur.
ECHA ontwikkelt met de Taskforce on AfA simplification de formats voor de “simplification of authorisation”. COM houdt zich bezig met de “politieke aspecten” (scope etc.). Overheid is van mening dat het chemical safety report (CSR) een essentieel onderdeel is en het bewijs dient te leveren dat vereenvoudiging aanvaardbaar is in verband met artikel 62(4)(d) van REACH.  

De overheid merkt op dat 50% van de dossiers worden teruggestuurd naar compliance check voor elk proces binnen REACH omdat de gegevens van de registratiedossiers niet voldoen. De overheid verduidelijkt dat voor alle gevallen een RMOA gebeurt. 
NERSAP is een uitwisselingsplatform voor de eerste ervaringen met socio-econmische analyse (SEA), o.a. wat is er belangrijk en wat minder. Het wil ook de SEA-kennis bevorderen bij de consultants.  Het blijkt dat de kwaliteit van de consultants niet altijd voldoende is.   
Agoria wijst erop dat alternatieven niet altijd geschikt zijn maar desondanks gecommercialiseerd worden. 


	2. FluoroCouncil


	
	· C6 alternatives 

· REACH restriction proposal for PFOA and PFOA related substances


	Presentatie slides  : 
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De “unintentional occurrence of a C8 fraction” in slide 29 is 10% en gaat naar feedstock recycling.  
Niet alle details over het productieproces kunnen beschikbaar gesteld worden binnen FluoroCouncil vanwege vertrouwelijkheid.
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Authorisation


• New to all


• First experiences


• Where possible substitution before sunset date


• Gathering required info down the supply chain is 


difficult & time consuming


• Exhaustive dossier for small volumes => 


proportionality?


• The further down the supply chain the less knowledge


on REACH, especially on the authorisation process.


• DU not always organised to deal with it, eg no REACH 


consortia 
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Authorisation process


• Identification of substances:


• Socio-economic aspects not taken into consideration


• Up to now independent from evaluation process


• RMOA good initiative to find most appropriate route


• PACT list is welcomed to initiate interactions with industry but


– re-locate PACT on ECHA website because preferred route 


not necessarely SVHC


– Add explanatory note to clarify purpose to avoid blacklisting


• Not to annex XIV if risks are found properly controlled by RAC 


• Existing legislation (eg OHS) should be taken into account


• Exemptions from authorisation used for specific uses (eg 


essential nutrients)
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Risk Management Options (RMO)
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Registration


dossiers


C&L Inventory


Screening of substances


Concern 


Substance


evaluation
CLH


Restriction


annex XVII


Risk management 


other legislations


Candidate 


list
Autorisation


annex XIV


SVHC 


roadmap







Application for authorisation


• PSIS welcomed by industry


• Complex, Lengthy & costly process


• Essential nutrients, very low volumes


• Use authorisation ≠ use registration


• Uncertain outcome & limited in time, but renewable


• Evaluation criteria/expectations by RAC&SEAC unclear


• DU apply for specific uses


• how to involve/support DU?


• More difficult to group/share than for authorisation


due to specific use
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Application for authorisation


• Easier application possible if:


• No alternatives available (after long R&D)


• OELs are respected


• Used in very low volumes


• Used in finished article subject to approval procedures


• “easier”? 


• First to know what is a good dossier/sufficient for all


parties to decide


• Transparancy of the criteria of RAC & SEAC


• DU should not need to develop CSR – own EA should be


enough


• Easier => less expensive
6







Discussion started


• CARACAL


• Workshops beginning next year


• Role of NERSAP?


• Position of Belgium?
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Disclaimer 


Alle gegevens op dit document worden door essenscia met de grootste zorgvuldigheid samengesteld. Voor deze informatie worden enkel 


betrouwbare bronnen aangewend. Ondermeer door de snelle evolutie van de behandelde materie blijft de mogelijkheid bestaan dat de


gegevens toch niet volledig accuraat zijn, daarom wijst essenscia elke aansprakelijkheid voor fouten of onvolkomenheden af.
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New FluoroTechnology Products: 
Toxicological profile, economic relevance and regulatory challenges

Meeting with Belgian REACH Committee



5 December 2014
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Why are we here? 
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Introduce FluoroCouncil and FluoroTechnology 



Present the benefits and socio-economic relevance of FluoroTechnology



Provide latest knowledge about toxicological data on new FluoroTechnology 



Share our concerns about the REACH PFOA Restriction proposal
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Introduction to FluoroCouncil and FluoroTechnology
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FluoroCouncil Membership

Archroma Management LLC

Arkema France

Asahi Glass Co., Ltd.

Daikin Industries, Ltd.

DuPont Company

Solvay Specialty Polymers
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Focus of the FluoroCouncil

Facilitate the successful global transition from long chain perfluorinated alkylated substances (PFASs) 

Developed alternative chemistries such as C6/short chain PFASs with improved environmental and biological profiles

Advocating for globally consistent regulation

Supporting the appropriate evaluation of alternatives with sound science

Work toward appropriate regulatory outcomes based on sound science

5

www.fluorocouncil.org
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Scope of FluoroCouncil Activities 
FluoroTechnology Chemistry

Fluorotelomer-based chemicals (fluorinated polymers and surfactants)

“Short” fluorinated chains that may be attached to organic polymer backbones



Material properties: surface modification & protection, water & oil repellency; soil resistance



  Applications: Textiles, Paper, 

   Stone & Tile, AFFF, 

   Surfactants









Fluoropolymers & Fluoroelastomers

High molecular weight polymers

PTFE, Melt Copolymers, Thermoset Elastomers

Fluorinated “backbone”

Material properties: chemical resistance, thermal stability, resilience (elastomers)

Applications: Aerospace Materials, Hydraulic tubing, Chemical Processing , Semiconductor Manufacture, Transportation



Fluorochemicals

Refrigerants

Cleaning solvents

Blowing agents

CFC alternatives (e.g., HFCs)
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Not FluoroCouncil activities
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Benefits and Socio-economic Relevance of FluoroTechnology
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FluoroTechnology’s Socio-Economic Relevance 

FluoroTechnology is essential to thousands of products and applications throughout the global economy.

Europe represents about 20% of the global production of FluoroTechnology.

FluoroTechnology is critical to a number of key industry sectors in Belgium: chemical and pharmaceutical manufacturing, automotive industry, food processing industry etc. 

Production of downstream end users of fluorochemistry represents a  €105.6 billion market and 384,000 jobs in the EU.*





*Preliminary Estimates by American Chemistry Council based on 2013 data.
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FluoroTechnology Benefits and Supported Industries  
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Safety:  Workers, Consumers, Environment

Chemical and Pharmaceutical Manufacturing

Food Processing

Personal Protection and Worker Safety

Safety Equipment

Healthcare/Hospitals

Metal Plating

Aerospace

Wire & Cable in Buildings

Paper and Packaging



Electronic Equipment

Semiconductors and Electronics
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FluoroTechnology Benefits and Supported Industries  
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Durability

Building and Construction

Industrial and Institutional Floor Care

Paints and Coatings

Cookware

Outdoor Apparel/Equipment

Leather (Footwear and Furniture)

Professional Textiles



Emissions Reduction/(Alternative) Energy

Automotive, Trucks, Buses

Oilfield and Mining

Alternative Energy
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Transition from Long-chain Chemicals

11
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Long-chain FluoroTechnology products provided significant product technology benefits

But

Releases of long-chain emulsifiers led to broad detection in the environment and biota 

50 years of production

The US EPA 2010/2015 PFOA Stewardship Program was launched in 2006



Background
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2010/2015 PFOA Stewardship Program

Global partnership between U.S. EPA and industry.* 

Based on voluntary goals to eliminate PFOA, its precursors and higher homologues from facility emissions and product content by the end of 2015.

In addition to all FluoroCouncil member companies, BASF Corporation and 3M/Dyneon also participate.

2012:  Further 50% reduction by FluoroCouncil members 

Direct Emissions

ca. 95% Reduction

Product Content

ca. 90% Reduction

 Program Goal

 Program Goal

Baseline

Baseline
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-Source:  “EPA Summary Tables”  (Baseline = Year 2000 or other); some signatories report data ranges

http://www.epa.gov/oppt/pfoa/pubs/stewardship/  

-2012 data have not been published on EPA’s website because of a redesign effort. Updates for 2013 provided to EPA at the end of October 2014.

* Not all company reporting is global.





Add to Denmark Presentation
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Technology Aspect of Transition

First Step:  Engineering solutions to reduce direct emissions and product content

Second Step:  Replacing long-chain technology has been a major challenge

FluoroCouncil member companies have invested over half a billion Euros into the development of alternatives 

Companies investigated a large universe of options

Replacement products reflect a careful balance

Meet or approximate performance and current product and manufacturing standards of long-chain technology

Are approved for use in key countries/regions around the world

Including extensive toxicological and environmental testing requirements

Other options that meet these criteria do not exist

Non-fluorinated alternatives sacrifice performance, reducing product benefits

While the transition is almost complete for FluoroCouncil members, others have not engaged in a similar process and will continue to use long-chains 
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FluoroCouncil members are continually enhancing their chemistries and products to meet the dynamic needs of customers while being mindful of the environment, health and safety:

Fluoropolymers made with alternative polymerization aids 

C6/short-chain fluorotelomer-based products, mainly polymeric

C6/short-chain alternatives have been reviewed and approved for use in other regions of the world including the U.S. by EPA and FDA, Canada, Germany, Japan and China

The C6/short-chain fluorotelomer-based monomers  have been registered under REACH 

Many downstream users, including major brands, have been/are transitioning

The FluoroCouncil is engaged with downstream users in the development and implementation of Best Environmental Practice guidelines 

Apparel sector example: http://fluorocouncil.com/PDFs/Guidance-for-Best-Environmental-Practices-BEP-for-the-Global-Apparel-Industry.pdf





Facts about C6/Short-chain Alternatives
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What is Known about the C6/Short-Chain Alternatives
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Available Data on Short-chain PFAS

Current Activity of OECD/UNEP Global PFC Group to make literature references available on the OECD web portal: 

http://www.oecd.org/ehs/pfc/informationonshort-chainpfcsandotheralternatives.htm 

“Assessment of POP Criteria for Specific Short-Chain Perfluorinated Alky Substances” 

http://chm.pops.int/TheConvention/POPsReviewCommittee/Meetings/POPRC9/POPRC9Followup/PFOSSubmission/tabid/3565/Default.aspx 

Data on raw materials

6:2 Fluorotelomer Alcohol

6:2 Fluorotelomer Acrylate

6:2 Fluorotelomer Methacylate

Data on key product class

Methacrylate Polymer

Data on potential degradation product/unintended byproduct

PFHxA
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Key Facts about Raw Material (intermediate)
6:2 Fluorotelomer Alcohol 

18

Not classified for mammalian toxicity

R51/53 for aquatic toxicity.

Not damaging to DNA, not genotoxic or mutagenic.

Rapid elimination, not bioaccumulative.

Not expected to be harmful to human health or the environment at environmentally relevant concentrations.





Key Facts about Raw Material (monomer)
6:2 Fluorotelomer Methacrylate 
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Not classified for mammalian toxicity

R52/53 for aquatic toxicity.

Not damaging to DNA, not genotoxic or mutagenic.

Rapidly metabolized to 6:2 FTOH → rapid elimination, not bioaccumulative.

Not expected to be harmful to human health or the environment at environmentally relevant concentrations.





POP Assessment of Commercial Product

Source: “Assessment of POP Criteria for Specific Short-Chain Perfluorinated Alkyl Substances”, Environ International Corp. Jan. 2014

http://chm.pops.int/TheConvention/POPsReviewCommittee/Meetings/POPRC9/POPRC9Followup/PFOSSubmission/tabid/3565/Default.aspx

		Chemical		Environmental Source		Stockholm Convention POP Criteria										Conclusion

						Persistence		Bioaccumulation		Long-Range
Environmental Transport		Toxicity				

												Ecotoxicity		Toxicity to Humans		

		Fluorinated Methacrylate Polymer		Commercial Product		Meets Criteria		Does not meet criteria		Does not meet criteria		Does not meet criteria		Does not meet criteria		Does not meet criteria
(meets 1 of 4)
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Key facts about PFHxA

PFHxA and its Salts

Potential degradation product and impurity related to the manufacturing of fluorotelomers based on the C6/short-chain chemistry

PFHxA is not a product in commerce 

PFHxA is not a replacement polymerisation aid
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Key Facts about PFHxA:
Elimination Half-life in Plasma

22

Nilsson, et al, Biotransformation of fluorotelomer compound to perfluorocarboxylates in  humans, Environment International 51 8-12, 2012

Russell, M., Nilsson, H., Buck, R., Elimination kinetics of perfluorohexanoic acid in humans and comparison with mouse, rat and monkey (2013) Chemosphere 93, (10), 2419-2425.

				Short Chain		Long Chain

		Elimination t1/2 (Days)		PFHxA		PFOA

		Rat		0.2 - 0.05		5

		Monkey		1		21

		Human		<32*		1,100-1,500



There is a big difference between the degradation products associated with “long” and “short” chains.  Short chain (PFHxA) eliminates rapidly and is significantly less toxic.
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Key facts about PFHxA:
Mammalian Toxicity Findings



PFHxA and its salts do not represent a reproductive, developmental or neurobehavioral hazard.

PFHxA and its salts are not carcinogenic. 

PFHxA and its salts are not mutagenic.

PFHxA and its salts do not bioaccumulate in fish.

PFHxA is quickly eliminated from living organisms.
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REACH PFOA Restriction Proposal
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REACH PFOA Restriction Proposal 

Restriction proposal submitted by Germany and Norway. 

Public consultation may start mid December

Announced scope: 

      “Perfluorooctanoic acid (PFOA, CAS 335-67-1, EC 206-397-9), including its salts, and any other substance having linear or branched perfluoroheptyl derivatives with the formula C7F15- as a structural element, including its salts except those derivatives with the formula C7F15-X, where X= F, Cl, Br and any other substance having linear or branched perfluorooctyl derivatives with the formula C8F17- as a structural element, including its salts, except those derivatives with the formula C8F17-X, where X= F, Cl, Br or, C8F17-SO2X', C8F17-C(=O)OH or C8F17-CF2-X' (where X'=any group, including salts) …

      … shall not be manufactured, used or placed on the market as substances on their own, as constituents of other substances, in a mixture or in articles.”
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REACH PFOA Restriction Proposal

FluoroCouncil Position

FluoroCouncil supports the phase-out of PFOA and C8/long-chain chemicals

Concerns: the restriction should not incidentally ban the reasonable manufacture, use and placing on the market of C6/short-chain alternatives 

Scope

Thresholds

Manufacturing
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REACH PFOA Restriction Proposal

Scope

C7 chemistry should not be part of the scope

We understand the focus of the restriction is C8

The use of the term “derivatives” is not adequate: 

The use of the term derivative may imply that chemicals of the formula C8F17-X “derive from” or are “made from” PFOA. “Group containing chemicals of” more clearly describes chemical compounds that have perfluorooctyl (C8F17) group (functionality) in the molecules

The formula “C8F17-CF2-X' (where X'=any group, including salts)” doesn’t provide for a clear exclusion of fluoropolymers

For the purpose of clarifying the scope, the formula should be replaced  by the corresponding substance names: “Polymers of tetrafluoroethylene such as polytetrafluoroethylene (PTFE), fluorinated ethylene propylene polymer (FEP), or tetrafluoroethylene-perfluoroalkyl vinyl ether copolymer (PFA) even if their terminus were capped with F.”
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REACH PFOA Restriction Proposal
Threshold levels for mixtures and articles (C8/long-chain Impurity Level)

Restriction is expected to comprise threshold(s) on C8/long-chain content in mixtures and articles



The thresholds should be set at a level that safeguards the placing on the market of C6/short-chain alternatives and must be supported by robust analytical methods



Need for multiple thresholds: a single threshold cannot be applied to mixtures and finished articles 
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REACH PFOA Restriction Proposal
Derogation for C6 alternatives manufacturing 

The manufacturing of C6/short-chain telomer alternatives (telomerization process) results in the production of an unintentional and unavoidable fraction of C8 (on-site isolated intermediate)

Need for a derogation for the unintentional occurrence of a C8 fraction deriving from the C6/short-chain telomer manufacturing and its reuse for C6/short-chain telomer production under strictly controlled conditions, otherwise an unintended consequence of the regulation will be a prohibition of the production of C6/short-chain telomer alternatives in the EU, and thus production alternative telomers in the EU  would have to stop.
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Conclusions 


Short-chain alternatives

have a significantly improved environmental and health profile than C8/long-chain chemistry

are key in supporting the transition from PFOA and long-chain fluorinated substances in a wide range of industries

The REACH PFOA restriction should:

be a tool supporting transition from PFOA and C8/long-chain chemicals

safeguard the reasonable manufacture, use and placing on the market of C6/short-chain alternatives

FluoroCouncil would like to engage in an active dialogue with national competent authorities

FluoroCouncil is prepared to further contribute to the regulatory work on C8/long-chain chemistry and to provide further data and information on C6/short-chain alternatives if needed
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