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Review, Risk, Legality and Damages
Paul Craig*

Case C-221/10 P, Artegodan GmbH v European Commission and Federal Republic of

Germany¹

I. Introduction

This case represents the latest stage in a legal saga
that spans a decade. Some background is therefore
necessary to understand the legal argumentation in
the instant case.
Artegodan is the holder of a marketing authoriza-

tion for Tenuate Retard, a medicinal product, which
containsamfepramone,anamphetamine-likeanorec-
tic substance. There was however a re-evaluation of
amfepramone at the request of a Member State, and
this led the Commission to adopt the contested deci-
sion on the basis of Article 15a of Directive 75/319.²
This Directive established a system of mutual

recognition, whereby an authorization granted in one
Member State had to be recognized in other Member
States. There were however not surprisingly qualifi-
cations to this regime, and it was open to a Member
State pursuant to Article 15a to press for the with-
drawal of the authorization on the ground of public
health concerns. The schema was for the Member
State to refer the matter to the Committee for Propri-
etaryMedicinal Products, CPMP, although itwas open
to the Member State in cases of urgency to suspend
authorization of the product in its territory pending
this final decision. The CPMP issued a reasoned opin-

ion which would be forwarded by the European
Agency for the Evaluation of Medicinal Products to
the Member States, the Commission and the person
responsible for placing the medicinal product on the
market,with a report describing the assessment of the
medicinal product and stating the reasons for its con-
clusions.³ It was then for the Commission, within 30
days of receipt of the CPMP’s opinion, to prepare a
draft decision.Where exceptionally the draft decision
was not in accordance with the opinion of the EMA
it was incumbent on the Commission to provide a de-
tailed explanation of the reasons for the differences.⁴
The Commission decision ordered the Member

States towithdraw the nationalmarketing authoriza-
tions for amfepramone, in reliance on scientific con-
clusions attached to the CPMP’s final opinion in Au-
gust 1999. This was challenged by Artegodan, which
argued, inter alia, that the Commission lacked com-
petence and that the decision infringed Directive
65/65.⁵ The GC annulled the contested decision in
2002 on the ground that theCommission lacked com-
petence, and heldmoreover that even if the Commis-
sion had competence the decision infringed Article
11 of Directive 65/65.⁶ The GC’s decision was upheld
on appeal. The ECJ held that the Commission lacked
competence to adopt the contested decision, but did
not rule on the other arguments concerning Direc-
tive 65/65.⁷
Artegodan then sought damages for the losses it

had suffered in the three year period that the product
had been withdrawn from the market while the legal
proceedings contesting the legality of the withdrawal
were being heard. The Commission rejected the claim
in 2004, arguing that the conditions for non-contrac-
tual liability were not met, because there was no suf-
ficiently serious breach of EU law. Artegodan then be-
gan proceedings in 2005 seeking damages, but the GC
dismissed the action under what is now Article 340
TFEU, on the ground that the applicant had not estab-
lished a sufficiently serious breach of EU law.⁸

* Professor of English Law, St John’s College, Oxford.
1 Judgment 19 April 2012, Third Chamber, n.y.r.
2 Second Council Directive 75/319/EEC of 20 May 1975 on the

approximation of provisions laid down by law, regulation or
administrative action relating to medicinal products [1975] OJ
L147/13.

3 Directive 75/319/EEC, Art. 13.
4 Directive 75/319/EEC, Art. 14.
5 Council Directive 65/65/EEC of 26 January 1965 on the approxi-

mation of provisions laid down by law, regulation or administra-
tive action relating to medicinal products [1965-66] OJ English
Special Edition p. 24.

6 Joined Cases T74/00, T76/00, T83/00 to T85/00, T132/00,
T137/00 and T141/00, Artegodan and Others v Commission
[2002] ECR II-4945.
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It held that the Commission’s lack of competence
and infringement of Article 11 of Directive 65/65
were accepted by the GC in 2002 and the ECJ in 2003
and therefore should be regarded as established. The
fact that the ECJ in 2003 did not consider it neces-
sary to examine the plea alleging breach of Article 11
of Directive 65/65 by the GC in 2002 was said to be
irrelevant. The GC nonetheless concluded that the
conditions for non-contractual liabilitywere notmet.
It held that the rules contained in Directive 75/319

delimiting the areas of competence of the Commis-
sion and the Member States were not intended to
confer rights on individuals, but were rather intend-
ed to organize the division of powers between the na-
tional authorities and theCommission, as regards the
procedure for the mutual recognition of national
marketing authorizations.
It held moreover that the infringement of Article

11 of Directive 65/65 did not constitute a sufficiently
serious breach for the purposes of damages liability.
The GC decided that Article 11 did not confer any
meaningful discretion on the Commission in the ap-
plication of the substantive criteria for suspension or
withdrawal of amarketing authorization.⁹ It nonethe-
less concluded that infringement of Article 11 did not
suffice to show a sufficiently serious breach for the
EU to incur liability. This was because the EU courts
had to take into account the legal and factual com-
plexity of the situation to be regulated, notwithstand-
ing the fact that Article 11 accorded priority to the
protection of public health. Thus while the GC was
clear that the error regardingArticle 11warranted an-
nulmentof thewithdrawal of the authorization, itwas
necessary in adjudicating damages liability ‘to take in-
to account the particular difficulties to which the in-
terpretation and application of that article give rise in
this case’.¹⁰ The GC continued in the following vein.¹¹
Having regard to the lack of precision of Article 11
ofDirective65/65, thedifficulties related to the sys-
tematic interpretation of the conditions for with-
drawal or suspension of amarketing authorization
laid down by that article in the light of the whole
Community system for the prior authorization of
medicinal products (Artegodan v Commission
paragraphs 187 to 195) could reasonably explain,
in the absence of any similar precedent, the error
of law committed by the Commission in accepting
the legal relevance of the new scientific criterion
applied by the CPMP, even though it was not sup-
ported by any new scientific data or information.

TheGC reinforced this conclusion by adverting to the
nature of the decision-making in this area. The prac-
tical reality was that the CPMPmade the assessment,
this was accepted by the EMA and the Commission
thenmade the formal decision in the light of this rec-
ommendation. If the Commission were to disagree
with the recommendation it had to provide detailed
reasons. The GC felt that it would in any event have
been very difficult for the Commission to acquaint it-
self with the scientific reasoning that informed the
CPMP’s conclusions. This reinforced the legal and fac-
tual complexity in the instant case andmeant that the
Commission’s error did not amount to a sufficiently
serious breach for the purpose of damages liability.¹²

II. The CJEU

1. Division of competence, protection of
individual rights and sufficiently
serious breach

Artegodan not surprisingly contested the finding of
the GC that the rules on the division of competence
between the Commission and the Member States re-
sulting fromDirective 75/319were not of such a kind
as to cause the EU to incur non-contractual liability
on the ground that they were not intended to confer
rights on individuals. It contended that such rules
did confer rights on individuals in circumstances
where exercise of the relevant power could lead, as
in this case, to restrictive measures being taken
against undertakings.
TheCJEUupheldArtegodan’s argument, although

its judgment is nonetheless unclear in certain re-
spects. The Court held that failure to observe the di-
vision of powers between the EU institutions, where
the aim is to ensure that the balance between the in-
stitutions provided in the Treaties ismaintained, and
not to protect individuals, does not suffice per se to
render the EU liable towards the traders concerned.

9 Article 11 of Directive 65/65 provides that: ‘The competent
authorities of the Member States shall suspend or revoke [a
marketing authorization] where that product proves to be harmful
in the normal conditions of use, or where its therapeutic efficacy
is lacking, or where its qualitative and quantitative composition is
not as declared. Therapeutic efficacy is lacking when it is estab-
lished that therapeutic results cannot be obtained with the medic-
inal product.’

10 Case 429/05, para. 108.
11 Case 429/05, para. 108.
12 Case 429/05, paras. 109-111.
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However the position was different if a measure of
the EU was adopted that not only disregarded the di-
vision of powers between the institutions ‘but also,
in its substantive provisions, disregarded a superior
rule of law protecting individuals’.¹³
The CJEU concluded that the GCmade an error of

lawbyholding that infringement by theCommission
of the rules governing the division of competences
between the Commission and the Member States re-
sulting from Directive 75/319 was not of such a kind
as to cause the EU to incur non-contractual liability
on the ground that those rules are not intended to
confer rights on individuals, because the GC had not
taken into account the point of principle in the pre-
vious paragraph, ‘according to which such an in-
fringement, when it is accompanied by an infringe-
ment of a substantive provision which has such an
intention, is capable of giving rise to that liability’.¹⁴
The CJEU does not, however, identify the superi-

or of law for the protection of the individual that was
disregarded in the instant case. This part of the judg-
ment is therefore somewhat Delphic. There has to be
something in addition to the infringement of the
rules relating to the division of power between the
institutions that can qualify as the superior rule of
law. It may be that the CJEU regarded the GC as hav-
ing committed an error of law simply because it did
not investigate this possibility, without the CJEU it-
self reaching any conclusion as to what such a supe-
rior rule of law might be. The alternative reading of
the judgment is that the superior rule of law might
have been Article 11 of Directive 65/65, although the
difficulty with this reading is that the CJEU held ul-
timately that the Article had not been infringed.

2. Infringement of Article 11 of Directive
65/65, discretion and sufficiently
serious breach

Artegodan also contested the GC’s reasoning con-
cerning Article 11 of Directive 65/65, more especial-

ly its refusal to find that the breach of this Article
constituted a sufficiently serious breach of EU law.
It argued, inter alia, that the complexity of a legal or
factual situation should not necessarily lead to the
conclusion that there is an absence of any sufficient-
ly serious breach.
The CJEU’s consideration of this aspect of the ap-

peal was renderedmore complex by the fact that dis-
cussion of damages liability was interwoven with
the issue of whether the ECJ in 2003¹⁵ had pro-
nounced on Article 11 of Directive 65/65. The CJEU
reiterated the importance of res judicata in EU law,
regarding it as important to ensure stability of the
law, and the sound administration of justice: ‘judi-
cial decisions which have become definitive after all
rights of appeal have been exhausted, or after expiry
of the time-limits provided to exercise those rights,
can no longer be called into question’.¹⁶However res
judicata extended ‘only to the matters of fact and
law actually or necessarily settled by the judicial de-
cision in question’.¹⁷ The legal reality was that the
ECJ’s 2003 ruling was premised on the
Commission’s lack of competence, and the ECJ did
not, as noted earlier, rule on the Article 11 issue. The
CJEU therefore concluded that the Article 11 issue
had not yet been addressed and that the 2003 ruling
was only res judicata in relation to the competence
issue.¹⁸ Insofar as the GC in the case under appeal
had found that the Article 11 issue had been deter-
mined and was thus res judicata, it had made an er-
ror of law.¹⁹
The hopes of success that Artegodan might have

harboured at this point were however to prove short
lived, because the CJEU drew on the principle that
if the GC erred in law the decision could nonethe-
less be upheld if the operative part of the decision
could be shown to be well founded on other legal
grounds.
This was held to be so here. Article 11 of Directive

65/65was intended to confer rights on undertakings
which held a marketing authorization. It was
nonetheless still necessary for the applicant to show
a sufficiently serious breach of the substantive cri-
teria for the withdrawal of a marketing authoriza-
tion in Article 11. It was open to the Commission to
take a long term view of whether a medicinal prod-
uct lacked therapeutic efficacy. It was equally open
to the Commission when undertaking the bene-
fit/risk assessment that would inform the long term
view to take account of views within the medical

13 Case C-221/10 P, para. 81, relying on Case C-228/90, Industrie-
en Handelsonderneming Vreugdenhil BV v Commission [1992]
ECR I-1937, paras. 20-22.

14 Case C-221/10 P, para. 82.
15 Case C-39/03 P.
16 Case C-221/10 P, para. 86.
17 Case C-221/10 P, para. 87.
18 Case C-221/10 P, para. 92.
19 Case C-221/10 P, para. 93.
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community. The CJEU concluded in the following
vein.²⁰
In the present case, the Commission’s decision to
use the criterion of long-term efficacy in order to
assess the therapeutic efficacy of amfepramone in
the treatment of obesity and to withdraw themar-
keting authorization concerning the medicinal
products containing that substance is based on the
existence of a consensus within the medical com-
munity regarding a new assessment criterion of
that therapeutic efficacy, according towhich an ef-
fective therapy in the treatment of obesity must
be for the long-term,on thequestioningof the ther-
apeutic efficacy of that substance, and also on the
finding, in the light of that new assessment crite-
rion, of a negative benefit/risk assessment of that
substance.

It followed said the CJEU that the Commission did
not fail to comply with the substantive criteria for
the withdrawal of a marketing authorization of a
medicinal product laid down in Article 11 of Direc-
tive 65/65.²¹ There had been no breach of Article 11
and hence there was no sufficiently serious breach
for the purposes of damages liability.²² It followed al-
so that the errors of law committed by the GC were
not such as to invalidate the contested judgment, giv-
en that the conclusion could be justified on the
grounds specified above.

III. Conclusion

Artegodan is a difficult case, primarily because of the
admixture of legal issues that came before the CJEU,
more especially the conjunction of discourse con-
cerning the application of the sufficiently serious
breach test with that concerning res judicata. There
are two issues that should be highlighted by way of
conclusion, which are related albeit distinct.

1. Sufficiently serious breach

The first relates to application of the sufficiently se-
rious breach test. It has never been easy to prove the
conditions for damages liability against the EU, al-
though the test has become somewhat less restrictive
than it was in the earlier years.²³ The need to prove
the existence of a sufficiently serious breach of EU
law has always been the principal stumbling block

in this respect, and the hurdle may be especially dif-
ficult to surmount in relation to the types of case that
arise in the context of risk regulation. It may be felt
that the EU courts were harsh on the claimant inso-
far they held that even though Article 11 of Directive
65/65 did not entail meaningful discretion the legal
and factual complexity surrounding its application
meant that the applicant had not proven the exis-
tence of a sufficiently serious breach of EU law for
the purposes of damages liability. The temptation to
reach this conclusion should nonetheless be resisted
for the following reason.
It is clear that Article 11 was mandatory, since it

provides that the competent authorities of the Mem-
ber States shall suspend or revoke amarketing autho-
rization where the product proves to be harmful in
the normal conditions of use, or where its therapeu-
tic efficacy is lacking, or where its qualitative and
quantitative composition is not as declared. Article 11
further stipulates that therapeutic efficacy is lacking
when it is established that therapeutic results cannot
be obtainedwith themedicinal product. There is thus
no meaningful discretion whether to suspend or re-
voke themarketing authorization. This must be done
when the conditions mentioned in Article 11 exist.
The reasoning of the GC and the CJEU relating to

Article 11 was different, but it was informed by a
common rationale, this being that although Article
11wasmandatory in the preceding sense, there could
well be differences of opinion as how to test for harm
or for therapeutic efficacy. This is a common prob-
lem. It is frequently the case that a regulation may
impose a mandatory obligation to achieve a particu-
larobjective,but for there tobereal interpretivechoic-
es as to how those objectives should best be attained.
In such instances there is discretionnot as towhether
to pursue a particular objective, but as to how the ob-
jective should best be measured or realized.
This was acknowledged by the GC and the CJEU,

although they reacted to it in different ways. The GC,

20 Case C-221/10 P, para. 104.
21 Case C-221/10 P, para. 108.
22 Case C-221/10 P, para. 109.
23 H.G. Schermers, T. Heukels, and P. Mead, (eds), The NonContrac-

tual Liability of the European Communities (Martinus Nijhoff,
1988);T. Heukels and A. McDonnell (eds.), The Action for Dam-
ages in Community Law (The Hague: Kluwer, 1997); C. Hilson,
“The Role of Discretion in EC law on Non-Contractual Liability”,
42 CMLRev (2005), p. 677 et sqq; P. Oliver, “Enforcing Communi-
ty Rights in the English Courts”, 50 MLR (1987), p. 881 et sqq; T.
Tridimas, “Liability for Breach of Community Law: Growing Up
and Mellowing Down?”, 38 CMLRev (2001), p. 301 et sqq.
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as we have seen, held that the earlier decisions of the
EU courts had established the breach of Article 11 of
Directive 65/65, which could not therefore be re-
opened in the later litigation about damages. It also
decided that this Article did not contain any mean-
ingful discretion as to the substantive criteria for re-
vocation or withdrawal of the authorization. The GC
nonetheless concluded that the applicant had not
proven the existence of the sufficiently serious
breach, because of the legal and factual complexity
involved in the application of the criteria in Article
11. The CJEU by way of contrast held that the earli-
er litigation had not established the breach of Article
11, which was not therefore res judicata for the pur-
poses of the present case. It acknowledgedmoreover
the choices as tohowtheconditions concerningharm
and therapeutic efficacy might be measured. Its con-
clusion was that the Commission’s long-term per-
spective when judging this issue was a legitimate in-
terpretation of Article 11, hence there was no breach
and a fortiori no sufficiently serious breach of that
Article.

2. Appeals, errors and alternative legal
grounds

The CJEU decided that the GC had committed errors
of law, but that its substantive conclusion would not

be overturned because it could be sustained on the
grounds set out in the preceding analysis.
This approach has a long pedigree in the CJEU’s

case law, and it is premised on sound normative ar-
guments. The underlying assumption is that it would
be wasteful of time and resources if the case were to
be remitted back to the GC following annulment of
its decision, if the CJEU felt that the decision could
beupheldondifferentgrounds.This strategy ismore-
over especially attractive where the CJEU has a view
as to the proper interpretation of the contested pro-
vision, since it is able to set down that interpretation
in a binding judgment, which will then be relevant
for later cases.
This is fine, provided that the applicant has the

opportunity to contest the alternative legal ground
advanced by theCJEU. The applicant’s arguments be-
fore the CJEU will of course be directed towards re-
vealing the errors that it believes to be present in the
GC’s judgment. It may become aware during the
course of argument of some alternative legal argu-
ment that finds favour with the CJEU, but it may not.
The alternative ground preferred by the CJEU may
well make sense, and indeed this was so in Artego-
dan itself. This does not alter the point of principle
being made here, which is that other things being
equal basic precepts of due process require that par-
ties have an opportunity to respond to arguments
that will be dispositive of the case.
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