
FEATURE & REPORTS (continued)

EU STRATEGY FOR A FUTURE  
CHEMICALS POLICY: REACh

9. REGISTRATION SAFETY DATA
The information on hazardous properties, as specified in Annexes V 
to VIII, is linked to the manufacture/import level, on the grounds that 
there is a potential for more exposure as more substance is in the EU 
(Tables 5 to 8). The Annexes specify the standard data requirements 
and give rules on the circumstances in which data may be omitted and 
when extra data are triggered.  The compromise text agreed a targeted 
approach for registration of phase-in substances at 1 to 10 tonnes per 
annum, using criteria given in Annex Ic of the Regulation. Full Annex 
V test data are only needed if the phase-in substance meets the PBT or 
vPvB criteria, is predicted to be classified as a CMR or is predicted to 
be classified as dangerous to human health or the environment with 
dispersive or diffuse use, particularly if used by consumers. Otherwise 
only available safety data have to be included in the registration, 
together with the full set of Annex V physico-chemical tests, although 
these do not have to be conducted in compliance with Good Laboratory 
Practice (GLP). New substances at 1 to 10 tonnes per annum require full 
Annex V data.
New animal studies are required only if surrogate data or in vitro 
alternative tests cannot provide the necessary information. All new 
studies are to be GLP compliant and conducted to standard EU (or 
OECD) methods. Safety studies and risk assessment are summarised by 
D J Knight and M B Thomas [14].
Registrants have to update the ECA with any change in their status, or 
composition of the substance, significant changes in tonnage, new uses, 
significant new knowledge on risks, any change in classification and 
labelling and any update to the CSR.

Table 6	Annex VI Data for Substances at ≥ 10 tonnes  
per annum 

Table 7	 Annex VII Data for Substances at ≥ 100 tonnes  
per annum

Table 8	 Annex VIII Data for Substances at ≥ 1,000 tonnes 
per annum
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In addition to the Annex V data:

In vivo skin irritation (unless classified from Annex V data)
In vivo eye irritation (unless classified from Annex V data)
In vitro chromosome aberration test
In vitro gene mutation assay
Acute inhalation or dermal toxicity
28-day (or 90-day) repeat-dose study in the rat (normally oral 
exposure)
Toxicokinetics assessment (a prediction based on the available data) 
Acute fish toxicity
Algal growth test
Activated sludge respiration inhibition test
Hydrolysis test
Adsorption/desorption screening test

Possible additional studies:
In vivo mutagenicity studies
Further repeat-dose study in the rat
Developmental toxicity study
Two-generation fertility study in the rat
Chronic fish toxicity study
Biodegradation simulation studies

The registrant makes a testing programme proposal covering:
Stability in organic solvents and identification of degradants
Dissociation constant
Viscosity
Reactivity to container material
In vivo mutagenicity studies

90-day repeat-dose study in the rat (if not part of the Annex VI 
data)
Developmental toxicity studies in two species
Two-generation fertility study in the rat

21-day Daphnia reproduction study
Chronic fish toxicity study
Simulation test on the ultimate degradation in surface water
Soil simulation test
Sediment simulation test
Fish bioaccumulation study (unless there is a low predicted 
bioaccumulation potential, e.g. from Log Pow < 3)
Further adsorption/desorption study
14-day earthworm toxicity
Study of the effects on soil micro-organisms
Short-term toxicity to plant

The registrant makes a testing programme covering, if 
appropriate:
Further mutagenicity studies
Long-term repeat-dose (≥ 12 months) study in the rat
Further toxicity study to investigate specific concerns
Two-generation fertility study in the rat (if not part of the Annex 
VII data)
Carcinogenicity study (often combined with a 2-year chronic 
toxicity study, usually in the rat)
Further biodegradation in water, sediment and soil – covering 
degradation rate and identification of relevant degradants
Further environmental fate and behaviour studies
Long-term earthworm toxicity
Long-term toxicity to other soil invertebrates
Long-term plant toxicity
Long-term toxicity to sediment organisms
Long-term or reproductive bird toxicity

The base oil market is not expected to return to 
a near-normal market situation for several more 
months at least. 
It is true that a couple of key European refineries 
have restarted after lengthy periods of downtime 
necessitated by maintenance or repairs, but the 
industry still has a long way to go before all the 
plants are up and running properly, and even 
then it will take a considerable period of time 
to rebuild stock levels. Spot barrels will not be 
available immediately as the refiners will give first 
priority to contractual customers and affiliates. 
Nevertheless, it could have been conceivable that 
European base oil supply/demand might have 
moved into a more balanced scenario by the 
middle of the year. That is if crude oil had not shot 
up by USD 10/barrel or more since the beginning 
of January. 
Nervousness over the Iranian nuclear programme, 
the disruption to crude oil production in Nigeria, 
the strong demand for oil from emerging countries 
such as India and China and the shortage of fuels 
in North America are the primary drivers for crude 
oil prices to hit such high levels. 
The European fuels market has reacted quickly to 
the hike in the cost of crude and the level for gas 
oil has climbed to USD 645/mt FOB Rotterdam. 
We are still some way from the period last year 
when the returns from fuels were more attractive 
to refiners than the returns from base oil, but the 
gap is narrowing. This is especially true for some 
of the East European base oil refineries where 
the netback to the refinery is probably about the 
same as that for gas oil on today’s market.
The European market has embraced East European 
base oil during the recent tight spell. To lose any 
base oil supply at this time would put pressure 
on the few remaining base oil stocks, especially 

as there is no sign yet of any serious volumes of 
Group II base oils coming from North America. 
Globally, base oils are tight all over. In the USA, 
even though the majority of refineries are back 
up after all the breakdowns and fires, there are no 
signs of any exports so far. Blenders are all buying 
as much base oil as they can find, and wholesalers 
are doing the same with lubricants. The hurricane 
season commences in June, and it seems nobody 
wants to be caught out like last year so they are 
squirreling away as much material as possible, 
often inland and far from the Gulf coast. 
Asian markets are tight on Group I base oils 
as well. Asian requirements typically centre on 
heavier grades, and Chinese buyers are ramping 
up demand for heavy neutrals and Brightstock. 
Local prices in Asia are not that dissimilar to 
those in Europe, apart from Brightstock which is 
considerably more expensive. 
Because there is hardly any surplus base oil 
throughout Europe, there is very little trade 
in prime quality oils to the East. The majority 
of trade is done with East European base oils, 
but this exposes a potential threat should those 
supplies become less readily available. 
Of course it may happen that European, Asian and 
North American base oil prices all increase further 
over the coming months. Several hefty increases 
have already been announced in all markets 
for May. This may be sufficient to keep the  
East European oil flowing, in which case the threat 
recedes. But it dos 
not stop blenders 
from feeling edgy. 
Adrian Brown 

Base Oil Report

LINK
Adrian Brown 
ICISpricing 
www.icis.com

In 2004 another new market player 
– Puralube - entered the re-refining 
base oil industry. Puralube produce 
API Group II+ base oils at its first 
refinery located near by Leipzig in 
Germany. 
The new plant is based on the UOP-
HyLube™ catalytic hydroprocessing 
technology and produces clear, water-
white base oils that are odourless and 
nearly sulphur free. These base oils 
are marketed as pur-base® oils. 
During these times of global base oil 
shortage / tightness, additional base 
oil providers are extremely welcome, 
especially in Europe. Puralube’s 
new API Group II+ base oils have been offered 
especially for new product developments in the 
lubricating oil industry. Following its success 
and industry acceptance, Puralube has decided 
to further increase capacity and build a second 
refinery in Germany, which will come on stream 
by the end of 2007.    

For more information, please contact Christian 
Hartmann - CEO Puralube Holding GmbH

LINK

www.puralube.com



Any studies that are technically impossible clearly can be omitted.  In 
addition to the specific rules, the registrant can adapt the required 
standard information and provide the data using other information, 
such as non-standard or non-GLP tests, historical human data, a weight 
of evidence, structure activity relationships (SAR) or ‘read-across’ to 
tested analogues.  Guidance on using such surrogate data is given in 
Annex IX (Table 9).  This includes a provision for ‘substance-tailored 
exposure-driven testing’ to allow for reduced Annex VII and VIII animal 
testing for low exposure evaluated substances. The compromise text 
has introduced the possibility of exposure-based data waivers to Annex 
VI data for substances registered at 10 tonnes per annum. There is 
a guidance note in Annex IV on fulfilling the data requirements of 
Annex V to VIII. The registrant is advised to gather and share existing 
information, consider the information needs, identify information gaps 
and only then generate the missing data for registration at 1 or 10 
tonnes per annum or propose further testing at 100 or 1,000 tonnes 
per annum.
Table 9	 Registration Safety Data

10. DATA PROTECTION, DATA SHARING 
AND THE ONE SUBSTANCE ONE 
REGISTRATION APPROACH
The ECA will establish and maintain a publicly-accessible database of 
registered substances, with a short profile of hazardous properties, 
labelling and other EU legislation that applies.
The registrant can claim most information confidential (Table 10), 
and the ECA or Competent Authority who receives the information 
evaluates the confidentiality claim.  Non-confidential information is 
made available to the public over the Internet. The compromise text 
gives improved measures for protecting information published on the 
ECA website:  the registrant can request that the robust summaries, 
study summaries and supply tonnage band are not included in the 
public database, but this information would be available to the public 
on request.  
Table 10 (See Column 2)
Registrants can check the ECA database before conducting animal 
studies, and also make a data-sharing enquiry to find out if a new 
substance has already been registered. If the substance has already been 
registered, studies submitted ≥ 10 years before can be used as of right 
for the new registration.  Studies submitted less than 10 years before 
are still protected, but the two parties are put into contact with a view 
to reaching an agreement to share data. Animal studies cannot be 
repeated, and the idea of the scheme is for the second registrant to pay 
a proportion of the costs of the animal studies to their owner.

Table 10	 Confidentiality Provisions 

In order to allow the data-sharing scheme to operate for existing phase-
in substances, there is a duty to pre-register such substances with the 
ECA within 6 months, beginning 12 months after the Regulation comes 
into force. The information in the pre-registration is the identity of the 
substance and registrant and a listing of the existing physico-chemical 
and safety data, including a short description of animal studies. There 
is also the option voluntarily to pre-register substances at < 1 tonne 
per annum. All pre-registrants for a particular phase-in substance are 
participants in a substance information exchange forum (SIEF), and 
therefore the mandatory data-sharing/data-compensation scheme can 
operate for animal studies. If a particular study is not available within 
the SIEF, participants must reach an agreement to conduct a single 
study and avoid duplicate animal testing. A new supplier of a phase-in 
substance can begin supply and join the review programme.
The compromise text adopted the OSOR proposal: the aim is to have 
one combined registration dossier for a particular substance, with 
combined information from all the registrants.  Information on the 
identity of the registrant and substance and confidentiality claims is 
submitted separately to the ECA by each registrant. However, there is 
the possibility of opting out of submitting a joint registration dossier 
if the cost would be disproportionate, where there would be a breach 
of confidentiality or if there is a disagreement between registrants on 
selection of the classification or safety data. Nevertheless, sharing of 
animal testing is still mandatory, as is sharing of non-animal testing if 
requested by one potential registrant.

11. COSTS OF TESTING FOR REACH
The overall initial cost of testing substances for registration under 
REACH depends on the tonnage, with data to be provided in advance 
of supply at ≥ 1 and ≥ 10 tonnes per annum.  Compared with the 
current DSD notification scheme, the Annex Vdata-set is effectively an 
extended ‘reduced notification’ (i.e. including some “base set” tests) and  
Annex VI is approximately a ‘base set’ (i.e. with some Level 1 studies).  
For supply at ≥ 100 and ≥ 1,000 tonnes per annum the testing 
programme is negotiated with the Competent Authority, and hence 
the costs will be highly variable. These Annex VII and VIII data comprise 
the current Level 1 and 2 studies respectively, with various additions 
and modifications. In practice there is likely to be ample opportunity to 
reduce testing costs by sharing data and making use of surrogate data 
and data waivers for many chemicals. However, there will be some cases 
where extra testing is triggered from the results of the standard tests 
or as an outcome of risk assessment. Therefore it is difficult to compare 
the cost of registration with the current notification scheme, but  
Table 11 (See page III) describes the standard notification testing to put 
the REACH data into context.

12. PREPARING FOR REACH
The chemical industry operating in the EU will be greatly affected by 
REACH, and there will be ramifications worldwide. The uncertainty in 
key final aspects of REACH and when the scheme will begin operating 
make it challenging for industry to plan how to prepare for REACH 
and develop budgets for the costs of new studies and registration 
work.  It is certain, however, that considerable resources will be needed.  
In practice chemical companies should begin preparing for REACH as 
soon as possible to avoid being caught out by unanticipated costs, 
regulatory hurdles and loss of important chemicals.
A first step is to develop inventories of chemical substances supplied 
and purchased, including components of preparations. For purchased 

substances, the next stage is to try and find out if the supplier is planning 
to support the substance, in particular by registering the purchaser’s use 
and including this in the risk assessment of the CSR. There are almost 
certain to be some unsupported substances in each company’s inventory 
of purchased chemicals. A supplier of chemicals will have to decide 
which to support, and make plans to withdraw any that will no longer 
be profitable. To do this an evaluation of what existing safety data are 
available is an essential first step, taking into account in-house studies 
and literature data. This will enable a data gap analysis for registration 
to be drafted, based on whether Annex V or Annex VI standard data are 
needed for the initial registration (Tables 5 and 6 respectively). This data 
gap analysis can be refined to evaluate the reliability of any literature 
data and judge whether the existing information can be used for the 
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•	 Annexes V to VIII give standard data requirements (in column 1) 
and rules for omitting tests or additional studies (in column 2)

•	 Annex IX covers adapting the standard data requirements:
	 -	 existing non-standard and/or non-GLP data
	 -	 historical human data
	 -	 weight of evidence
	 -	 SAR
	 -	 grouping and “read across”
	 -	 suitable in vitro tests, but confirmation of negative results 

    may be needed from non-validated in vitro methods
	 -	 data waivers, ie. a study is technically impossible
	 -	 substance-tailored exposure driven testing

The registrant cannot claim confidentiality for:
-	 trade name and chemical name
-	 physico-chemical properties and the result of toxicology and 

ecotoxicology studies (and the determined PNEL/PNEC)
-	 purity and impurity (if relevant to classification)
-	 guidance on safe use
-	 non-confidential SDS information
-	 analytical methods for detection in humans or the 

environment
-	 fact that animal testing was conducted

Melting/freezing point
Boiling point
Relative density
Vapour pressure
Water solubility
n-Octanol-water partition coefficient
Surface tension
Flash point or flammability
Explosivity
Auto-flammability Oxidising properties
Granulometry
Acute oral toxicity Acute dermal and/or inhalation toxicity 

Skin irritation
Eye irritation
Skin sensitisation
28-Day repeat dose study in the rat
Ames test
in vitro gene mutation or chromosome aberration test
Toxicokinetics assessment (a prediction based on the available 
data)Acute fish toxicity
Acute daphnia toxicity
Algal growth test
Ready biodegradation
Activated sludge respiration inhibition test
Hydrolysis test
Adsorption/desorption screening test

Base Set for substances at ≥ 1 tonne per annum (or ≥ 5 tonnes cumulative): Annex VII A of the Directive  [3]:

One- or two-generation fertility study in the rat
Developmental toxicity study
90-Day repeat-dose study in the rat
Further mutagenicity study
Basic toxicokinetic information
21-Day Daphnia reproduction study
Chronic fish toxicity study

Fish bioaccumulation study (or prediction)
14-Day earthworm toxicity study
Test on higher plants
Further biodegradation test
Further adsorption/desorption study
Sediment dwelling organism toxicity study

Level 1 for substances at 100 tonnes per annum (or 500 tonnes cumulative), possibly with some studies before: Annex VIII of the Directive [3]

Level 2 for substances at ≥ 1000 tonnes per annum (or ≥ 5000 tonnes cumulative): Annex VIII of the Directive [3]:
It is not possible to define exactly what testing is required at Level 2, because this depends upon the Level 1 results and Risk Assessment  
at Base Set and Level 1.

Melting/freezing point
Boiling point
Water solubility
n-Octanol-water partition coefficient
Flash point or flammability

Possible additional studies:
Vapour pressure

Acute Daphnia toxicity
Acute oral toxicity
Skin irritation
Eye irritation
Skin sensitisation
Ames test
Ready biodegradation

Reduced notification for substances at ≥ 0.1 tonne per annum (or ≥ 0.5 tonnes cumulative): Annex VII B of the Directive [3]

Table 11 Current Notification Studies 



Any studies that are technically impossible clearly can be omitted.  In 
addition to the specific rules, the registrant can adapt the required 
standard information and provide the data using other information, 
such as non-standard or non-GLP tests, historical human data, a weight 
of evidence, structure activity relationships (SAR) or ‘read-across’ to 
tested analogues.  Guidance on using such surrogate data is given in 
Annex IX (Table 9).  This includes a provision for ‘substance-tailored 
exposure-driven testing’ to allow for reduced Annex VII and VIII animal 
testing for low exposure evaluated substances. The compromise text 
has introduced the possibility of exposure-based data waivers to Annex 
VI data for substances registered at 10 tonnes per annum. There is 
a guidance note in Annex IV on fulfilling the data requirements of 
Annex V to VIII. The registrant is advised to gather and share existing 
information, consider the information needs, identify information gaps 
and only then generate the missing data for registration at 1 or 10 
tonnes per annum or propose further testing at 100 or 1,000 tonnes 
per annum.
Table 9	 Registration Safety Data

10. DATA PROTECTION, DATA SHARING 
AND THE ONE SUBSTANCE ONE 
REGISTRATION APPROACH
The ECA will establish and maintain a publicly-accessible database of 
registered substances, with a short profile of hazardous properties, 
labelling and other EU legislation that applies.
The registrant can claim most information confidential (Table 10), 
and the ECA or Competent Authority who receives the information 
evaluates the confidentiality claim.  Non-confidential information is 
made available to the public over the Internet. The compromise text 
gives improved measures for protecting information published on the 
ECA website:  the registrant can request that the robust summaries, 
study summaries and supply tonnage band are not included in the 
public database, but this information would be available to the public 
on request.  
Table 10 (See Column 2)
Registrants can check the ECA database before conducting animal 
studies, and also make a data-sharing enquiry to find out if a new 
substance has already been registered. If the substance has already been 
registered, studies submitted ≥ 10 years before can be used as of right 
for the new registration.  Studies submitted less than 10 years before 
are still protected, but the two parties are put into contact with a view 
to reaching an agreement to share data. Animal studies cannot be 
repeated, and the idea of the scheme is for the second registrant to pay 
a proportion of the costs of the animal studies to their owner.

Table 10	 Confidentiality Provisions 

In order to allow the data-sharing scheme to operate for existing phase-
in substances, there is a duty to pre-register such substances with the 
ECA within 6 months, beginning 12 months after the Regulation comes 
into force. The information in the pre-registration is the identity of the 
substance and registrant and a listing of the existing physico-chemical 
and safety data, including a short description of animal studies. There 
is also the option voluntarily to pre-register substances at < 1 tonne 
per annum. All pre-registrants for a particular phase-in substance are 
participants in a substance information exchange forum (SIEF), and 
therefore the mandatory data-sharing/data-compensation scheme can 
operate for animal studies. If a particular study is not available within 
the SIEF, participants must reach an agreement to conduct a single 
study and avoid duplicate animal testing. A new supplier of a phase-in 
substance can begin supply and join the review programme.
The compromise text adopted the OSOR proposal: the aim is to have 
one combined registration dossier for a particular substance, with 
combined information from all the registrants.  Information on the 
identity of the registrant and substance and confidentiality claims is 
submitted separately to the ECA by each registrant. However, there is 
the possibility of opting out of submitting a joint registration dossier 
if the cost would be disproportionate, where there would be a breach 
of confidentiality or if there is a disagreement between registrants on 
selection of the classification or safety data. Nevertheless, sharing of 
animal testing is still mandatory, as is sharing of non-animal testing if 
requested by one potential registrant.

11. COSTS OF TESTING FOR REACH
The overall initial cost of testing substances for registration under 
REACH depends on the tonnage, with data to be provided in advance 
of supply at ≥ 1 and ≥ 10 tonnes per annum.  Compared with the 
current DSD notification scheme, the Annex Vdata-set is effectively an 
extended ‘reduced notification’ (i.e. including some “base set” tests) and  
Annex VI is approximately a ‘base set’ (i.e. with some Level 1 studies).  
For supply at ≥ 100 and ≥ 1,000 tonnes per annum the testing 
programme is negotiated with the Competent Authority, and hence 
the costs will be highly variable. These Annex VII and VIII data comprise 
the current Level 1 and 2 studies respectively, with various additions 
and modifications. In practice there is likely to be ample opportunity to 
reduce testing costs by sharing data and making use of surrogate data 
and data waivers for many chemicals. However, there will be some cases 
where extra testing is triggered from the results of the standard tests 
or as an outcome of risk assessment. Therefore it is difficult to compare 
the cost of registration with the current notification scheme, but  
Table 11 (See page III) describes the standard notification testing to put 
the REACH data into context.

12. PREPARING FOR REACH
The chemical industry operating in the EU will be greatly affected by 
REACH, and there will be ramifications worldwide. The uncertainty in 
key final aspects of REACH and when the scheme will begin operating 
make it challenging for industry to plan how to prepare for REACH 
and develop budgets for the costs of new studies and registration 
work.  It is certain, however, that considerable resources will be needed.  
In practice chemical companies should begin preparing for REACH as 
soon as possible to avoid being caught out by unanticipated costs, 
regulatory hurdles and loss of important chemicals.
A first step is to develop inventories of chemical substances supplied 
and purchased, including components of preparations. For purchased 

substances, the next stage is to try and find out if the supplier is planning 
to support the substance, in particular by registering the purchaser’s use 
and including this in the risk assessment of the CSR. There are almost 
certain to be some unsupported substances in each company’s inventory 
of purchased chemicals. A supplier of chemicals will have to decide 
which to support, and make plans to withdraw any that will no longer 
be profitable. To do this an evaluation of what existing safety data are 
available is an essential first step, taking into account in-house studies 
and literature data. This will enable a data gap analysis for registration 
to be drafted, based on whether Annex V or Annex VI standard data are 
needed for the initial registration (Tables 5 and 6 respectively). This data 
gap analysis can be refined to evaluate the reliability of any literature 
data and judge whether the existing information can be used for the 
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The registrant cannot claim confidentiality for:
-	 trade name and chemical name
-	 physico-chemical properties and the result of toxicology and 

ecotoxicology studies (and the determined PNEL/PNEC)
-	 purity and impurity (if relevant to classification)
-	 guidance on safe use
-	 non-confidential SDS information
-	 analytical methods for detection in humans or the 

environment
-	 fact that animal testing was conducted

Melting/freezing point
Boiling point
Relative density
Vapour pressure
Water solubility
n-Octanol-water partition coefficient
Surface tension
Flash point or flammability
Explosivity
Auto-flammability Oxidising properties
Granulometry
Acute oral toxicity Acute dermal and/or inhalation toxicity 

Skin irritation
Eye irritation
Skin sensitisation
28-Day repeat dose study in the rat
Ames test
in vitro gene mutation or chromosome aberration test
Toxicokinetics assessment (a prediction based on the available 
data)Acute fish toxicity
Acute daphnia toxicity
Algal growth test
Ready biodegradation
Activated sludge respiration inhibition test
Hydrolysis test
Adsorption/desorption screening test

Base Set for substances at ≥ 1 tonne per annum (or ≥ 5 tonnes cumulative): Annex VII A of the Directive  [3]:

One- or two-generation fertility study in the rat
Developmental toxicity study
90-Day repeat-dose study in the rat
Further mutagenicity study
Basic toxicokinetic information
21-Day Daphnia reproduction study
Chronic fish toxicity study

Fish bioaccumulation study (or prediction)
14-Day earthworm toxicity study
Test on higher plants
Further biodegradation test
Further adsorption/desorption study
Sediment dwelling organism toxicity study

Level 1 for substances at 100 tonnes per annum (or 500 tonnes cumulative), possibly with some studies before: Annex VIII of the Directive [3]

Level 2 for substances at ≥ 1000 tonnes per annum (or ≥ 5000 tonnes cumulative): Annex VIII of the Directive [3]:
It is not possible to define exactly what testing is required at Level 2, because this depends upon the Level 1 results and Risk Assessment  
at Base Set and Level 1.

Melting/freezing point
Boiling point
Water solubility
n-Octanol-water partition coefficient
Flash point or flammability

Possible additional studies:
Vapour pressure

Acute Daphnia toxicity
Acute oral toxicity
Skin irritation
Eye irritation
Skin sensitisation
Ames test
Ready biodegradation

Reduced notification for substances at ≥ 0.1 tonne per annum (or ≥ 0.5 tonnes cumulative): Annex VII B of the Directive [3]

Table 11 Current Notification Studies 



registration and to decide if ‘read across’ or other surrogate data can 
be used, to get an indication of the initial cost to register the ‘phase-in’ 
substance. At the pre-registration stage, however, it may turn out that 
other companies are supporting the substance, with the opportunity to 
use their data and share the cost of developing new studies.
Registration dossiers for substances at below 100 tonnes per annum 
will not be evaluated, so it is up to the registrant to make the case for 
using non-standard data and surrogate data. If and when the substance 
is evaluated, however, it may turn out that some new studies are 
needed to complete the basic Annex VI data package, and there will 
certainly be extra cost for the Annex VII and VIII data (Tables 7 and 8). In 
addition, there will be some ‘very high concern’ chemicals for which uses 
have to be authorised. Many of these will already be known, because 
the CMR classifications are already established. Others substances 
for authoisation will be identified as the initial registration data are 
developed and collated.
Intelligent safety evaluation will be especially important for the new EU 
REACH scheme. Decisions have to be made on whether to use literature 
data and/or “surrogate data” and if “data waivers” are appropriate.  
With other registration schemes, there is the opportunity to consult 
the particular competent authority evaluating the substance before the 
registration dossier is submitted. In contract with REACH registrations 
the dossier is submitted to the ECA, and initially there is only to be an 
administrative check. Therefore it will probably be left to the registrant 
to decide on the final testing programme for new studies under REACH.  
Nevertheless, certain substances will be evaluated under the REACH 
scheme in detail by a rapporteur competent authority on behalf of 
the EU with a view to further testing. In these circumstances it will be 
useful to base these discussions on the risk assessment included in the 
original registration in the CSR, supported by appropriate expert reports 
if necessary to improve the scientific arguments of the case.
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Essential control
Overcome foam & air entrainment

TEGO® D 500 Series antifoam additives offer formulators
the perfect cost-effective balance of foam control and
minimized air entrainment compared to traditional silicone
oils or polyacrylate defoamers. They provide robust
performance across a wide range of lubricant formulations
and are offered as low viscosity and easy-to-handle
concentrations. Contact your RohMax representative
today for more information.  Your success is our success –
what may we help you achieve today?

The Greek God Boreas
controlled the winds.
TEGO® antifoam
additives can help
control air entrainment.

Europe, Africa, Mideast: RohMax Additives GmbH • Tel: +49 6151 1809 • Fax: +49 6151 18 4193

Americas: RohMax USA, LP • Tel: +1 215 706 5800 • Fax: +1 215 706 5801 • Toll-Free: 1 888 876 4629

Asia Pacific: RohMax Regional Office c/o Degussa (SEA) Pte Ltd • Tel: +65 6899 0080 • Fax: +65 6899 0090

info-rohmax@degussa.com  •  www.rohmax.com

TEGO® antifoam additives were
developed and patented by
Goldschmidt Industrial Specialties,
also part of the Degussa group,
who continue to directly market
defoamers for aqueous lubricant
systems and diesel fuels.

TEGO®
antifoam additives
for lubricant
applications

TEGO® is a registered trademark of Goldschmidt GmbH.
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D. J. Knight
Derek J Knight is the Director of Regulatory Affairs at Safepharm Laboratories Ltd., a leading UK contract research organisation, specialising  
in safety assessments of chemicals, biocides, and agrochemical pesticides. He heads a team of regulatory affairs professionals who deal with a wide range of 
registration projects covering many product types for regulatory compliance in all the key markets globally. As such he has gained an overall perspective into 
commercial issues associated with the regulation of the chemical industry. He is a Fellow of the RSC and a Fellow of TOPRA. His doctoral studies at the University  
of Oxford were in organosulphur chemistry. 

LINK 
www.safepharm.co.uk


