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1. SUMMARY OF SOCIO-ECONOMIC ANALYSIS 

1.1. Executive summary 

 
 
A.L.P.A. S.p.A. and Caffaro Industrie S.p.A. are applying for authorisation for the continued use of 
trichloroethylene (TCE) as a solvent in the synthesis of crosslinking agents for fluoroelastomers at 
their facilities. The aim of this report is to assess whether the socio-economic benefits of the 
applied for use of TCE outweigh the risks to human health and the environment.  

 
A screening analysis of all impacts has been performed: human health, environmental, economic, 
social and wider impact have been analysed in their main points and the combined assessment 
demonstrates that the benefits to society of continuing this use of TCE outweighs the risks to 
human health and the environment. The applicants are therefore proposing a 10 year review 
period to evaluate if potential alternatives can be applicable. This should enable the company to 
find a valid substitute, if it would exist, and have the approval of the customers, as described in 
the Analysis of Alternative document. 
The applicants will implement all described needing risk management measures (RMMs) to 
minimize emissions of TCE as described in the Chemical Safety Report (CSR)). For more than 20 
years Research & Development (R&D) has focused on seeking an alternative solvent in order to 
have the same application properties with a less hazardous solvent. As a result of extensive 
research a limited number of possible alternatives have been identified which could lead to a 
suitable alternative being available within 10 years (see Analysis of Alternatives - AoA); up to now 
no valid alternative is available. 
Authorisation would allow for the additional time needed to establish technical feasibility of the 
alternative through proper testing and implementation. It would also improve the economic 
feasibility of the alternative by allowing implementation to proceed while the applicants can 
produce and enter the potential market. 

1.2. About the Applicants 

1.2.1 A.L.P.A. 

A.L.P.A. S.p.A. is a medium sized company with registered capital of € 1,040,000, focused on the 
Leather industry and specialized in providing specific solutions and services for the tanneries. In 
particular, the company develops and manufactures auxiliary products that cover all stages of 
leather processing. In 2013, the total value of sales 36,904,000 euro and exports (over 24 million 
euro) accounted for two thirds of the total. In Tuscany sales exceed 5 % of the national turnover. 
China and India are the driving forces and together reach 30% of the total turnover. A.L.P.A. share 
on the world market is of 1.2 %, 4,3 % in Italy 

The Leather industry has developed in different countries. Italy is the undisputed leader in terms 
of fashion, quality and high technology, and is, with China and India, the largest producer. The 
Italian Leather industry has faced and will continue to face competition from countries in the 
developing world, with the following difficulties / disadvantages:  
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- 93 % of the raw material used is imported from outside Europe;  
- Many countries in the developing world hold large part of the raw materials and apply 

protectionist policies; 
- High cost "anti-pollution" (3-4 % of sales),  
- High costs of labor and social costs;  
- High global taxation;  
- Strong Euro, which penalizes exports, compared with competitors, which are almost all in 

areas of weaker euro coins, however, and they tend to depreciate over time. 

The recent global economic crisis has had serious consequences in the Leather industry and 
consequently for those companies involved in the production of "auxiliary products of the tanning 
sector." 

A.L.P.A. suffered a strong impact, and on several occasions there have been staff reductions and 
from 2006 to 2014 there has been a reduction of organic from 76 to 42 units. (almost 50 %). 

Given the nature of business and ethical values and management typical of small businesses 
where the relationship has a strong human component, a situation like the present leads to non-
conservative investments but also investment in technology, therefore A.L.P.A. decided to 
evaluate new opportunities outside its traditional context for the following reasons: 

 To avoid further staff reductions, due to the new economic difficulties due to declining sales  

 Diversification of the business, to increase the chances of having a source of alternative 
income  

 Technical Investment, to optimize the production from the qualitative point of view and 
increase the professionalism of the staff 

 

Among the business priorities, A.L.P.A. always put the environmental protection as outmost 
priority. And it has developed production processes with low environmental impact.  

In 1993, A.L.P.A. was the first Italian chemical company producing auxiliaries for the leather 
industry obtaining the ISO 9000 certification; the next step in the medium term is the acquisition 
of ISO 14000 certification. 

A.L.P.A. has always pursued a “green” policy, using as much as possible products and clean 
technologies, for example by promoting water-based products and technologies or “metal free” 
tanning agents 

The headquarters are located in Pregnana Milanese (MI), at a site of about 20,000 square meters. 
Production is divided into seven main types of products:  

- Pre-dispersed pigments in water 
- Casein binders  
- Fat liquors  
- Syntans (Synthetic tannins)  
- Water based polyurethane resins  
- Solvent based Dyes 
- Compound and top finishing 
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The production site of A.L.P.A. is divided into 5 departments and 6 pilot plants that currently cover 
a productivity of 20,000 tons  

 

 

1.2.2 Caffaro Industrie S.p.A. 

Caffaro Industrie S.p.A. is one of the most important manufacturing company in the industry of 
fine and base chemicals in the North East of Italy with more than 25,000 tons of products per year. 
The company is placed in the industrial area of Torviscosa (Udine), founded in 1938 as a 
manufacturing site of SNIA VISCOSA. Here there are, in addition to the chlorination plants for the 
production of chlorinated paraffins (since 1998), the facility for the production of TAED 
(Tetraacetylethylenediamine) and fine chemicals and intermediates plants (multipurpose facility). 
The industrial complex covers an area of 1,205,000 square meters of which about 300,000 square 
meters belonging to Caffaro Industrie S.p.A. As it is today Caffaro Industrie has spare capacity for 
toll manufacturing in its fine and intermediates plant and the synthesis of the phosphonium salt 
contributes to saturate the productivity of the plant in order to ensure an increase in turnover and 
full employment. 

Today, Caffaro Industrie employees in the Torviscosa plant are 143. The production is focused on 
two areas: the chlorination and the fine chemical / specialties areas. 

Caffaro Industrie has a number of resources dedicated to toll manufacturing, taking advantage of 
the deep know-how acquired in over 70 years of experience and existing structures. Currently the 
area of fine chemicals is active in the production of ketones, esters, organic carbonates, 
surfactants as the granulation of TAED (Tetraacetylethylenediamine) and other specialties. The 
production capacity of this area is approximately 6,500 tons for the specialties and 5,000 tons for 
detergent products (TAED). 
 

Over the years Caffaro Industrie specialized in the transfer of production processes from original 
producers into the site of Torviscosa. The process is highly personalized and consists of a series of 
steps, namely:  

 technical assessment, feasibility transfer, chemical process  

 sharing of know-how  

 production and development in laboratory  

 industrial scaling 

Currently Caffaro Industrie collaborate, through this mechanism, with some of the most important 
chemical companies worldwide. 
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Given the small volumes purchased each year by the applicants, the main supplier of TCE  
 
 

.1 

1.3.3 Regulatory status of TCE 

TCE has been registered in 2010 for a tonnage band > 1000 tons/year by 5 companies and it has 
been included in the Authorisation list in the amendment of Annex XIV of REACH (Authorisation 
List), published on 18 April 2013 in the Official Journal. The sunset date has been established as 
21/04/2016 and the latest application data at 21/10/2014. The Annex XIV entries for substances 
recommended for inclusion in Annex XIV may include a specific exemption for the use of the 
substance in product and process oriented research (PPORD) up to a defined quantity. The 
inclusion has been based on the recommendation of the European Chemical Agency  (ECHA) of 20 
December 2011 for the inclusion of substances in Annex XIV, due to its carcinogenic properties 
(category 1B meeting the criteria of Article 57 a). At the 22nd meeting of the Committee for Risk 
Assessment (RAC) in September 2012, the ECHA Secretariat presented a proposal to set DNELs and 
dose response relationships for substances prior to receiving applications for authorisation (AfAs). 
This was approved by RAC as a trial exercise and the document “RAC/28/2014/07 rev 2” was 
published on April 2014. The document concluded that due to the genotoxic potential 
trichloroethylene should be evaluated as a non-threshold carcinogen with respect to risk 
characterisation. As a consequence for this Application for Authorisation (AfA), the applicants 
submitted a CSR that demonstrate minimisation of emissions and also a Socio Economic Analysis 
as indicated in the guidance of Application for Authorisation, under the ‘socio-economic’ route. 

1.4. About the USE 

TCE is used by the applicants as solvent to produce an aminophosphonium salt used as crosslinker 
for fluoroelastomers. Fluoroelastomers are synthetic polymers designed for demanding service 
application in hostile environments, thanks to their resistance to flame, chemicals and oxidative 
attack. These are widely used when sealing capabilities in corrosive and high temperature 
environments are needed, as it is often the case in aircraft, automotive, aerospace, chemical, 
petroleum and energy industry. Their most important properties are related to the structure of 
the backbone (high bond energy of C-F bond) and to the crosslinking network. The 
fluoroelastomers are solid at room temperature and liquid when the temperature increases, for 
this reason they need to be crosslinked. The most common crosslinking system is the so called 
“Bisphenolic system” that includes an accelerating agent (generally phosphonium and amino 
phosphonium salts) and a crosslinking agent (generally aromatic polyhydroxylic compound, such 
as bisphenol AF). Amino phosphonium salts have been revealed the most performing substances 
because the fluoroelastomers articles produced by them exhibit an excellent resistance to 
permanent set and to compression, a minimum tendency to scorching as a function of the storing 
time and temperature or of the temperatures of particular processing technologies, such as for 
example the extrusion, and also a high resistance to thermal ageing; furthermore, they can be 
bonded to metal substrates of different types, to which they exhibit a considerable adhesion even 
at high temperatures. Besides the vulcanizable compositions, including the additives cited 
hereinbefore, do not give rise to tackiness or soiling phenomena of the molds, wherefore 
production rejections are practically absent, so allowing high production standards and highly 
regular processing cycles. (US Patent n°4,501,858) 
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The product PS (Phosphonium Salt) has been developed and it is used only by  
2 as accelerant to crosslink a consistent part of its proprietary fluorinated rubber (brand 

name Tecnoflon) and will be produced at industrial scale by the two applicants A.L.P.A. S.p.A. and 
Caffaro S.p.A.. 

Other competitors use for their polymer curing other type of accelerants like Ph3(Bz)PCl (DuPont): 
PS is definitively more reactive in similar curing composition due to the presence of the 

 3 on Phosphorous atom. The performance has been established as the best 
one between all existing similar substances. 

The project started in 2009 and involved an total investment of  4 of euro in Research & 
Development, and about 1 Mio of euro in industrialization 

The fluoroelastomers are mainly used to produce fuel hoses, shaft seals, o-rings, diaphragms, etc, 
items primarily used in high end cars and in the aerospace industry, as said before thanks to their 
high performance. The automotive and aerospace end users, before introducing any items in their 
production line, are forced to homologate them. 

Prior to marketing and sales of motor vehicles, automotive systems and their components need to 
have type approvals according to the official standards of their destination countries. These 
standards aim at improving active and passive car safety, environmental protection as well as the 
quality of products and production process. The approval process is very long and consists of 
several steps: 

 Component approval (lamps, mirrors, tires etc) 

 Component fitting to the vehicle (electric/electronic sub assemblies, car audio systems etc) 

 System approvals (breaking, exhaust emission etc) 

 Whole vehicle type approval (WVTA) 

For each item, the European authority chosen by the manufacturer will issue a system approval 
according to each applicable directive. Those approvals are based on test reports prepared by an 
officially recognized testing organisation. Once all approvals are collected, the testing organisation 
issues the report for the approval as a basis for the homologation certificate.  

Costs to homologate a new car are around  5 of euros and timing can go up to three years. 

For this reason the end users, once obtained the approval of the finished items, are no longer 
willing to change any of the ingredients which form part of the finished item, since the 
replacement of only one of them, would result in a new approval and again very long time and 
additional costs. Besides if they are not supplied, they cannot use a different product without 
approval, which means the production lines blocked, with large economic loss and the risk of 
leaving workers without jobs.  

 

1.5. SEA method 

The SEA analysis has been performed according to the ECHA guidance on the preparation of a  
socio-economic analysis as part of an application for authorisation: data have been collected 
following the proposed check lists that recommend to: 
• Identifying in-house expertise (skills); 
• Identifying the relevant supply chain and individual contacts; 
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• Establishing contact and agreeing involvement with each key person; 
• Organising a start-up/inception meeting or briefing; 
• Developing a work plan based on the stages and steps as set out in this guidance; 

The primary source of information for the SEA has been information and data provided by the 
applicants and the customer who developed the product with surveys and physical meetings 
within the companies. This includes information relating to production and sales processes and 
market forecasts. This is supported by a confidential report provided by the  

 6. The report includes significantly relevant data on the automotive market and 
competitors. The net impacts are assessed in accordance with ECHA (2011b) SEA guidance. 

Several impacts were identified in an initial screening process (See Section 4.2) and significant 
impacts have been assessed in detail in Section 4. 
Finally, a cost benefit analysis (CBA) has been performed (section 5), and conclusions have been 
drawn 
Where monetisation of impacts is possible, the results are presented in 2016 evaluation, at the 
time of the sunset date. The final comparison of costs and benefits is provided within a CBA 
framework. An overview of the SEA approach used is summarised in Figure 1 below (Authorisation 
SEA ‘roadmap’, September 2012, Nickel Institute). 
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Figure 7. Practical overview on how to undertake an Authorisation SEA 

 
 



SOCIO-ECONOMIC ANALYSIS 

 

 Use number:1 - A.L.P.A. -Azienda Lavorazione Prodotti Ausiliari S. p. A. & Caffaro Industrie S.p.A. 15 

 

2.  “APPLIED FOR USE” SCENARIO 

2.1. Introduction 

This chapter describes all steps of the supply chain from the manufacturer of TCE to the users of 
the final articles and the impact on all economical aspects of all stages. Finally, exposure 
assessment are summarized for workers, consumers and man via the environment 

2.2. The supply chain 

2.2.1 Manufacturer/Importer 

The Manufacturer/Importer does not need authorisation, but if TCE will not be authorised for this 
use, the supplier in theory will lose a business or a market, therefore his market share has to be 
taken into account. In Europe TCE is produced only by few big players, that own the 80 % of the 
market share.  

In the European Union, this solvent is produced by Dow Europe, Ineos Chlor and Chimcomplex 
Borzesti (Romania). Sales in 2006 in the EU 25 plus Norway, Switzerland and Turkey totalled 
25,000 tonnes, down by 16.7% on 2005 sales (28,000 tonnes) and less than half the figure 
recorded in 2002 (52,000 tonnes)(ECSA, November 2011).  

The 40 tons/year used by the applicants are about 1/1000 of the European production. With a 
price of  7 €, no influent on its 
business at all.  

Furthermore it has to be considered that the product cannot be substituted at the moment and if 
it is not produced in Europe anymore for regulatory reasons, it will be produced not far, with no 
economical impact for the supplier. 

Expected trend 

No forecast available on market trend in case the product will be soon available on the market. 

Due to the high performance it can be expected with a reasonable uncertainty that the actual 
quantities can double in a few years. 

2.2.2 Downstream user 1: The applicants 

The applicants are the first downstream user for TCE. As described in the introduction and in more 
details in other documents (Chemical safety Report and Analysis of Alternatives) they are using it 
as a unique solvent to produce a special crosslinker for fluoroelastomers with outmost applicative 
properties. 
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intermediates plant and the synthesis of the phosphonium salt contributes to saturate the 
productivity of the plant in order to ensure an increase in turnover and full employment. The 
Caffaro investments amount to about , with a global income of about  / year. 
Based on the total income of €, this project weights of about  

2.2.3 Downstream user 2: The first customer 

As described before the product PS (Phosphonium Salt) for which TCE is used, has been developed 
and it is used only by  as accelerant to crosslink a consistent part of its 
proprietary fluorinated rubbers ( ®). The Research & Development to finalise 
this process started in  12 in 2009 and the Reaserch costs amount to  plus  13 € 
of industrialisation costs. s investments also involve the subsequent phase of 
homologation, that will be described in the next section, where the administrative workload for 

 consists of about €. In return the sales for  of fluoropolymers produced with the 
use of PS amounted in 2013 at about €, with a medium price for product of  €/Kg. 

2.3. Automotive application 

The fluoroelastomers are mainly used to produce fuel hoses, shaft seals, o-rings, diaphragms, etc, 
items primarily used in high end cars and in the aerospace industry, as said before thanks to their 
high performance. The automotive and aerospace end users, before introducing any items in their 
production line, are forced to homologate them. Prior to marketing and sales of motor vehicles, 
automotive systems and their components need to have type approvals according to the official 
standards of their destination countries. These standards aim at improving active and passive car 
safety, environmental protection as well as the quality of products and production process. The 
approval process is very long and consists of several steps:  

 Component approval (lamps, mirrors, tires etc) 

 Component fitting to the vehicle (electric/electronic sub assemblies, car audio systems etc) 

 System approvals (breaking, exhaust emission etc) 

 Whole vehicle type approval (WVTA) 

For each item, the European authority chosen by the manufacturer will issue a system approval 
according to each applicable directive. Those approvals are based on test reports prepared by an 
officially recognized testing organisation. Once all approvals are collected, the testing organisation 
issues the report for the approval as a basis for the homologation certificate. Costs to homologate 
a new car are around  € and timing can go up to three years. 

To have an overview of the impact of the homologations of articles produced with the  
polymers, crosslinked with PS the following data can be considered: 
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The applicants, ALPA and Caffaro, performed the risk assessment in accordance to the Reference 
Dose Response Relationship as proposed by RAC. 

In the CSR, the applicants demonstrate minimization of emissions. The related exposure levels are 
compared to the dose response curves provided by RAC, demonstrating minimization of risks for 
the uses applied for. The applicants demonstrate that the risks related to the continued use of TCE 
will be minimized as far as technically and practically possible. 

In addition, the excess risk levels for the different activities have been ranked. The ranking of these 
excess risk levels is used solely in the context of evaluating the relative risks of the different 
activities described in the CSR. Based on this relative risk ranking, priorities for improvement and 
further minimization of emissions have been identified and implemented (or scheduled to be 
implemented before Sunset Date). 

The applicants calculated the excess risk levels % for inhalation, dermal exposure and combined 
exposure for all performed activities indicating that the maximum excess risk level is set at 4.324 

×10-3 %. 

Trichloroethylene is classified as a Chronic Aquatic Toxicant Category 3. This endpoint is not 
specified in Annex XIV of the REACH Regulation. Therefore the effects and risks to the 
environment resulting from the endpoint for water are not evaluated in detail. Nevertheless, in 
the context of exposure of “man via the environment” a detailed environmental exposure 
assessment was performed leading to the identification of excess risk levels for the general 
population. The overall tonnage taken into account for the exposure/risk assessment was 20 T/yr. 
The results of the environmental exposure and risk assessment indicate that there is no risk to the 
environment as a consequence of the use of TCE for the described use. 

 

2.5. Possible changes or trends 

The following possible changes or trends have been evaluated: 

 Possible technological development that reduces or increases the need for the Annex XIV 
substance 

 Future changes due to forthcoming legislation 

 Future changes in demand for the end use product 
 
Technological development 
This is the focus of the Analysis of Alternatives: two possible scenarios can contribute to the 
reduction of the use of TCE: new products (new system crosslinker/polymers) will be developed 
with better performances by the customer or applicants R&D or by competitors or an Alternative 
solvent or solvent system will be found with the same properties, but a less demanding hazard 
profile. The process is still on-going, but the outcome will need to pass the homologation step and 
not less than 10-12 years will be necessary to have the new system implemented. 
 
Future changes due to forthcoming legislation 
Legislation about TCE developed with the time and no further development seem to be expected 
in the near future. Regarding local/national legislation the tendency is to go toward a more strict 
control within the companies and induce all chemical producers to officially apply regular controls 
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Produce until the sunset 
date, while finding an 
alternative solvent with 
major investment to 
adapt the plant 

Unlikely - The Analysis of Alternatives demonstrated that no technically 
feasible or valid alternative is available for the time being, but also more 
research can be done to evaluate all existing possibility. In case the 
alternative exists that requires major modification to the plant after two 
years, the balance between those modification and the cost for the 
homologation of the new product is difficult sustainable, unless technical 
performances will highly overcome the previous ones. 

Produce until the sunset 
date, while finding an 
alternative solvent with 
minimal investment to 
adapt the plant 

Unlikely - The Analysis of Alternatives demonstrated that no technically 
feasible or valid alternative is available for the time being, but also more 
research can be done to evaluate all existing possibility. In case the 
alternative exists that requires minor modification to the plant after two 
years, the balance between those modification and the cost for the 
homologation can be evaluated, but will always be so high that only higher 
performances or the contingent lack of competitor products on the market 
will make the sector go for this route 

The customer 

Support the ri-
homologation of a new 
raw material 

Unlikely - Costs for homologation are too high  
either in terms of monetary costs and in terms of timing. 

Find a producer outside 
Europe 

Likely - Even the possibility to invest in a new plant outside Europe and bear 
the logistic and administrative workload doesn't overcome the big investment 
already performed on homologation and the great added value in selling the 
product. Investments can be covered in two years 

The automotive 
field 

Invest on new ri-
homologation 

Unlikely - Costs for homologation are too high ) 
either in terms of monetary costs and in terms of timing. Only higher 
performances or the contingent lack of competitor products on the market 
will make the sector go for this route 

Use competitors 
products already 
homologated even if 
with less performances 

Likely - It would be the best compromise for downstream users and the 
amount of investment involved in this field. This will really have serious 
consequences on the two subjects above, the applicants, and also the 
customer, who will lose a business of € 

 

The impacts (costs and benefits) associated with the most likely responses are assessed in Section 
4. 

It is important to note that the AoA shows there are presently no ‘suitable’ alternatives available 
to the applicant.  

In the following the detail loss for the actors for which a likely scenario is proposed 
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In the following the explanation of the calculations. 

4.3.1 Types of health impacts relevant from TCE exposure 

A very good review of the epidemiological studies has been prepared and published by the 
Germany Federal Institute for Occupational Safety and Health (BAuA) and their Committee on 
Hazardous Substances (AGS) (BAuA – “The risk-based concept for carcinogenic substances 
developed by the Committee for Hazardous Substances - From limit-value orientation to an action-
oriented approach”. And  – “Exposure-risk relationship for trichloroethylene in BekGS 910”). 

The report analyses all the previous toxicological literature and the relevance in three cancer 
forms: renal cancer, hepatic cancer and non-Hodgkin lymphomas (NHL)and concludes that 
Supported by a unit risk based on epidemiological data; uncertainty whether TRI is a hepatic 
carcinogen for humans, as well as it is uncertain the TCE induces NHL in human. 

Therefore only the renal cancer will be considered within the scope of the assessment  

4.3.2 Excess risks of developing renal cancer from TCE exposure 

Exposure-risk relationships (ERR) are established by the Committee on Hazardous Substances 
(AGS) and published by the Federal Ministry of Labour and Social Affairs (BMAS) in the Technical 
Rule for Hazardous Substances 910 "Risk-related concept of measures for activities involving 
carcinogenic hazardous substances" (TRGS 910). This approach is well consistent with the 
document developed by RAC, where the excess risk has been estimated as percentage excess 
cancer risk per unit of concentration  
 
The non-linear equation for inhalation exposure risk is set in a tiered way as follows: 

 Excess risk (%) for the first 6 ppm = 0.0067 x concentration (ppm) 

 Excess risk (%) for the range of ppm beyond 6 ppm = 0.0720 x concentration (ppm) 

Due to lack of valid data for dermal absorption rates, ECHA applied a “route – to – route” 
extrapolation from worker inhalation to dermal exposure. 
From worker inhalation to general population inhalation different factors such as duration of 
exposure and breathing volume of the person were taken into account for the derivation of the 
inhalation dose response curve. 
For extrapolation from the worker inhalation dose response curve to the oral general population 
dose response curve duration of exposure was taken into account in combination with a “route-to 
route” extrapolation. 
 
As a result the following is derived for dose/response relationship: 
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4.3.3 Risk for applicants workers to develop cancer 

The excess cancer risk for workers on the applicants sites as a result of inhalation and dermal 
exposure to TCE has been calculated within the CSR (Conclusions, Table 35) 
 

Table 12. Excess risk level for combined exposures 

Exposure pattern Excess risk level 

Man via Environment (Inhalation + Oral) 4.34 ×10-6 % 

PROC 8b (TCE transfer) 5.7 ×10-4 % 

PROC 1 (Synthesis) 3.01 ×10-4 % 

PROC 15 (Sampling) 2.218 ×10-4 % 

Combined 4.324 ×10-3 % 

 
Therefore the additional renal cancer cases are calculated multiplying the excess of risk for the 
number of exposed workers (4 workers) 
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at a full usage. Such a plant presents the big advantage to have the possibility to work in 
completely close process, with nitrogen pulmonation, with complete emission control, with 
distillatory. A number of high value process can be studied to fill the plant capacity with high value 
products. 

Finally it has to be considered that in market like Automotive, with the very highly required quality 
standards and high investment, it is very easy that generating a problem will have as a 
consequence that the complete business of those fluoropolymers will be completely lost in favour 
of the competitors (actually very skilled big companies like Du Pont/ Daikin / Dyneon). The 
business bound to polymers for which PS is used is actually of about €.25 

4.6. Social impacts  

The scenario for which a social impact is to be noticed is the “non-use” scenario without 
alternative, if the production is re-located outside EU. The affected subjects will be the applicants, 
while skilled people who can be relocated in the new production plant will not be taken from the 
applicants, but from the R&D and development group within  , the exclusive customer.26 

 
For the applicant side it can be reported here the data already reported in section 2.2.2: the 
companies are still trying to recover and to resist to the unemployment generated by the crisis 
and actually it would be more correct to define it as "consolidation of employment."  

Both companies, for different reasons, suffered a strong impact for the economical crisis, and on 
several occasions there have been staff reductions. 

The prospect of being classified as a "producer" by an international group as , is an 
opportunity not negligible as  has lately chosen a strong politic of " outsourcing of 
production". Therefore the optimization of their production programs, puts the applicants in a 
prime condition for obtaining other productions that will help in recover the investment and it 
could lead to interesting developments in all aspects both business related and employment 
related. 

Actually it has been estimated that the implementation of the project bound to the production of 
PS can relocate between 10 to 15 persons for the two plants and the development of new projects 
bound to the success of this one can estimate for other 10 units. 
 

4.7. Wider economic impacts 

For what it concerns wider economic impacts the followings can be taken into considerations: 
In case of non use scenario and also no possibility to outsourcing outside Europe, or even in case 
this will have a delay due to reassessment of the production overview, this will have a great 
impact on the competition process. , in fact, with the crosslinker and the system 
“polymer/crosslinker” is in a market with very high competitiveness. Competitors like Daikin or Du 
Pont have already their alternatives proposed on the market. It is highly possible that a delay in 
providing the product to the market will give the competitors the possibility to better establish 
their systems, even if possible with less technical performances. 
Furthermore the disappearing of a competitor on the market will bring the remaining in having the 
possibility to make higher prices 
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Social 

Avoided short term 
unemployment impact and 
implement the development 
plan of the applicants 

None 

It is possible to have a 
non yet quantifiable 
benefit from the 
authorisation 

 

In this case by comparing the economic benefits of continued use  29 against the value 
of risks to human health (up to ca. €  as a worst case), it is evident that the net impact in still 
in favour of the authorisation. 

 
The impact on customers and articles producers can be none in case the substance will be 
produced outside Europe 
 

5.3. Uncertainty analysis 

A number of impacts can be revised in case a valid alternative will be found. In this case the risks 
for human health will be lowered, a consistent investment will need to be made for the approval 
of the new product, but a quick and consistent revenue will result in a recovery in income in about 
two years. 
The whole process would take not less than 6-8 year 
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6. CONCLUSIONS 

The objective of this Socio-Economic Analysis (SEA) is to determine whether the benefits of 
continued use of Trichloroethylene (hereafter referred to as TCE) as a solvent in the synthesis of 
crosslinking agents for fluoroelastomers outweighs the risks to human health and the 
environment. The use that A.L.P.A. -Azienda Lavorazione Prodotti Ausiliari S. p. A. & Caffaro 
Industrie S.p.A (also referred to as the “applicants” within this report) are seeking authorisation 
for is: 
 

 USE 1: Use of trichloroethylene as solvent in the synthesis of vulcanization accelerating 
agents for fluoroelastomers 

30 

By comparing the economic benefits of continued use (€   against the value of risks to 
human health (up to ca. €1,600 as a worst case), it is evident that EU society benefits significantly 
in net terms from the continuation of Use 1 over this period. Social, environmental and 
macroeconomic impacts have been assessed and they also have a bearing on this CBA outcome. 
This demonstrates the benefits of the authorisation of Use 1, which would enable the use of TCE 
to continue past the Sunset Date, outweigh the risks by several orders of magnitude, and 
therefore that this authorisation is clearly justified from a societal perspective. This conclusion is 
strongly robust to reasonable sensitivity analysis. 

6.1. Information for the length of the review period 

This application demonstrates the case for the granting of an authorisation for Use 1. This is based 
on the following findings: 
 

 The emissions of TCE have been minimized (as shown in the CSR)  

 The risk has been minimized (as shown in the CSR) 

 There are no suitable alternatives (as shown in the AoA); and 

 The benefits of authorisation significantly outweigh the risks by orders of magnitude (as 
shown in this SEA). 

 
The applicants consider a review period of 10 years to be appropriate. This is based on the factors 
suggested by ECHA and SEAC (SEAC/20/2013/03 of 13th of September) as to be considered 
relevant to the assessment of review periods: 
 
Research and development efforts already made, or just started, did not lead to the development 
of an alternative that could be available within the normal review period. At least still 3-4 years of 
Research have to be planned, with consequent studies for industrialisation (1-2 years). 
 
After this process it starts the homologation process by automotive, that will last at least 3 years. 
 
It has to be considered also that the remaining risks are low and the socio-economic benefits are 
high, and there is clear evidence that this situation is not likely to change in the next decade. 
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