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Press and Information 

PRESS RELEASE No 67/05 

12 July 2005 

Judgment of the Court of Justice in Case C-198/03 P 

Commission of the European Communities v. CEVA Santé Animale SA and Pfizer Enterprises 
Sàrl 

THE COURT SETS ASIDE THE JUDGMENT OF THE COURT OF FIRST 
INSTANCE FINDING THAT THE COMMISSION HAD UNLAWFULLY FAILED 

TO ACT IN REGARD TO THE ESTABLISHMENT OF MAXIMUM RESIDUE 
LIMITS FOR VETERINARY MEDICINAL PRODUCTS 

The Commission did not breach Community law in such a clear and serious manner as to give 
rise to liability on the part of the Community 

In 1990 the Council adopted a regulation for the establishment of maximum residue limits 
(MRLs) for veterinary medicinal products in foodstuffs of animal origin. 1 The Commission is 
required under that regulation to establish the MRLs which the Community may accept as 
being legally permitted or recognised as acceptable in or on foodstuffs. 

In its original version, the regulation prohibited within the Community (with effect from 
1 January 1997) the administration to food-producing animals of veterinary medicinal 
products containing pharmacologically active substances not mentioned in Annexes I, II or III 
to that regulation. 2 A later regulation 3 deferred that time-limit to 1 January 2000 in the case 
of a number of substances, including progesterone. 

CEVA Santé Animale SA and Pfizer Enterprises Sàrl are pharmaceutical undertakings which 
market a veterinary medicinal product containing the active ingredient progesterone.  In 1993 
CEVA submitted an application to the Commission for the establishment of an MRL for 

                                                 
1   Council Regulation (EEC) No 2377/90 of 26 June 1990 laying down a Community procedure for the 
establishment of maximum residue limits of veterinary medicinal products in foodstuffs of animal origin (OJ 
1990 L 224, p. 1). 
2   Annex I comprises the list of substances for which MRLs have been fixed, Annex II comprises the list of 
substances that are not subject to MRLs, and Annex III comprises the list of substances for which provisional 
MRLs have been fixed. 
3   Council Regulation (EC) No 434/97 of 3 March 1997 amending Regulation (EEC) No 2377/90 laying down a 
Community procedure for the establishment of maximum residue limits of veterinary medicinal products in 
foodstuffs of animal origin (OJ 1997 L 67, p. 1). 



progesterone in cattle and horses.  As it found itself faced with divergent and conflicting 
scientific information on the risks associated with progesterone, the Commission did not take 
a position on that application before 1 January 2000.  On 25 July 2001 the Commission 
adopted a draft regulation amending the original regulation by classifying progesterone in 
Annex I to the latter. 

In November 2000 CEVA and Pfizer brought proceedings before the Court of First Instance 
in which they sought, first, a declaration that, by failing to take the necessary measures for the 
inclusion of progesterone in Annex II to the regulation, the Commission had failed to comply 
with its obligations under Community law and, second, the payment of damages.  Without 
examining the exact scope of the Commission’s discretion in regard to the fixing of MRLs, 
the Court of First Instance ruled 4 that the Commission’s inaction amounted to a clear and 
serious breach of the principle of sound administration capable of giving rise to liability on 
the Community’s part, and it ordered the Commission to pay damages in that regard. 

The Commission thereupon appealed to the Court of Justice of the European Communities 
against the judgment of the Court of First Instance. 

The Court takes the view that the Court of First Instance did not provide adequate 
reasoning for its judgment with regard to the existence of a situation of scientific 
uncertainty.  The Court of First Instance confined itself to referring to one single scientific 
opinion, without explaining whether and to what extent the Commission was obliged to 
follow that opinion and to disregard contrary opinions from other sources. 

The Court of First Instance also erred in law in holding, without having established the scope 
of the discretion enjoyed by the Commission, that the latter’s inaction constituted a clear and 
serious breach of Community law giving rise to liability on the part of the Community.  
According to the Court’s case-law, the extent of such discretion is the determining factor in 
establishing whether a breach of that kind has occurred. 

The Court accordingly sets aside the judgment under appeal in so far as it established 
that there had been inaction on the part of the Commission between 1 January 2000 and 
25 July 2001 of such a kind as to give rise to liability on the part of the Community and 
has decided itself to rule on that issue in the dispute. 

It states that that the Commission must be given sufficient discretion to allow it to determine, 
on a fully informed basis, which measures are necessary and appropriate for the protection of 
public health.  Regard being had to the extent of the discretion available to the Commission 
and to all of the factual circumstances, in particular the scale of the divergences in the 
scientific data, it did not appear that, by taking a position on the matter only after 1 January 
2000 (the date from which the administration of progesterone was banned), the Commission 
had disregarded in a clear and serious manner the limits on its discretion. 

The Commission therefore did not breach Community law in a sufficiently serious way 
as to give rise to liability on the part of the Community. 

                                                 
4   In a judgment of 26 February 2003 in Joined Cases T-344/00 and T-345/00, reported at [2003] ECR II-229. 



Unofficial document for media use, not binding on the Court of Justice. 

Languages available: DE, EN, FR  

The full text of the judgment may be found on the Court’s internet site 
http://curia.eu.int/jurisp/cgi-bin/form.pl?lang=en  

It can usually be consulted after midday (CET) on the day judgment is delivered. 

For further information, please contact Christopher Fretwell 
Tel: (00352) 4303 3355 Fax: (00352) 4303 2731 

 

http://curia.eu.int/jurisp/cgi-bin/form.pl?lang=en

	Press and Information
	PRESS RELEASE No 67/05
	12 July 2005
	Judgment of the Court of Justice in Case C-198/03 P
	Commission of the European Communities v. CEVA Santé Animale
	THE COURT SETS ASIDE THE JUDGMENT OF THE COURT OF FIRST INST
	The Commission did not breach Community law in such a clear 
	In 1990 the Council adopted a regulation for the establishme
	In its original version, the regulation prohibited within th
	CEVA Santé Animale SA and Pfizer Enterprises Sàrl are pharma
	In November 2000 CEVA and Pfizer brought proceedings before 
	The Commission thereupon appealed to the Court of Justice of
	The Court takes the view that the Court of First Instance di
	The Court of First Instance also erred in law in holding, wi
	The Court accordingly sets aside the judgment under appeal i
	It states that that the Commission must be given sufficient 
	The Commission therefore did not breach Community law in a s
	Unofficial document for media use, not binding on the Court 
	Languages available: DE, EN, FR
	The full text of the judgment may be found on the Court’s in
	For further information, please contact Christopher Fretwell


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /ENU (Use these settings to create PDF documents with higher image resolution for improved printing quality. The PDF documents can be opened with Acrobat and Reader 5.0 and later.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


