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In the EU it is possible to obtain a supple-
mentary protection certificate (SPC) for ‘ac-
tive substances’ of a plant protection product 
(PPP) and ‘active ingredients’ of a medicinal 
product extending the protection afforded to 
such products beyond the patent term.  Two 
distinct but related EC Regulations govern 
the grant of SPCs – Regulation No 1610/96 
(the PPP SPC Regulation) and Regulation 
No. 469/2009 (the Medicinal Product SPC 
Regulation).  It is generally accepted that 
equivalent provisions in the SPC Regula-
tions should be interpreted in the same way 
but is this assumption correct?  

The CJEU has considered the question of 
what is meant by ‘product’ and ‘active ingre-
dient’ in the Medicinal Product SPC Regula-
tion in a number of cases.  The equivalent 
terms - ‘product’ and ‘active substance’ - in 
the PPP SPC Regulation have recently been 
considered by the CJEU in its 19 June de-
cision in the Bayer CropScience reference 
from the German Federal Patent Court in 
case C-11/13.

Bayer CropScience reference

By way of background, the applicant Bayer 
CropScience is the holder of a European 
patent, issued in Germany in 1994 covering 
isoxadifen, a safener - a substance intended 
to prevent the harmful action of a herbicide in 
plants.  In March 2003, Bayer CropScience 
obtained a provisional marketing authorisa-
tion (MA) in Germany for the plant protection 
product Maister containing:  foramsulfuron, 
iodosulfuron and isoxadifen.  Shortly thereaf-
ter, in July 2003, Bayer CropScience applied 
to the German Patent and Trademark Office 
for an SPC for the safener isoxadifen.

In 2007, the German Patent and Trademark 
Office rejected the SPC application, which 

Bayer CropScience appealed.  The German 
Federal Patent Court cited a number of fac-
tors for and against safeners being covered 
by the term ‘active substance’ (see table 1) 
before referring the case to the CJEU for a 
preliminary ruling.  Consistent with the opin-
ion of 13 February 2014 of advocate general 
Niilo Jääskinen, the CJEU has confirmed 
that it is possible for a safener to be covered 
by the terms ‘product’ and ‘active substance’ 
“where that substance has a toxic, phytotox-
ic or plant protection action of its own”.

CJEU decision

In arriving at its decision, the CJEU noted 
that there was no express provision in the 
PPP SPC Regulation expressly preventing 
or allowing SPCs for safeners.  The term ‘ac-
tive substances’ in that Regulation relates to 
substances, which have a toxic, phytotoxic 
or plant protection action of their own.  Con-
sequently, substances that do not act in this 
way cannot be the subject of an SPC.  How-
ever, since the Regulation does not specify 
whether that action must be direct or indi-
rect, there is no need to restrict the term ‘ac-
tive substances’ to those substances whose 
action is direct.  

Although the CJEU states in its decision that 
it is for the referring court to decide whether 
the safener at issue is an ‘active substance’, 
it adds that falling within the definition of ‘ac-
tive substances’ is not enough and the four 
conditions in article 3(1) of the PPP SPC 
Regulation still need to be satisfied.  In par-
ticular, there must be a valid MA for the prod-
uct as a plant protection product granted in 
accordance with article 4 of directive 91/414 
or an equivalent provision of national law.  

The CJEU has agreed with the AG that the 
PPP SPC Regulation regulates the grant of 

SPCs autonomously.  Thus despite the link 
between the PPP SPC Regulation and direc-
tive 91/414 governing the placing of plant 
protection products on the market (repealed 
and replaced by Regulation 1107/2009), 
the fact that directive 91/414 does not treat 
safeners in the same way as active sub-
stances does not, on its own, prevent an 
SPC being granted for a safener.  What is 
more important to the CJEU is whether the 
commercial exploitation of a patent for that 
safener has been delayed by the require-
ments in directive 91/414.

Under directive 91/414 active substances 
(as defined thereunder) must be listed in 
Annex I to the directive and this list does 
not include safeners.  Instead, safeners are 
regarded as ‘co-formulants’ and data con-
cerning co-formulants must be included in 
the dossier in accordance with Annex III to 
the directive.  This requirement leads the 
CJEU to note that it is possible that the sub-
mission of a dossier for a plant protection 
product containing a safener has delayed 
the commercial exploitation of a patent 
for that safener.  According to the CJEU, 
whether such delay has taken place will be 
important when the national court comes to 
decide whether a valid MA has been grant-
ed in accordance with article 4 of directive 
91/414 for the condition in article 3(1) of the 
PPP SPC Regulation to be satisfied. 

Comment

A superficial reading of this latest CJEU de-
cision could lead to the criticism that it is 
inconsistent with the decisions in MIT and 
GSK Biologicals relating to excipients and 
adjuvants for medicinal products and that a 
more liberal approach has been taken in re-
lation to SPCs for plant protection products.  
The CJEU rejects such a proposition at para-
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graph 34 of the decision itself when it asserts 
that its interpretation “corresponds to that 
applied in respect of medicinal products, the 
Court already having had the opportunity to 
hold that a substance with no pharmaceuti-
cal effects of its own, such as an excipient or 
an adjuvant, does not constitute an active in-
gredient and, consequently, cannot give rise 
to the grant of a supplementary protection 
certificate”.  According to this logic, it should 
be possible for excipients and adjuvants of 
medicinal products to qualify for SPC protec-
tion if they are able to provide a therapeutic 
effect on their own.  

The key to the CJEU decision is that the pro-
posed active must have a toxic, phytotoxic 
or plant protection action of its own, such 
that, on the CJEU’s reasoning, the same 
approach is being taken for both medici-
nal products and plant protection products.  
Despite the CJEU asserting that the PPP 
SPC Regulation is governed autonomously, 
their reasoning is hard to reconcile with the 
definitions of active substances and safen-
ers under Regulation 1107/2009. Specifi-
cally, article 2(3)(a) of that regulation defines 
safeners as “substances or preparations that 
are added to a plant protection product to 
eliminate or reduce phytotoxic effects of the 
plant protection product on certain plants”.  
In other words, by definition safeners under 
this Regulation are not meant to have an in-
dependent active function of their own, but 
rather to operate in combination with other 
ingredients to reduce the activity of a plant 
protection product on certain plants.  

It is interesting to note the emphasis placed 
by the CJEU on whether there has been 
regulatory delay in placing the safener in the 
market on the question of whether a valid MA 
has been granted.  This purposive approach 
contrasts with MIT and GSK Biologicals (as 
well as other earlier cases), but is consistent 

•	 The wording of Article 1 of the PPP SPC Regulation is com-
patible with ‘active substance’ covering safeners, bearing in 
mind a safener’s effect on target organisms.

•	 In Söll (C‑420/10, EU:C:2012:111), the CJEU held that ‘bio-
cidal products’ also covers products that act only indirectly 
on the target harmful organisms, so long as they contain 
one or more active substances necessary to the process 
giving rise to the action sought.

•	 Under Regulation 1107/2009, the conditions for approval of a 
safener are very largely the same as those required for the 
approval of an active substance.

•	 Isoxadifen was examined for the approval of a provisional 
MA such that the granting of an SPC might be justified.

with the approach taken in Neurim, Medeva 
and Georgetown I .  In this context, it is 
important to note that under the now appli-
cable Regulation 1107/2009, repealing and 
replacing directive 91/414, safeners shall be 
subject to the same requirements as active 
substances and included in a positive list of 
authorized safeners. Hence, in light of the 
fact that a regulatory approval with related 
delays in obtaining the approval is applicable 
for both safeners and active substances, 
the reasoning of the CJEU remains valid, 
thereby supporting the SPC for safeners. 

As a corollary principle, a number of products 
currently regarded as ‘fertilisers’ or ‘bios-
timulants’, which have an indirect effect on 
the product, active substance and/or target 
organism and for which the Commission is 
currently assessing the need for new pre-
marketing requirements, may need to be 
re-assessed for their potential to be covered 
by the definition of ‘active substances’ in the 
PPP SPC Regulation and therefore poten-
tially qualify for SPC protection.  This would 
be the case in particular if such products be-
come subject to a similar regulatory regime 
as active substances/ingredients when seek-
ing MAs where the applicant is considering 
applying for an SPC that includes one or 
more of those substances.  

This is because this will be a factor that na-
tional patent offices will need to consider 
when deciding whether to grant an SPC and 
whether the applicant has suffered regulato-
ry delay in placing the product on the market.  

The German Federal Patent Court has yet 
to apply this decision.  It is open to debate 
whether the national court will, on the facts, 
come to the view that the safener isoxadifen 
has an action on its own and that all four 
conditions of article 3(1) of the PPP SPC 
Regulation are satisfied to permit the grant 

•	 At best, safeners have an indirect effect by preventing 
the harmful effect of a herbicidal active substance.

•	 In MIT (C-431/04, EU:C:2006:291), a substance that did not 
have any therapeutic effect on its own (in this case an excipi-
ent) was held not to be covered by the term ‘active ingredi-
ent’ in the Medicinal Product SPC Regulation.

•	 Regulation 1107/2009 concerning the placing of plant protec-
tion products on the market and repealing Directives 79/117 
and 91/414 distinguishes between active substances, safen-
ers, synergists, co-formulants and adjuvants.  Although the 
PPP SPC Regulation has not been amended accordingly, 
the term ‘active substance’ should be defined in the same 
way given the link between the two Regulations.

•	 On the Commission’s initiative, it is no longer necessary to 
declare and list safeners in Germany according to the same 
rules as those concerning active substances such that an 
SPC applicant might not be able to identify whether a third 
party has an MA for that safener.  This indicates that safeners 
should not be treated in the same way as active substances.

of an SPC.  We will also have to wait and 
see how national patent offices apply this 
latest decision – there is certainly scope yet 
again for inconsistent decisions in different 
member states. IPPro
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Safener = active substance Safener ≠ active substance


