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New EU Regulations

• Regulation 1272/2008  - CLP -

(replacing 67/548/EU Directive)

• Regulation 1107/2009  

(replacing 91/414/EU Directive)

Both of them impacting on authorized

Plant protection products



The new CLP Regulation

The new CLP Regulation (Classification, Labelling and Packaging), 

including its adaptations to technical progress (ATPs), has carried 

out significant implications also for substances not directly 

involved in REACH procedures, such as pesticides. 

The consequences provided for substances and mixtures, regardless 

of the intended use, have been staggered in time: 

•new C&L  of substances according to CLP by 1 Dec.2010, with 

simultaneous disposal of stocks. 

• new C&L of ATPs substances entries.

•subsequent review of substances MSDS.

•new C&L of mixtures containing ATPs substances, by 1 Dec. 2010, 

with simultaneous disposal of stocks. 

•subsequent review of mixtures MSDS.

• registration of dangerous mixtures into national databases, 

according to CLP Art. 45 

• new C&L of mixtures according to CLP criteria by June 2015, 

followed by a new MSDSs revision and a new registration in the 

national databases according to CLP Art. 45



Substances with new classification

(ATP)

• Gluphosynate ammonium: T (Cat 2-3) R 60-20/21/22-48/20/22-

63

• Dimoxystrobin: Xn, N (Cat 3) R 20-40-63-50/53   M=10

• Sulphur : Xi, R 38

• Imidacloprid : Xn, N R 22-50/53

• MCPA : Xn, N R 22-38-41-50/53

• MCPA salts: Xn, N R 20/21/22-50/53 

• Mancozeb: Xn, N (cat 3) R 43-63-50

• Chlorotalonil : T+, N : R 26-37-40-41-43-50/53

• FOLPET: Xn, N R 20-36-40-43-50 + SCLs*

• Esfenvalerate : new SCLs*

• Several pyretroids : new SCLs*

*  Specific concentration limits



Co-formulating agents with new

classification (ATP)

• N-methyl-2-pyrrolidon: 

T (Cat 2) R 61- 36/37/38   

R 61   SCL*  5%

R 36/37/38   SCL* 10%

• 3-hexylheptamethyltrisiloxane: 

Xn, N: R 20-53

*  Specific concentration limits



Immediate consequences :

new classification of 

Substances as introduced by 

ATPs

At national level, 1st ATP to the new 

CLP seems to have affected only limited 

number of authorized active 

ingredients although impacting a large 

number of mixtures (> 400), increasing if 

we also consider co-formulating 

agents. 



Delayed consequences: 

clp application to mixtures

 Irritating cut-off values lowered to

10% instead of current 20%

 Reprotoxicity: cut off values -- ---

-lowered to 3% instead of current

5% (cat 2 ex cat 3).

-lowered to 0.3% instead of current

0.5% (cat 1a-b, ex cat 1-2)

effects :

More mixtures classified as Irritating

and Reprotoxic



Updating labels for affected substances

Estimated on the basis of 600 changes to existing classifications

for substances. 

Relabelling costs € 570 (max) per substance .

Estimated10 suppliers per substance. 

Up to €3.400.000

Updating labels for preparations containing affected substances

Estimated 25% of substances used in preparations. 

For each substance,100 preparations require relabelling. 

Relabelling costs € 570 (max). 

Up to €8.500.000

Relabelling costs for pesticide labels

Estimated that 10% of substances in ATP are active pesticide

substances, and that these are used in 10X number of products, of 

which 10% have a booklet style label. 

Cost of updating booklet-style label is estimated at € 4000  (max) 

per substance. 

Up to €340.000

Updating Safety Data Sheets for substances

Estimated 10 suppliers per substance. 

Cost estimates to €360 (max) to update SDS per substance per 

supplier. 

Up to €2.200.000

Updating Safety Data Sheets for preparations

Estimated 25% of 600 substances used in preparations, and 100 

preparations per substance. Cost estimates to €360 (max) to update 

SDS per substance per supplier. 

Up to €5.500.000

Cost



Regulation 1107/2009 

for the specific category of plant protection products, 

the rules settled by the new Regulation 1107/2009 which replaces 

Directive 91/414/EU ,adds new cut-off criteria related to classification.

This regulation provides that an active substance is approved for 

use as plant protection products only if: 

• It is not classified as C (carcinogen) 1A and 1B (ex 1 & 2), unless 

human exposure is negligible

• It is not classified as M (mutagen) 1A and 1B (ex 1 & 2) 

• It is not classified as R (toxic for reproduction) 1A and 1B (ex 1 & 2), 

unless human exposure is negligible

• Does not have an adverse effect on the endocrine system, unless 

exposure is negligible (waiting for a clearer definition within 2013) 

The new criteria for classification set by the CLP provide a series of 

outcome  on the number and quality of substances approved in the light 

of the new Regulation.



UK impact study (psd)

•286  substances evaluated

•19 substances (15%) falling into 

new regulation cut-off criteria

•Some uncertanties deriving from 

not yet clear definition of EDs 



Removal from the market: 

different conclusions

PSD – EU PSD – UK ECPA

Insecticides 6-10 % 5-10 % 8-20 %

Fungicides 8-32 % 7-35 % 12-34 %

Herbicides 4-10 % 5-12 % 10-23 %



Candidate to substitution: 

UK approach

• Insecticides 38%*

• Fungicides 20%*

• Herbicides 24%*

(*)  out of 100%



Sweden impact study

(Kemi)

•271 substances evaluated

•23 substances (11%) falling into new 

regulation cut-off criteria.

Among these*:

•CMR (7)

•ED (11)

•PBT / vPvB (4)

* possible coupled properties



235 active ingredients currently 

marketed in Italy have been considered 

for  evaluation of the potential  effects 

deriving from new Regulation cut-off 

criteria.

• working approach has been defined taking into account 

different harmonized or published classification (EU, 

WHO, EPA, IARC, PAN, Footprint) 

• the strictest definition of endocrine disruptor provided 

by several national EU authorities  (KEMI, PSD, German 

Fmfacp) has been considered

Italian impact study (iss)



Italian impact study (iss)

235 substances evaluated*

•12 CMR 

•24 ED

•9 PBT

•2 vPvB

* Possible coupled properties



Candidate to substitution:

Italian (ISS) aproach

•26 CS/ POP 

• 93 CS/ PBT

• 36 GW

• 29 Effects on bees

• 7    ADI

•13  ArfD

* Possible coupled properties



RESULTS
Direct impact on 12 substances currently classified as CMR cat 1B, 

according to the new CLP criteria and definitions.

Taking into account other properties as defined for a possible cut-Off 

Approach: 

24/235 showed Endocrine Disruption Properties 

9/235 have been found Possible Persistent/Bioaccumulating/Toxic (PBT) 

2/235 have been found very Persistent /very Bioaccumulating (vPvB). 

As far as the possibility of a comparative assessment, 

26 substances met at least 1/3 POP (Persistent Organic Pollutant) criteria

93 showed at least 1/3 PBT criteria.

36 have been found  possible ground water contaminant and 

29 showed possible effects on bees.

7 substances were possibly substituted for their Acceptable Daily Intake 

Value (ADI) and 13 for their Acute Reference dose (ARfD). 

Obviously, more than one of this negative effects could be coupled for each 

single substance.

RESULTS



Possible removal from

the market according to

ISS approach:

• Herbicides 10%

• Fungicides: 10%

• Insecticides: 5%



Candidate to substitution

according to ISS approach:

• Herbicides   8%

• Fungicides: 15%

• Insecticides: 25%



Conclusions

The new procedures provided by new regulation are  likely 

to result in phasing out of some  substances after  their 

Annex I registration has expired. 

However, even if this happens, there is the possibility of a 

further five years extension subject to derogation. 

This will significatively help to reduce the short-term impact 

and will allow time for alternative substances .

Concerning the  future  availability of alternatives ,the  

reluctance of some  manufacturers to register new or 

alternative substances, either  for cost  or because of 

national/regional marketing strategies should be 

considered. 

When substances are withdrawn  under  the new Regulation, 

cost of the data package necessary for registration, as 

well as the registration itself could lead to the choice of 

new or alternative products , event that may be 

particularly limited  in some countries. 


