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Court of Justice EU, 11 December 2003, Hissle v
Ratiopharm

PATENT LAW - SPC

Validity SPC-Regulation (1768/92)
e consideration of the second question has dis-

closed no factor capable of affecting the validity of
Article 19 of Regulation No 1768/92.

First authorisation

e so far as concerns medicinal products for human
use, the concept of ‘first authorisation to place ... on
the market ... in the Community’, in Article 19 (1) of
Regulation No 1768/92, refers solely to the first au-
thorisation required under provisions on medicinal
products, in accordance with Directive 65/65,
granted in_any of the Member States, and does not
therefore refer to authorisations required under leg-
islation on_pricing of or_reimbursement for
medicinal products.

Invalidity of certificate delivered contrary to re-
quirementsof SPC-Regulation

o that a certificate which, contrary to the require-
ments of Article 19 of Regulation No 1768/92, has
been delivered where the first marketing authorisa-
tion_in the Community was obtained prior to the
relevant date fixed by that provision is invalid pur-
suant to Article 15 thereof.

Source: curia.europa.eu

Court of Justice EU, 11 December 2003

(V. Skouris, C. Gulmann, J.N. Cunha Rodrigues, R.
Schintgen, F. Macken)

Judgement of The Court (Sixth Chamber)

11 December 2003 (1)

(Council Regulation (EEC) No 1768/92 - Medicinal
products - Supplementary protection certificate -
Articles 15 and 19 - Validity of Article 19 - Concept of
‘first authorisation to place ... on the market in the
Community’ - Legal effects of non-compliance with the
relevant date referred to in Article 19)

In Case C-127/00,

REFERENCE to the Court under Article 234 EC by the
Bundesgerichtshof (Germany) for a preliminary ruling
in the proceedings pending before that court between
Hissle AB

and

Ratiopharm GmbH,

on the interpretation of Articles 15 and 19 of Council
Regulation (EEC) No 1768/92 of 18 June 1992
concerning the creation of a supplementary protection
certificate for medicinal products (OJ 1992 L 182, p.

D),

THE COURT (Sixth Chamber),

composed of: V. Skouris, acting for the President of the
Chamber, C. Gulmann, J.N. Cunha Rodrigues, R.

Schintgen and F. Macken (Rapporteur), Judges, Advo-
cate General: C. Stix-Hackl,

Registrar: D. Louterman-Hubeau, Head of Division,
after considering the written observations submitted on
behalf of:

- Hassle AB, by O. Bréandel, Rechtsanwalt,

- Ratiopharm GmbH, by T. Bopp, Rechtsanwalt,

- the Danish Government, by J. Molde, acting as Agent,
- the Spanish Government, by S. Ortiz Vaamonde, act-
ing as Agent,

- the French Government, by K. Rispal-Bellanger and
R. Loosli-Surrans, acting as Agents,

- the Netherlands Government, by M. Fierstra, acting as
Agent,

- the Commission of the European Communities, by K.
Banks and M. Niejahr, acting as Agents,

having regard to the Report for the Hearing,

after hearing the oral observations of Héssle AB, Ra-
tiopharm GmbH, the Danish Government and the
Commission at the hearing on 8 November 2001,

after hearing the Opinion of the Advocate General at
the sitting on 26 February 2002,

gives the following

Judgment

1. By order of 1 February 2000, received at the Court
on 3 April 2000, the Bundesgerichtshof (Federal Su-
preme Court) referred to the Court for a preliminary
ruling under Article 234 EC four questions on the in-
terpretation of Articles 15 and 19 of Council
Regulation (EEC) No 1768/92 of 18 June 1992 con-
cerning the creation of a supplementary protection
certificate for medicinal products (OJ 1992 L 182, p.
1).

2. Those questions were raised in proceedings between
Hissle AB (‘Hassle’) and Ratiopharm GmbH (‘Ratio-
pharm’) regarding the validity of a supplementary
protection certificate issued to Héssle by the Deutsches
Patentamt (German patents office) relating to omepra-
zol, an active ingredient in various medicinal products.
Community legislation

3. Article 3 of Council Directive 65/65/EEC of 26
January 1965 on the approximation of provisions laid
down by law, regulation or administrative action relat-
ing to medicinal products (OJ, English Special Edition
1965-1966, p. 20) lays down the principle that ‘no me-
dicinal product may be placed on the market of a
Member State unless an authorisation has been issued
by the competent authority of that Member State’.

4. The second, third and fourth recitals of the preamble
to Regulation No 1768/92 are worded as

follows:

‘Whereas medicinal products, especially those that are
the result of long, costly research will not continue to
be developed in the Community and in Europe unless
they are covered by favourable rules that provide for
sufficient protection to encourage such research;
Whereas at the moment the period that elapses between
the filing of an application for a patent for a new me-
dicinal product and authorisation to place the medicinal
product on the market makes the period of effective
protection under the patent insufficient to cover the in-
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vestment put into the research; Whereas this situation
leads to a lack of protection which penalises pharma-
ceutical research’.

5. According to the sixth recital in the preamble to
Regulation No 1768/92, a uniform solution at Commu-
nity level should be provided for, thereby preventing
the heterogeneous development of national laws lead-
ing to further disparities which would be likely to
create obstacles to the free movement of medicinal
products within the Community and thus directly affect
the establishment and the functioning of the internal
market. It is therefore necessary, according to the sev-
enth recital of the abovementioned regulation, to create
a supplementary protection certificate (hereinafter: ‘a
certificate’) granted, under the same conditions, by
each of the Member States at the request of the holder
of a national or European patent relating to a medicinal
product for which marketing authorisation has been
granted.

6. The 10th recital of Regulation No 1768/92 states: ‘a
fair balance should also be struck with regard to the de-
termination of the transitional arrangements; ... such
arrangements should enable the Community pharma-
ceutical industry to catch up to some extent with its
main competitors who, for a number of years, have
been covered by laws guaranteeing them more ade-
quate protection, while making sure that the
arrangements do not compromise the achievement of
other legitimate objectives concerning the health poli-
cies pursued both at national and Community level’.

7. According to Article 1 of Regulation No 1768/92,
for the purposes of that regulation, a ‘product’ means
the active ingredient or combination of active ingredi-
ents of a medicinal product, and a ‘basic patent’ means
a patent which protects a product as such, a process to
obtain a product or an application of a product, and
which is designated by its holder for the purpose of the
procedure for obtaining a certificate.

8. Article 2 of Regulation No 1768/92 provides:

‘Any product protected by a patent in the territory of a
Member State and subject, prior to being placed on the
market as a medicinal product, to an administrative au-
thorisation procedure as laid down in Council Directive
65/65/EEC ... or Directive 81/851/EEC ... may, under
the terms and conditions provided for in this regulation,
be the subject of a certificate.’

9. Article 3 of Regulation No 1768/92 provides as fol-
lows: ‘A certificate shall be granted if, in the Member
State in which the application referred to in Article 7 is
submitted and at the date of that application:

(a) the product is protected by a basic patent in force;
(b) a valid authorisation to place the product on the
market as a medicinal product has been granted in ac-
cordance with Directive 65/65/EEC or Directive
81/851/EEC, as appropriate;

(¢) the product has not already been the subject of a
certificate;

(d) the authorisation referred to in (b) is the first au-
thorisation to place the product on the market as a
medicinal product.’

10. Under Article 7 of Regulation No 1768/92, the ap-

plication for a certificate must be lodged within six
months of the date on which the authorisation referred
to in Article 3(b) thereof to place the product on the
market as a medicinal product was granted or, where
the marketing authorisation is granted prior to the basic
patent being granted, within six months of the date on
which the patent is granted.

11. Article 8(1) of Regulation No 1768/92 provides:
‘The application for a certificate shall contain:

(a) a request for the grant of a certificate, stating in par-
ticular: ...

(iv) the number and date of the first authorisation to
place the product on the market, as referred to in Arti-
cle 3(b) and, if this authorisation is not the first
authorisation for placing the product on the market in
the Community, the number and date of that authorisa-
tion; (b) a copy of the authorisation to place the product
on the market, as referred to in Article 3(b), in which
the product is identified, containing in particular the
number and date of the authorisation and the summary
of the product characteristics listed in Article 4a of Di-
rective 65/65/EEC or Article 5a of Directive
81/851/EEC;

(c) if the authorisation referred to in (b) is not the first
authorisation for placing the product on the market as a
medicinal product in the Community, information re-
garding the identity of the product thus authorised and
the legal provision under which the authorisation pro-
cedure took place, together with a copy of the notice
publishing the authorisation in the appropriate official
publication.’

12. According to Article 13(1) of Regulation No
1768/92, ‘[t]he certificate shall take effect at the end of
the lawful term of the basic patent for a period equal to
the period which elapsed between the date on which the
application for a basic patent was lodged and the date
of the first authorisation to place the product on the
market in the Community reduced by a period of five
years’.

13. Article 15 of Regulation No 1768/92 provides:

“The certificate shall be invalid if:

(a) it was granted contrary to the provisions of Article
3;

(b) the basic patent has lapsed before its lawful term
expires;

(c) the basic patent is revoked or limited to the extent
that the product for which the certificate was granted
would no longer be protected by the claims of the basic
patent or, after the basic patent has expired, grounds for
revocation exist which would have justified such revo-
cation or limitation.

2. Any person may submit an application or bring an
action for a declaration of invalidity of the certificate
before the institution responsible under national law for
the revocation of the corresponding basic patent.’

14. Article 19 of Regulation No 1768/92, which forms
part of the transitional provisions, provides:

‘1. Any product which, on the date on which this regu-
lation enters into force, is protected by a valid basic
patent and for which the first authorisation to place it
on the market as a medicinal product in the Community
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was obtained after 1 January 1985 may be granted a
certificate. In the case of certificates to be granted in
Denmark and in Germany, the date of 1 January 1985
shall be replaced by that of 1 January 1988.In the case
of certificates to be granted in Belgium and in Italy, the
date of 1 January 1985 shall be replaced by that of 1
January 1982.

2. An application for a certificate as referred to in para-
graph (1) shall be submitted within six months of the
date on which this regulation enters into force.’

15. Regulation No 1768/92 entered into force on 2
January 1993.

16. The 17th recital in the preamble to Regulation (EC)
No 1610/96 of the European Parliament and of the
Council of 23 July 1996 concerning the creation of a
supplementary protection certificate for plant protec-
tion products (OJ 1996 L 198, p. 30) provides that ‘the
detailed rules in ... Article 17(2) of this Regulation are
also valid, mutatis mutandis, for the interpretation in
particular of recital 9 and Articles 3, 4, 8(1)(c) and 17
of Council Regulation (EEC) No 1768/92°.

17. Article 17(2) of Regulation No 1610/96, entitled
‘Appeals’, provides:

‘The decision to grant the certificate shall be open to an
appeal aimed at rectifying the duration of

the certificate where the date of the first authorisation
to place the product on the market in the Community,
contained in the application for a certificate as provided
for in Article 8, is incorrect.’

The dispute in the main proceedings and the ques-
tions referred for a preliminary ruling

18. Héssle was the holder of a European patent cover-
ing the chemical compound ‘2-[2-(3.5-dimethyl-4-
methoxypyridyl)-methylsulfinyl]-5-
ethoxybenzimidazol’, whose international designation
recommended by the World Health Organisation is
‘omeprazol’. That patent, which was valid, among oth-
ers, in Germany, was granted to Héssle with effect
from 3 April 1979, so that it expired on 2 April 1999.
19. In Germany, by two decisions of the Bundesge-
sundheitsamt (Federal Office of Health) of 6 October
1989, Hissle obtained, in accordance with Directive
65/65, authorisations to market medicinal products hav-
ing omeprazol as their active ingredient. In France and
Luxembourg, authorisations had already been granted
in accordance with the same directive, one to Labora-
toires Astra France and the other to Astra-Nobelpharma
SA, which both belong to the Héssle group, for medici-
nal products having that same active ingredient, on 15
April 1987 and 11 November 1987 respectively.

20. In Luxembourg, the marketing of proprietary me-
dicinal products is subject not only to the marketing
authorisation provided for by Directive 65/65 but also
to authorisation required under pricing legislation,
where the price exceeds LUF 400. By letter of 8 De-
cember 1987 Astra-Nobelpharma SA  therefore
informed the competent Luxembourg ministry of its
intention to place a medicinal product on the market,
having omeprazole as an active ingredient, at the price
of LUF 2 456 per pack of 28 capsules. By decision of
17 December 1987, which was received on 31 Decem-

ber 1987, the abovementioned Ministry authorised the
proposed price less a reduction of 1.56%. On 21 March
1988, that medicinal product was included in the list of
proprictary medicinal products authorised for sale in
Luxembourg.

21. In France, the medicinal product was entered on 22
November 1989 in the list of medicinal products eligi-
ble for reimbursement to persons insured under the
social security scheme.

22. On 9 June 1993 Haéssle applied to the Deutsches
Patentamt for a certificate for omeprazol as a medicinal
product and gave ‘March 1988 Luxembourg’ as time
and place of the first authorisation to place that product
on the market as a medicinal product in the European
Community and attached the Luxembourg list of pro-
prietary medicinal products authorised for sale as
drawn up on 21 March 1988.

23. By decision of 10 November 1993, the Deutsches
Patentamt issued it with the requisite certificate and
fixed as its duration the period until 21 March 2003.

24. Ratiopharm brought an action before the
Bundespatentgericht (Federal Patent Court) for a decla-
ration of invalidity of that certificate on the ground that
first authorisation to place medicinal products having
omeprazol as their active ingredient on the market in
the Community had already been granted before the
relevant date which, for Germany, was 1 January 1988,
in accordance with the second sentence of Article 19(1)
of Regulation No 1768/92. The Bundespatentgericht
upheld the application made by Ratiopharm and de-
clared the certificate invalid.

25. Héssle appealed that ruling before the Bundes-
gerichtshof, which decided to stay the proceedings and
refer the following questions to the Court of Justice for
a preliminary ruling:

‘1. (a) For the purpose of applying the transitional pro-
vision in Article 19(1) of the Regulation, in so far as
that provision refers to the “first authorisation to place
... on the market ... in the Community” before a speci-
fied relevant date, does that refer exclusively to an
authorisation within the meaning of Directive
65/65/EEC or Directive 81/851/EEC as the case may
be, or may another authorisation granted later (after the
relevant date) relating in particular to the prices of the
medicinal product also be material in this respect, if
(aa) without such a further authorisation, for example
one for price-law purposes, marketing of the medicinal
product is not permissible under the law of the Member
State concerned, or

(bb) without such a further authorisation the medicinal
product may in principle be marketed in the Member
State concerned, but effective marketing is nevertheless
not possible, in particular because the sickness funds
reimburse the costs of the medicinal product only if the
further authorisation, in particular for price-law pur-
poses, has been granted or a determination of the price
eligible for reimbursement has been made?

(b) Is the material authorisation for this purpose a first
authorisation in any Member State of the Community
(as with Articles 8 and 13 of the Regulation) or the first
authorisation in the Member State for which the grant
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of the supplementary protection certificate has been
applied for?

2. Is there doubt as to the validity of the transitional
provision in Article 19(1) of the Regulation in so far as
it lays down different relevant dates for different Mem-
ber States?

3. Is the list of grounds of invalidity in Article 15(1) of
the Regulation exhaustive?

If not:

(a) Does it constitute a ground of invalidity that a cer-
tificate was granted under the transitional provision in
Article 19(1) of the Regulation even though a first au-
thorisation to place the product on the market in the
Community was already granted before the relevant
date for the Member State in which the certificate was
applied for and granted?

(b) In that case is the certificate completely invalid, or
should its duration merely be rectified

accordingly?

4. If a breach of the transitional provision in Article
19(1) of the Regulation does not constitute a

ground of invalidity:

May and must national law provide, as under Article
17(2) of Regulation (EC) No 1610/96 of the European
Parliament and of the Council of 23 June 1996 con-
cerning the creation of a supplementary protection
certificate for plant protection products, for an appeal
aimed at rectifying the duration of the protection cer-
tificate for a medicinal product in the event of a breach
of the transitional provision in Article 19(1) of Regula-
tion No 1768/927°

Introductory remarks

26. According to Article 7 of Regulation No 1768/92,
read in conjunction with Article 3(b) and (d) thereof,
the application for a certificate must be submitted
within six months of the date on which the first authori-
sation to place the product on the market as a medicinal
product is granted in the Member State for which the
application is made or, where the marketing authorisa-
tion is granted prior to the basic patent, within six
months of the date on which the patent is granted.

27. Where the first marketing authorisation in the
Member State in which the application is made or, in
the event that such authorisation is granted prior to the
patent, where the patent is granted after the entry into
force of Regulation No 1768/92, the holder of the pat-
ent has the six-month period provided for by Article 7
in which to submit an application for a certificate.

28. That is not the case, however, where the first mar-
keting authorisation in the Member State in which the
application is submitted or, where such marketing au-
thorisation is granted prior to the patent, the patent is
granted prior to the entry into force of the abovemen-
tioned regulation. Where the marketing authorisation or
the patent was granted more than six months prior to
the entry into force of Regulation No 1768/92, the
holder of the patent may not submit an application for a
certificate on the basis of Article 7 of that regulation,
the six-month period provided for by that article having
expired even before the abovementioned regulation en-
tered into force. Where, however, that marketing

authorisation or that patent was granted within the six
months prior to the entry into force of Regulation No
1768/92, the holder of the patent has less time within
which to submit an application for a certificate on the
basis of Article 7 of that regulation, since the sixmonth
period provided for by that article will have begun to
run even before the entry into force of the regulation.
29. It was with the intention of limiting such conse-
quences and making it possible for products which had
already obtained authorisation to be marketed as me-
dicinal products on the date on which Regulation No
1768/92 entered into force to take advantage of the
scheme established by the regulation that the legislature
included Article 19, which forms part of the transitional
provisions. Article 19(2) operates, in the circumstances
provided for in Article 19(1), as a derogation from Ar-
ticle 7 of the regulation (see, to that effect, Case C-
110/9S Yamanouchi Pharmaceutical [1997] ECR I-
3251, paragraph 19).

30. In view of its objective, Article 19 of Regulation
No 1768/92 is therefore intended to apply only to prod-
ucts for which a first authorisation to place them on the
market as medicinal products in the Member State in
which the application was submitted was granted be-
fore the entry into force of that regulation. The second
question

31. By its second question, which it is appropriate to
examine first, the national court is asking whether Arti-
cle 19 of Regulation No 1768/92 is invalid on the
ground that it lays down different relevant dates for dif-
ferent Member States.

32. Hissle submits that, because of the different rele-
vant dates laid down by that article, the products
protected by patents issued in Belgium and Italy may
obtain an extension of their protection by means of a
certificate six years earlier than for the same patents in
Denmark and Germany, and takes the view that that
situation is contrary to the objective of harmonisation
within the internal market.

33. Haissle therefore concludes that Article 19 of Regu-
lation No 1768/92 is invalid, first, because of an
inadequate statement of reasons inasmuch as that regu-
lation does not set forth the legal and factual
considerations which gave rise to different relevant
dates being set. Secondly, that provision discriminates
unlawfully, inasmuch as there is no equality of treat-
ment, which also entails its invalidity.

34. On the other hand, Ratiopharm, the Danish, French
and Netherlands Governments and the Commission
contend that Article 19 of Regulation No 1768/92 is
valid.

Reply of the Court

35. So far as concerns, first, the alleged breach of the
general principle of equality, according to which, in
particular, similar situations must not be treated differ-
ently unless differentiation is objectively justified, it
should be noted that Regulation No 1768/92 was
adopted on the basis of Article 100a of the EEC Treaty
(after amendment, Article 100a of the EC Treaty, now
in turn, after amendment, Article 95 EC), which makes
it possible to harmonise at Community level certain as-
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pects of national law, including industrial property law.
36. In that regard, it must also be borne in mind that
recourse to Article 100a as a legal basis is possible if
the aim is to prevent the emergence of future obstacles
to trade resulting from the heterogenous development
of national laws provided that the emergence of such
obstacles is likely and the measure in question is de-
signed to prevent them (see, among others, Case C-
376/98 Germany v Parliament and Council [2000] ECR
1-8419, paragraph 86, and Case C-377/98 Netherlands
v Parliament and Council [2001] ECR 1-7079, para-
graph 15).

37. In that connection, as the Court found at paragraphs
34 and 35 of its judgment in Case C-350/92 Spain v
Council [1995] ECR 1-1985, at the time Regulation No
1768/92 was adopted, provisions concerning the crea-
tion of a supplementary protection certificate for
medicinal products existed in two Member States and
were at the draft stage in another State. That regulation
establishes, as a matter of fact, a uniform Community
approach by creating a certificate which may be ob-
tained by the holder of a national or European patent
under the same conditions in each Member State and
by providing, in particular, for a uniform duration of
protection. It thus aims to prevent the heterogeneous
development of national laws leading to further dispari-
ties which would be likely to create obstacles to the
free movement of medicinal products within the Com-
munity and thus directly affect the establishment and
the functioning of the internal market.

38. However, although, when Regulation No 1768/92
was adopted, all the Member States wished to protect
innovation in the pharmaceutical industry by making it
possible, by granting a certificate, to provide sufficient
protection for holders of patents, enabling them to
cover the investment put into the research (see, in that
connection, the third recital of Regulation No 1768/92),
a number of them wished to protect for a longer period
the pursuit of other legitimate objectives concerning
their public-health policies (see, in that regard, the 10th
recital of that regulation) and, in particular, ensure the
financial stability of their health system by supporting
the generic medicinal product manufacturing industry.
39. It is in order to take account of those different crite-
ria that Article 19 of Regulation No 1768/92 made
transitional provision for different relevant dates.

40. The setting of different relevant dates for different
Member States thus appears to be justified insofar as
each of those dates reflects the assessment made by
each Member State in the light, in particular, of its
health system, the organisation and financing of which
varies from one Member State to the next.

41. Moreover, as stated in paragraph 30 of the present
judgment, Article 19 of Regulation No 1768/92 is in-
tended to apply only to products for which a first
authorisation to be placed on the market as medicinal
products in the Member State in which the application
was submitted had already been granted when that
regulation entered into force. The absence of harmoni-
sation is therefore restricted to those products for which
a first authorisation to be placed on the market as me-

dicinal products in the Community was granted
between 1 January 1982 and 1 January 1988.

42. 1t follows from the foregoing that the principle of
equality of treatment was not infringed by that scheme.

43. Secondly, so far as concerns the obligation to state
reasons, it should be noted that, whilst the statement of
reasons required by Article 190 of the EEC Treaty (af-
ter amendment, Article 190 of the EC Treaty, now in
turn, Article 253 EC) must show clearly and unequivo-
cally the reasoning of the Community authority which
adopted the contested measure so as to enable the per-
sons concerned to ascertain the reasons for it and to
enable the Court to exercise its review, it is not re-
quired to go into every relevant point of fact and law.
The question whether a statement of reasons for a
measure satisfies those requirements must be assessed
with reference not only to its wording but also to its
context and the entire body of legal rules governing the
matter in question (see, in particular, Case C-466/93
Atlanta Fruchthandelsgesellschaft and Others (II)
[1995] ECR 1-3799, paragraph 16; Case C-122/94
Commission v Council [1996] ECR 1-881, paragraph
29; and Case C- 183/95 Affish [1997] ECR 1-4315,
paragraph 63).

44. In that regard, the Court has previously held (see,
among others, Case C-168/98 Luxembourg v Parlia-
ment and Council [2000] ECR 1-9131, paragraph 62)
that, in the case of a measure of general application, the
statement of reasons may be confined to indicating the
general situation which led to its adoption, on the one
hand, and the general objectives which it is intended to
achieve, on the other.

45. Those conditions are fulfilled in the case of Regula-
tion No 1768/92, the 10th recital of which states that a
fair balance should also be struck with regard to the de-
termination of the transitional arrangements which
should enable the Community pharmaceutical industry
to catch up to some extent with its main competitors
who, for a number of years, have been covered by laws

guaranteeing them more adequate protection, while
making sure that the arrangements do not compromise
the achievement of other legitimate objectives concern-
ing the health policies pursued both at national and
Community level.

46. Those legitimate objectives concerning health poli-
cies include, in some circumstances, the financial
stability of the health system of the Member States.

47. For all those reasons, it must be held that considera-
tion of the second question referred has disclosed no
factor capable of affecting the validity of Article 19 of
Regulation No 1768/92.

The first question

The first part of the first question

48. By the first part of its first question, the national
court is asking whether the concept of ‘first authorisa-
tion to place ... on the market’, which appears in Article
19(1) of Regulation No 1768/92, refers solely to a mar-
keting authorisation in accordance with Directive 65/65
or Council Directive 81/851/EEC of 28 September
1981 on the approximation of the laws of the Member
States relating to veterinary medicinal products (OJ
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1981 L 317, p. 1), or whether it may also include au-
thorisations required under national legislation on the
pricing of medicinal products, where they may only ac-
tually be marketed after agreement by the competent
national authorities regarding the setting of the price of
or the reimbursement for medicinal products.

49. According to Hassle, there is no first marketing au-
thorisation within the meaning of Article 19(1) of
Regulation No 1768/92 until the medicinal product
concerned may actually be marketed. The concept of
“first authorisation to place ... on the market’ in that
provision thus refers, in the absence of express refer-
ence to Directive 65/65, to the authorisations required
under national legislation on pricing or to those granted
by national social security bodies which reimburse pro-
prietary medicinal products.

50. Such an interpretation is corroborated by the word-
ing and the purpose of Regulation No 1768/92. With
regard to the wording, Article 19(1), unlike other provi-
sions in the regulation, does not specify that the first
marketing authorisation must be obtained in accordance
with Directive 65/65. From a teleological point of view,
Hissle submits that the purpose of creating the certifi-
cate extending the duration of protection of the patent
was to make it possible to compensate for the time nec-
essary to obtain various authorisations. However, such
protection would be illusory if the time which may
have elapsed between the grant of the marketing au-
thorisation in accordance with that directive and actual
exploitation of a patent was not compensated.

51. On the other hand, Ratiopharm, the Danish, Span-
ish, French and Netherlands Governments and the
Commission contend that the authorisation mentioned
in Article 19(1) of Regulation No 1768/92 refers to the
marketing authorisation issued in accordance with Di-
rective 65/65, and obtention of any other authorisation
issued subsequently, concerning in particular authorisa-
tion for or establishment of the price of the medicinal
product in those States where it is fixed by the authori-
ties, is of no relevance.

Reply of the Court

52. It should be pointed out that the authorisation pro-
cedure in issue in the main proceedings concerns a
medicinal product for human use rather than a veteri-
nary medicinal product, so that the first question is to
be examined solely in the light of Directive 65/65.

53. It is therefore appropriate to ascertain whether the
words ‘first authorisation to place ... on the market’ in
Article 19(1) of Regulation No 1768/92 refer solely to
a marketing authorisation in accordance with Directive
65/65 or whether they also refer to an authorisation re-
quired under national legislation on the fixing of prices
of or reimbursement for medicinal products, such as the
authorisation granted on 17 December 1987 to Héssle
by the Luxembourg authorities in the case in the main
proceedings.

54. In that connection, while the wording of Article
19(1) of Regulation No 1768/92 does not make it clear
that the first marketing authorisation mentioned therein
must be obtained in accordance with Directive 65/65,
in the absence of an express reference to that directive,

neither does that fact rule out such an interpretation.

55. It is, therefore, necessary to place that expression in
its context and to interpret it in relation to the spirit and
purpose of the provision in question.

56. First, neither Article 19 of Regulation No 1768/92,
nor any other provision of that regulation, nor the recit-
als therein mentions, whether expressly or by
implication, any authorisation other than that relating to
provisions on medicinal products in accordance with
Directive 65/65, and in particular no mention is made
of any authorisation issued by the competent national
authorities with regard to the fixing of prices or reim-
bursement for medicinal products. The scope of
Regulation No 1768/92 is specifically defined, in Arti-
cle 2 thereof, as extending to products protected by a
patent which are subject, prior to being placed on the
market as medicinal products, to an administrative au-
thorisation procedure as laid down in Council Directive
65/65.

57. There is thus nothing to justify the words ‘authori-
sation to place ... on the market’ being interpreted
differently depending on which provision of Regulation
No 1768/92 they appear in. In particular, those words
cannot be construed as having a different meaning ac-
cording to whether they appear in Article 3 or Article
19, especially when it is apparent from Article
8(1)(a)(iv) and (c) that the marketing authorisation re-
ferred to in Article 3(b) may also be the first marketing
authorisation in the Community.

58. It follows therefrom that the ‘first authorisation to
place ... on the market ... in the Community’, men-
tioned in, among others, Article 19(1) of Regulation No
1768/92, must, like the ‘authorisation to place ... on the
market’ mentioned in Article 3 of that regulation, be a
marketing authorisation issued in accordance with Di-
rective 65/65.

59. Secondly, contrary to Hissle's contention, even if
the certificate does no more than compensate for the
time which elapses between lodging the patent applica-
tion and the issuing of a marketing authorisation in
accordance with Directive 65/65, the protection con-
ferred by that certificate, which extends that conferred
by the patent, is not illusory. Furthermore, it is clear
from the eighth recital and from Article 13(1) of Regu-
lation No 1768/92 that the duration of the certificate is
at least five years shorter than the period which may
have elapsed between the patent application and the
issuing of a marketing authorisation, which shows that
the Community legislature did not pursue at all the ob-
jective of compensating in its entirety the loss of
effective protection conferred by a patent as a result of
lead times required by protected products.

60. Thirdly, that interpretation is the only one which
can satisfy the requirements of legal certainty. Contrary
to the marketing authorisation procedure provided for
by Directive 65/65, the other authorisation procedures
relied upon by Hissle concerning the fixing of prices or
reimbursement for medicinal products are entirely na-
tional matters inasmuch as they have not been
harmonised at Community level. Consequently, if Arti-
cle 19 of Regulation No 1768/92 were to be interpreted

www.ip-portal.eu

Page 6 of 21



www.ippt.eu

IPPT20031211, ECJ, Héssle v Ratiopharm

as referring to such authorisations, the persons covered
by that regulation would not be aware of the existence
or the nature of other obstacles to the placing of prod-
ucts on the market in the various Member States, thus
creating the kind of legal uncertainty which the above-
mentioned regulation was precisely intended to
remedy.

61. It follows that the ‘first authorisation to place ... on
the market’ mentioned in Article 19(1) of Regulation
No 1768/92 refers only to the marketing authorisation
relating to provisions on medicinal products in accor-
dance with Directive 65/65.

The second part of the first question

62. By the second part of its first question, the national
court is essentially asking whether the words ‘first au-
thorisation to place ... on the market ... in the
Community’ in Article 19(1) of Regulation No 1768/92
refer to the first marketing authorisation in the Member
State in which the application was submitted or the first
marketing authorisation in any of the Member States.
63. Héssle submits that a certificate may not be issued
pursuant to Article 19 of Regulation No 1768/92 unless
the ‘first authorisation to place ... on the market ... in
the Community’ is subsequent to the relevant date fixed
by that article, so that it seems to be a condition for
granting the certificate. However, relying on Yama-
nouchi Pharmaceutical, cited above, it argues that the
only condition for granting a certificate pursuant to Ar-
ticle 19 of Regulation No 1768/92 is the marketing
authorisation referred to in Article 3(b) and (d) thereof,
namely the first marketing authorisation issued in the
Member State in which the certificate was applied for.
On the other hand, another marketing authorisation is-
sued previously in another Member State would serve
only to determine the duration of the certificate
granted. Accordingly, the ‘first authorisation to place ...
on the market ... in the Community’ mentioned in Arti-
cle 19 of Regulation No 1768/92 is the first marketing
authorisation issued in the Member State in which the
application for a certificate was submitted.

64. That interpretation is borne out, according to
Hissle, by the use of the indefinite article in the Ger-
man, French, Italian and Dutch versions of Article
19(1) of Regulation No 1768/92, which purportedly
shows that there could be several first marketing au-
thorisations in the Community, one for each Member
State.

65. Moreover, the proposed interpretation is the only
one which is compatible with the purpose of Regulation
No 1768/92, which is to improve as rapidly as possible
the protection conferred on the patent holder.

66. On the other hand, Ratiopharm, the Spanish, French
and Netherlands Governments and the Commission
claim that, in order to apply Article 19 of Regulation
No 1768/92, account must be taken of the first market-
ing authorisation issued in any of the Member States.
67. The Spanish and French Governments, recalling the
wording of Articles 8 and 13 of Regulation No
1768/92, point out that there is perfect consistency be-
tween Articles 13 and 19 of that regulation both of
which make reference to the date of the first marketing

authorisation in the Community.

68. The Danish Government merely points out that the
application of Article 19(1) of Regulation No 1768/92
assumes that a valid marketing authorisation was ob-
tained in the Member State in which the certificate is
applied for.

Reply of the Court

69. The textual argument put forward by Héssle that the
use of the indefinite article in the German, French, Ital-
ian and Dutch version of Article 19(1) of Regulation
No 1768/92 purportedly shows that there could be sev-
eral first marketing authorisations in the Community
founders where other language versions of that provi-
sion, in particular the English version, use the definite
article.

70. According to settled case-law, the various language
versions of a provision of Community law must be uni-
formly interpreted and, in the case of divergence
between those versions, the provision in question must
be interpreted by reference to the purpose and general
scheme of the rules of which it forms part (Case C-
257/00 Givane and Others [2003] ECR 1-345, para-
graph 37, and the case-law cited).

71. Since a literal interpretation of the words ‘first au-
thorisation to place .. on the market .. in the
Community’ in Article 19(1) of Regulation No 1768/92
does not provide an unequivocal answer to the question
referred, it is thus necessary to place that expression in
its context and to interpret it in relation to the purpose
of the provision in question.

72. In that connection, as stated in paragraph 57 of the
present judgment, the words ‘first authorisation to place
.. on the market’ must not be interpreted differently
depending on the provision of Regulation No 1768/92
in which they appear. The same is particularly true of
the words ‘first authorisation to place ... on the market
... in the Community’ (see, to that effect, Yamanouchi
Pharmaceutical, cited above, paragraphs 23 and 24).
73. At paragraph 24 of Yamanouchi Pharmaceutical
the Court held that the effect of Articles 8(1)(a) (iv) and
(b), 9(2)(d) and 11(1)(d) of Regulation No 1768/92 is
that the first marketing authorisation in the Community
is not intended to take the place of the marketing au-
thorisation provided for in Article 3(b) of the
abovementioned regulation, that is to say, the authori-
sation granted by the Member State in which the
application is submitted; instead, it constitutes a further
condition applying in the event that the latter authorisa-
tion is not the first authorisation to place the product on
the market as a medicinal product in the Community.
74. If Regulation No 1768/92 were to be interpreted as
meaning that the first marketing authorisation in the
Community is the first marketing authorisation issued
in the Member State in which the application is submit-
ted, it would be systematically confused with the
marketing authorisation provided for in Article 3(b)
and (d) of that regulation and would thus not constitute
an additional condition. Articles 8(1)(a)(iv) and (c),
9(2)(e) and 11(1)(d) of the abovementioned regulation
would thus be rendered devoid of purpose.

75. Thus, contrary to Héssle's argument, its interpreta-
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tion of Article 19(1) of Regulation No 1768/92 is in-
validated by the judgment in Yamanouchi
Pharmaceutical.

76. Furthermore, the interpretation to the effect that the
words ‘first authorisation to place ... on the market ... in
the Community’ in Article 19(1) of Regulation No
1768/92 refer to the first marketing authorisation issued
in any of the Member States of the Community is sup-
ported by the purpose of the abovementioned
regulation, set out in the sixth recital thereof, which is
that a uniform solution at Community level should be
provided for.

77. As the Advocate General pointed out in paragraph
85 of her Opinion, in view of the method for calculat-
ing the duration of the certificate laid down in Article
13 of Regulation No 1768/92, only that interpretation
makes it possible to ensure that the extension of the
protection conferred by the patent, so far as concerns
the product covered by the certificate, will come to an
end at the same moment in all the Member States
where the certificate was granted.

78. It follows that the words ‘first authorisation to place
... on the market ... in the Community’ in Article 19(1)
of Regulation No 1768/92 refer to the first marketing
authorisation granted in any of the Member States.

79. The answer to the first question must be that, so far
as concerns medicinal products for human use, the con-
cept of ‘first authorisation to place ... on the market ...
in the Community’, in Article 19 (1) of Regulation No
1768/92, refers solely to the first authorisation required
under provisions on medicinal products, in accordance
with Directive 65/65, granted in any of the Member
States, and does not therefore refer to authorisations
required under legislation on pricing of or reimburse-
ment for medicinal products.

The third question

80. By its third question, the national court is asking, in
essence, whether a certificate which, contrary to Article
19 of Regulation No 1768/92, has been delivered where
the first marketing authorisation in the Community was
obtained prior to the relevant date fixed by that provi-
sion is invalid pursuant to Article 15 of that regulation
or whether all that is necessary is to rectify the duration
of its validity.

81. According to Hissle and the Danish and Nether-
lands Governments, the grounds of invalidity listed in
Article 15(1) of Regulation No 1768/92 are exhaustive,
so that infringement of Article 19(1) thereof cannot re-
sult in the invalidity of the certificate. They base their
arguments in particular on the exhaustive nature of the
grounds of invalidity mentioned in Article 15(1).
Hissle and the Danish Government claim that the only
possible penalty for non-compliance with the relevant
date is rectification of the duration of the validity of the
certificate. The Netherlands Government, for its part,
maintains that penalties are a matter for national law.
82. On the other hand, Ratiopharm, the French Gov-
ernment and the Commission submit that Articles
15(1)(a) and 19(1) of Regulation No 1768/92 must be
interpreted as meaning that a certificate issued contrary
to the relevant-date rule laid down in Article 19(1) is

invalid.

83. According to the Commission, the grounds of inva-
lidity set out in Article 15(1) of Regulation No 1768/92
should be applied by analogy to non-compliance with
the relevant date in Article 19(1) thereof. Infringement
of the former provision is comparable to the case of the
certificate being issued contrary to the requirements of
Article 3 of the abovementioned regulation.

Reply of the Court

84. It is clear from paragraphs 26 to 30 of the present
judgment that the purpose of Article 19 of Regulation
No 1768/92 is to provide, in certain circumstances, the
possibility of obtaining, within a period of six months
from the date on which that regulation enters into force,
a certificate for the products for which the first authori-
sation to place them on the market as medicinal
products was granted before the abovementioned date
in the Member State in which the application was sub-
mitted.

85. Article 19(2) of Regulation No 1768/92 thus oper-
ates, in the circumstances provided for in Article 19(1),
as a derogation from Article 7, pursuant to which an
application for a certificate must be lodged within six
months of the date on which the marketing authorisa-
tion or, as the case may be, the basic patent is granted.
86. One of the conditions for the application of those
derogatory transitional arrangements is the requirement
that the first marketing authorisation in the Community
should have been obtained after the relevant date fixed
for the Member State in which the application is sub-
mitted, in Article 19(1) of Regulation No 1768/92. That
requirement has the appearance of a further material
condition, in addition to the conditions laid down in
Article 3 thereof (see Yamanouchi Pharmaceutical,
cited above, paragraph 28), for obtaining a certificate
in the context of those arrangements. It therefore con-
stitutes a condition which defines the material scope of
Article 19 of Regulation No 1768/92.

87. Failure to comply with that requirement is not
without relevance when assessing the validity of a cer-
tificate. Any interpretation to the contrary would
jeopardise the practical effect of Article 19(1) of Regu-
lation No 1768/92, which is to make it impossible that
a certificate could still be issued where the first market-
ing authorisation in the Community was obtained too
long ago.

88. It follows that, when a mistake has been committed
regarding the date of the first marketing authorisation
in the Community but that date is subsequent to the
relevant date fixed in Article 19 (1) of Regulation No
1768/92, so that the article is not infringed, it is neces-
sary only to rectify the date of expiry of the certificate
(see, in that connection, recital 17 and Article 17(2) of
Regulation No 1610/96).

89. However, where a mistake has been committed re-
garding the date of the first marketing authorisation in
the Community and it appears that that date is in point
of fact prior to the relevant date fixed in Article 19(1)
of Regulation No 1768/92, so that the article has been
infringed, the certificate must be declared invalid pur-
suant to Article 15 of that regulation.
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90. Article 19 of Regulation No 1768/92 cannot be in-
terpreted independently but must be interpreted in
conjunction with Article 3 thereof. However, as the
Commission rightly pointed out, infringement of Arti-
cle 19 is comparable to the case of the certificate being
issued contrary to the requirements of Article 3.

91. That must be the outcome of non-compliance with
the relevant date provided for in Article 19(1) of Regu-
lation No 1768/92 even if it is not possible to infer
from the wording or the origin of Article 15(1) of the
aforementioned regulation that the list of grounds of
invalidity of a certificate set out therein is not exhaus-
tive.

92. The answer to the third question must therefore be
that a certificate which, contrary to the requirements of
Article 19 of Regulation No 1768/92, has been deliv-
ered where the first marketing authorisation in the
Community was obtained prior to the relevant date
fixed by that provision is invalid pursuant to Article 15
thereof.

The fourth question

93. In view of the answer to the third question, it is un-
necessary to reply to the fourth question.

Costs

94. The costs incurred by the Danish, Spanish, French
and Netherlands Governments and by the Commission,
which have submitted observations to the Court, are not
recoverable. Since these proceedings are, for the parties
to the main proceedings, a step in the proceedings
pending before the national court, the decision on costs
is a matter for that court.

On those grounds,

The Court (Sixth Chamber),

in answer to the questions referred to it by the Bundes-
gerichtshof by order of 1 February 2000,

hereby rules:

1. Consideration of the second question referred has
disclosed no factor capable of affecting the validity of
Article 19 of Council Regulation (EEC) No 1768/92 of
18 June 1992 concerning the creation of a supplemen-
tary protection certificate for medicinal products.

2. So far as concerns medicinal products for human
use, the concept of ‘first authorisation to place ... on the
market ... in the Community’ in Article 19(1) of Regu-
lation No 1768/92 refers solely to the first authorisation
required under provisions on medicinal products,
within the meaning of Council Directive 65/65/EEC of
26 January 1965 on the approximation of provisions
laid down by law, regulation or administrative action
relating to proprietary medicinal products, granted in
any of the Member States, and does not therefore refer
to authorisations required under legislation on pricing
of or reimbursement for medicinal products.

3. A supplementary protection certificate which, con-
trary to the requirements of Article 19 of Regulation
No 1768/92, has been delivered where the first market-
ing authorisation in the Community was obtained prior
to the relevant date fixed by that provision is invalid
pursuant to Article 15 thereof.

Delivered in open court in Luxembourg on 11 Decem-
ber 2003.

R. Grass

V. Skouris

Registrar

President

1: Language of the case: German.
Skouris

Gulmann

Cunha Rodrigues

Schintgen

Macken

Opinion of Advocate-General C. Stix-Hackl
delivered on 26 February 2002 (1)

Case C-127/00

Aktiebolaget Hissle

v

Ratiopharm GmbH

(Reference for a preliminary ruling from the Bundes-
gerichtshof (Germany)) (Regulation (EEC) No 1768/92
- Supplementary protection certificate for medicinal
products — Transitional provision - Legal consequences
in the event of non-compliance)

I - Introduction

1. The issue in this case is whether the establishment of
relevant dates differing by Member State in the transi-
tional provision in Article 19(1) of Council Regulation
(EEC) No 1768/92 of 18 June 1992 concerning the
creation of a supplementary protection certificate for
medicinal products, (2) as amended by the Acts of Ac-
cession of Austria, Finland and Sweden (3)
(‘Regulation No 1768/92”), infringes higher-ranking
Community law and is consequently invalid. If that is
not the case, the referring court (the Bundesgerichtshof
(Federal Court of Justice)) (Germany) applies for an
interpretation of the notion of ‘first authorisation to
place ... on the market ... in the Community’ as it ap-
pears in the transitional provision and seeks a ruling on
the legal consequences of an infringement of that pro-
vision.

II - Facts of the case and main proceedings

2. These questions have arisen in a dispute between Ra-
tiopharm GmbH (‘Ratiopharm’) and Aktiebolaget
Hassle (‘Héssle’) concerning the grant to Hissle of a
supplementary protection certificate for the active sub-
stance omeprazol.

3. Héssle was the holder of a European patent for the
active substance omeprazol. That patent, valid inter alia
in Germany, was granted to Héssle with effect from 3
April 1979 and expired on 3 April 1999 at the end of its
20-year period of validity.

4. In France and Luxembourg authorisations for the
purposes of the law on medicinal products were granted
in respect of proprietary medicinal products based on
omeprazol, in accordance with Council Directive
65/65/EEC of 26 January 1965 on the approximation of
provisions laid down by law, regulation or administra-
tive action relating to medicinal products (4)
(‘Directive 65/65”), on 15 April 1987 and 11 November
1987 respectively. In Germany the corresponding au-
thorisations were not granted until 6 October 1989.
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5. In Luxembourg a price-law authorisation is also re-
quired for the marketing of proprietary medicinal
products. By letter of 17 December 1987, which was
received by the firm concerned on 31 December 1987,
the competent ministry granted that authorisation. For a
proprietary medicinal product to be placed on the mar-
ket in Luxembourg, it must further be included in the
list of proprietary medicinal products authorised for
sale in the Grand Duchy. This was done in the case in
question on 21 March 1988. In France the proprietary
medicinal product was entered on 22 November 1989
in the list of medicaments eligible for reimbursement to
persons insured under the social security scheme.

6. On 9 June 1993 Hissle applied to the Deutsches Pat-
entamt for a protection certificate for the active
substance omeprazol. It stated ‘March 1988 Luxem-
bourg’ as the time and place of the first authorisation to
place omeprazol on the market as a medicinal product
in the European Community and attached a copy of the
abovementioned list containing the entry dated 21
March 1988.

7. The Deutsches Patentamt, by decision of 10 Novem-
ber 1993, issued the protection certificate and fixed as
its duration the period until 21 March 2003.

8. Ratiopharm applied to the Bundespatentgericht
(Federal Patent Court) for a declaration that the protec-
tion certificate was invalid on the ground that it should
not have been issued because a first authorisation to
place omeprazol on the market as a medicinal product
in the Community had already been granted before the
relevant date for Germany of 1 January 1988. (5) The
Bundespatentgericht upheld the application and de-
clared the certificate invalid. Héssle having taken that
ruling to appeal, the Bundesgerichtshof stayed the pro-
ceedings and referred a number of questions to the
Court of Justice for a preliminary ruling.

IIT - Community Law

A - Regulation No 1768/92

9. The third and fourth recitals read:

‘Whereas at the moment the period that elapses be-
tween the filing of an application for a patent for a new
medicinal product and authorisation to place the me-
dicinal product on the market makes the period of
effective protection under the patent insufficient to
cover the investment put into the research; Whereas
this situation leads to a lack of protection which penal-
ises pharmaceutical research;’.

10. The sixth and seventh recitals read, in extract:
‘Whereas a uniform solution at Community level
should be provided for, thereby preventing the hetero-
geneous development of national laws leading to
further disparities which would be likely to create ob-
stacles to the free movement of medicinal products
within the Community ... Whereas, therefore, the crea-
tion of a supplementary protection certificate granted,
under the same conditions, by each of the Member
States at the request of the holder of a national or Euro-
pean patent relating to a medicinal product for which
marketing authorisation has been granted is necessary;
whereas a Regulation is therefore the most appropriate
legal instrument;’.

11. The 10th recital reads:

‘Whereas a fair balance should also be struck with re-
gard to the determination of the transitional
arrangements; whereas such arrangements should en-
able the Community pharmaceutical industry to catch
up to some extent with its main competitors who, for a
number of years, have been covered by laws guarantee-
ing them more adequate protection, while making sure
that the arrangements do not compromise the achieve-
ment of other legitimate objectives concerning the
health policies pursued both at national and Commu-
nity level;’.

12. Article 1 reads, in extract:

‘For the purposes of this regulation:

(a) “medicinal product” means any substance or com-
bination of substances presented for treating or
preventing disease in human beings or animals ...;

(b) “product” means the active ingredient or combina-
tion of active ingredients of a medicinal product;

(c) “basic patent” means a patent which protects a
product as defined in (b) as such, a process to obtain a
product or an application of a product, and which is
designated by its holder for the purpose of the proce-
dure for grant of a certificate;

(d) “certificate” means the supplementary protection
certificate.’

13. Article 2 reads: ‘Any product protected by a patent
in the territory of a Member State and subject, prior to
being placed on the market as a medicinal product, to
an administrative authorisation procedure as laid down
in Council Directive 65/65/EEC or Directive
81/851/EEC may, under the terms and conditions pro-
vided for in this regulation, be the subject of a
certificate.’

14. Article 3 reads, in extract:

‘A certificate shall be granted if, in the Member State
in which the application referred to in Article 7 is sub-
mitted and at the date of that application:...

(b) a valid authorisation to place the product on the
market as a medicinal product has been granted in ac-
cordance with Directive 65/65/EEC or Directive
81/851/EEC, as appropriate. For the purpose of Article
19(1), (6) an authorisation to place the product on the
market granted in accordance with the national legisla-
tion of Austria, Finland or Sweden is treated as an
authorisation granted in accordance with Directive
65/65/EEC or Directive 81/851/EEC, as appropriate; ...
(d) the authorisation referred to in (b) is the first au-
thorisation to place the product on the market as a
medicinal product.’

15. Article 5 reads: ‘Subject to the provisions of Article
4, the certificate shall confer the same rights as con-
ferred by the basic patent and shall be subject to the
same limitations and the same obligations.’

16. Article 7(1) reads: ‘The application for a certificate
shall be lodged within six months of the date on which
the authorisation referred to in Article 3(b) to place the
product on the market as a medicinal product was
granted.’

17. Article 8(1) reads, in extract:

“The application for a certificate shall contain:
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(a) a request for the grant of a certificate, stating in par-
ticular: ...

(iv) the number and date of the first authorisation to
place the product on the market, as referred to in Arti-
cle 3(b) and, if this authorisation is not the first
authorisation for placing the product on the market in
the Community, the number and date of that authorisa-
tion;

(b) a copy of the authorisation to place the product on
the market, as referred to in Article 3(b),

(c) if the authorisation referred to in (b) is not the first
authorisation for placing the product on the market as a
medicinal product in the Community, ... .

18. Article 13(1) reads:

‘The certificate shall take effect at the end of the lawful
term of the basic patent for a period equal to the period
which elapsed between the date on which the applica-
tion for a basic patent was lodged and the date of the
first authorisation to place the product on the market in
the Community reduced by a period of five years.’

19. Article 15(1) reads:

‘The certificate shall be invalid if:

(a) it was granted contrary to the provisions of Article
3;

(b) the basic patent has lapsed before its lawful term
expires;

(c) the basic patent is revoked or limited to the extent
that the product for which the certificate

was granted would no longer be protected by the claims
of the basic patent or, after the basic

patent has expired, grounds for revocation exist which
would have justified such revocation or

limitation.’

20. Article 19(1) reads:

‘Any product which on the date of accession is pro-
tected by a valid patent and for which the first
authorisation to place it on the market as a medicinal
product in the Community or within the

territories of Austria, Finland or Sweden was obtained
after 1 January 1985 may be granted a

certificate.

In the case of certificates to be granted in Denmark, in
Germany and in Finland, the date of 1

January 1985 shall be replaced by that of 1 January
1988.

In the case of certificates to be granted in Belgium, in
Italy and in Austria, the date of 1 January

1985 shall be replaced by that of 1 January 1982.”

B - Directive 65/65

21. Article 1 reads, in extract:

‘For the purposes of this Directive, the following shall
have the meanings hereby assigned to them:

1. Proprietary medicinal product:

Any ready-prepared medicinal product placed on the
market under a special name and in a special pack. ...’
22. Article 3 reads:

‘No proprietary medicinal product may be placed on
the market in a Member State unless an authorisation
has been issued by the competent authority of that
Member State.’ (7)

C - Regulation (EC) No 1610/96 of the European
Parliament and of the Council of 23 July 1996 con-
cerning the creation of a supplementary protection
certificate for plant protection products (8)
(‘Regulation No 1610/96°)

23. Recital 17 reads, in extract: “Whereas the detailed
rules in ... Article ... 17(2) of this Regulation are also
valid, mutatis mutandis, for the interpretation in par-
ticular of ... Article 17 of Council Regulation (EEC) No
1768/92,".

24. Article 17(2) reads: ‘The decision to grant the cer-
tificate shall be open to an appeal aimed at rectifying
the duration of the certificate where the date of the first
authorisation to place the product on the market in the
Community, contained in the application for a certifi-
cate as provided for in Article 8, is incorrect.’

IV - Questions referred

1. (a) For the purpose of applying the transitional pro-
vision in Article 19(1) of the Regulation, in so far as
that provision refers to the ‘first authorisation to place
... on the market ... in the Community’ before a speci-
fied relevant date, does that refer exclusively to an
authorisation within the meaning of Directive
65/65/EEC or Directive 81/851/EEC as the case may
be, or may another authorisation granted later (after the
relevant date) relating in particular to the prices of the
medicinal product also be material in this respect, if
(aa) without such a further authorisation, for example
one for price-law purposes, marketing of the medicinal
product is not permissible under the law of the Member
State concerned, or

(bb) without such a further authorisation the medicinal
product may in principle be marketed in the Member
State concerned, but effective marketing is nevertheless
not possible, in particular because the sickness funds
reimburse the costs of the medicinal product only if the
further authorisation, in particular for price-law pur-
poses, has been granted or a determination of the price
eligible for reimbursement has been made?

(b) Is the material authorisation for this purpose a first
authorisation in any Member State of the Community
(as with Articles 8 and 13 of the Regulation) or the first
authorisation in the Member State for which the grant
of the supplementary protection certificate has been
applied for?

2. Is there doubt as to the validity of the transitional
provision in Article 19(1) of the Regulation in so far as
it lays down different relevant dates for different Mem-
ber States?

3. Is the list of grounds of invalidity in Article 15(1) of
the Regulation exhaustive?

If not:

(a) Does it constitute a ground of invalidity that a cer-
tificate was granted under the transitional provision in
Article 19(1) of the Regulation even though a first au-
thorisation to place the product on the market in the
Community was already granted before the relevant
date for the Member State in which the certificate was
applied for and granted?

(b) In that case is the certificate completely invalid, or
should its duration merely be rectified accordingly?
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4. If a breach of the transitional provision in Article
19(1) of the Regulation does not constitute a ground of
invalidity: May and must national law provide, as un-
der Article 17(2) of Regulation (EC) No 1610/96 of the
European Parliament and of the Council of 23 June
1996 concerning the creation of a supplementary pro-
tection certificate for plant protection products, for an
appeal aimed at rectifying the duration of the protection
certificate for a medicinal product in the event of a
breach of the transitional provision in Article 19(1) of
Regulation No 1768/92?

V - Preliminary remarks on the concepts underly-
ing, and the aims of, patent protection for the
purposes of the law on medicinal products and on
the underlying reconciliation of interests (9)

25. Patent protection for the purposes of the law on
medicinal products affords an exclusive right. It allows
the holder of a basic patent (10) to exploit economi-
cally the results of its research effort, to the exclusion
of other market participants, for a specified period of
time. (11) Such research results are active ingredients
or combinations of active ingredients (hereinafter
‘product’) (12) or processes used to obtain them.

26. Medicinal products, (13) based on such active in-
gredients, for treating or preventing disease in human
beings require, in the Community, authorisation for the
purposes of the law on medicinal products; (14) au-
thorisation is then granted on successful completion of
a national procedure based on the corresponding na-
tional measure(s) for implementing Directive 65/65
(‘procedure under Directive 65/65”). Such authorisation
is not granted in respect of a medicinal product as such
but is granted separately for each presentational form,
dosage etc. in which the medicinal product concerned
is to be placed on the market under a special name and
in a special pack (proprietary medicinal product). (15)
27. In the Member States a number of other authorisa-
tion procedures are to some extent also in operation
which are generally initiated only when the procedure
under Directive 65/65 has been completed but which
are often also, under national law, a pre-condition for
placing on the market and hence for the economic ex-
ploitation of the basic patent. These are in the main
price-law authorisation procedures.

28. A number of Member States also have social secu-
rity regulations under which the social security system
will bear the cost of a proprietary medicinal product
only if the product has been authorised by that system
or has been entered in a list of proprietary medicinal
products eligible for reimbursement. While placing on
the market a proprietary medicinal product that has not
been so authorised or listed is not a bar to economic
exploitation of the basic patent, its exploitation is a
substantially more attractive proposition if reimburse-
ment by social security authorities is possible.

29. All procedures that have to be implemented after
application for the basic patent in order to place a pro-
prietary medicinal product on the market shorten the
period during which economic use can be made of the
exclusive right. Procedures which, though not compul-
sory for the purposes of placing on the market, are

necessary for a high-volume turnover shorten the pe-
riod during which particularly effective use can be
made of the exclusive right.

30. Creation of a supplementary protection certificate
for a medicinal product (‘certificate’) (16) has the ef-
fect of extending the exclusive right concerned beyond
the date of expiry of the basic patent. The basic patent
itself is not thereby extended; rather the certificate pro-
vides protection limited to specific products covered by
the basic patent. (17)

31. Extending the exclusive right constitutes, in eco-
nomic terms, (18) a prolongation of the period during
which scientific research results are available for eco-
nomic exploitation on an exclusive basis. This benefits
those firms which, by virtue of their research, are the
holders of the certificates concerned. To the extent that
the firms concerned reinvest the additional profits so
earned in further research, grant of the certificates di-
rectly benefits research and hence also contributes to
the availability of new products. The grant of certifi-
cates is however also of benefit to firms which produce
proprietary medicinal products under licence to certifi-
cate holders.

32. The award of certificates does, on the other hand,
run counter to the interests of firms which, on expiry of
the basic patent, would have been in a position to use
products that were no longer protected to, in particular,
develop their own medicinal products or to place
known medicinal products on the market in the form of
proprietary medicinal products. These so-called ‘ge-
neric’ medicines are generally cheaper to produce, if
only because, with the use of products that are no
longer protected, no or only modest research costs are
incurred. It follows that the production of economical
generic medicines is of strong interest above all to the
national health systems and the Member States that
support them financially.

VI - Consideration of the questions referred by the
national court

33. Regulation No 1768/92 refers, at a number of
points relevant to the present discussion, not only to
Directive 65/65 (medicinal products for human use) but
also to Directive 81/851/EEC (medicinal products for
veterinary use). As the main proceedings concern the
procedure for the authorisation of medicinal products,
only the procedure under Directive 65/65 is referred to
in the following discussion.

34. In the case before the Court, the parties to the main
proceedings, Hissle and Ratiopharm, and also the
Commission and the Danish, Netherlands, French and
Spanish Governments, have stated their positions. In
view of the length of those statements, the views ex-
pressed will, in what follows, be ordered according to
basic lines of argument. (19)

35. As the answers to the other questions depend on the
answer to the second question referred, that question
will be addressed first in what follows.

A - The second question: compatibility of Article
19(1) of Regulation No 1768/92 with higherranking
Community law (varying relevant dates)

36. Article 19(1) of Regulation No 1768/92 is a transi-
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tional provision specifying, in the first subparagraph, a
generally applicable relevant date. In the second and
third subparagraphs, two relevant dates diverging from
that generally applicable date are declared to be appli-
cable in the case of certificates applied for in the
Member States referred to in those subparagraphs. Al-
though only the relevant date for Germany (second
subparagraph) is essential to the main action, the dis-
cussion on this point will turn more generally, in what
follows, on the establishment in Article 19

(1) of different relevant dates, as the alleged infringe-
ment could only arise out of the variation in relevant
dates taken as a whole.

Arguments of the parties

37. Héssle argues that providing for differing relevant
dates by Member States is invalid because it infringes
higher-ranking Community law and in particular the
principle of equal treatment, the obligation to state rea-
sons and ‘harmonisation of the internal market’. There
is discrimination because medicinal products for which
an authorisation to place on the market in Germany has
been obtained could not be granted a certificate for
Germany if authorisation occurred prior to 1 January
1988. In contrast, a certificate for other Member States
could still be obtained even if an authorisation to place
on the market in those countries lay six years further
into the past. An objective justification for the differing
relevant dates cannot be discerned. The Community
legislature has moreover failed fully to comply with the
obligation to state reasons, as convincing grounds for
the differing relevant dates assigned to Member States
are to be found neither in the legislative materials nor
in the recitals. The whole of Regulation No 1768/92 is,
in Héssle's view, solely concerned with the harmonisa-
tion of patent protection in accordance with the legal
basis of the Regulation in Article 100a of the EC Treaty
(now, after amendment, Article 95 EC). Variations in
treatment by Member States cannot however be recon-
ciled with the fundamental concept of harmonisation.
38. Ratiopharm, the Commission and the Danish and
Netherlands Governments consider the transitional
provision in Article 19(1) to be valid. They argue that,
according to the principles underlying the Court's deci-
sions, the standards applying to the statement of
reasons for a regulation of general application are not
very high. The 10th recital can thus be regarded as ade-
quately explaining the purpose of the transitional
provision, that of achieving a balance of interests, as
considered above. (20) As the question of costs is of
varying significance in the public health policies of in-
dividual Member States, providing for differing
relevant dates is justified in objective terms.
Assessment

39. The question of the validity of the transitional pro-
visions at issue clearly turns on the following points:
incompatibility of Article 19(1) of Regulation No
1768/92 with the legal basis of that regulation, namely
Article 100a of the EC Treaty (now, after amendment,
Article 95 EC); infringement of the general principle of
equality; and at all events - if that principle is ruled to
have been observed - non-compliance with the obliga-

tion to state reasons for acts of Community law in
accordance with Article 190 of the EC Treaty (now Ar-
ticle 253 EC).

40. The Court has already, in its judgment in Pinna,
(21) addressed the question of the validity of a provi-
sion of secondary law that differentiated between
Member States. At issue then had been an exemption
provision in a regulation, according to which one of the
provisions of that regulation would not (22) be applica-
ble in one Member State. The Court, in that judgment,
refers to the objective of the primary law concerned
(freedom of movement for workers, Articles 48 and 51
of the EEC Treaty (now, after amendment, Articles 39
EC and 42 EC) and finds that ‘... that objective ... will
be imperilled ... if unnecessary differences in the social
security rules are introduced by Community law. It fol-
lows that the Community rules on social security
introduced pursuant to Article 51 of the Treaty must
refrain from adding to the disparities which already
stem from the absence of harmonisation of national leg-
islation.’

41. That ruling is not however, in my opinion, of gen-
eral application. In particular, the present case does not
concern a coordinating provision, that is to say a provi-
sion serving the realisation of a fundamental freedom
and hence dictated by primary law. Rather, Regulation
No 1768/92 rests on Article 100a of the EC Treaty
(now, after amendment, Article 95 EC) and is intended
to bring about a Community-wide harmonisation (23)
of particular elements of intangible property law in fur-
therance of more effective exercise of fundamental
rights. The Court has already found that harmonisation
as an aim of Community secondary law does not in it-
self conflict with the fact that the application of
Community law has varying consequences for those
subject to the provisions concerned in the various
Member States. (24)

42. 1t follows that incompatibility can be considered to
obtain only if the general principle of equal treatment
has been infringed. (25) This is always the case, where
provisions of Community law introduce differential
treatment, if there is no objective justification for the
differentiation so introduced.

43. The entire Regulation serves the reconciliation of
interests described earlier. (26) It is clear that the extent
to which national health policies have an interest in
economical generic medicines varies considerably from
one Member State to another; the Commission's sub-
mission is undisputed on this point. In so far as the
competitiveness of the pharmaceutical manufacturers in
the Member States concerned may also have a bearing
on events, it should be borne in mind that the firms
concerned are in part the holders of basic patents or li-
censees and in part manufacturers of generic medicines.
44. The retrospective provision in Article 19(1) of
Regulation No 1768/92 determines, through the time-
periods specific to the Member States concerned, the
number of ‘established’ medicines qualifying for con-
ferment of extended exclusive patent rights. (27) A
relatively long retrospective period has advantages for
undertakings that are holders of the basic patents or are
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manufacturers under licence to those undertakings. A
short retrospective period represents a decision in fa-
vour of the availability of more economical generic
medicines and in favour of those undertakings that
manufacture them. Bearing in mind, as described ear-
lier, the many layers of interests at play in the
framework of patent protection for the purposes of the
law on medicinal products and given that this constella-
tion of interests is clearly not uniform across the
Community but varies from one Member State to an-
other, differentiating in this way would seem
fundamentally appropriate.

45. In the light of these considerations it need only be
observed, as regards alleged non-compliance with the
obligation to state reasons in accordance with Article
190 of the EC Treaty (now Article 253 EC), that the
Court has consistently held it to be unnecessary, (28)
particularly in the case of regulations, which are of
general application, to specify all relevant factual or
legal aspects. It is sufficient to present - even succinctly
- the overall situation that led to their adoption and to
state the overall objective pursued. Regulation No
1768/92 meets these requirements in its preamble.

46. This analysis has thus brought out nothing to indi-
cate that the establishment of varying relevant dates in
Article 19(1) of Regulation No 1768/92 is incompatible
with higher-ranking Community law.

B - The first question: ‘first authorisation to place
on the market in the Community’ in the first
subparagraph of Article 19(1) of Regulation No
1768/92

1. The question whether the ‘authorisation to place on
the market’ refers exclusively to an authorisation under
Directive 65/65 or whether it may also refer to another,
later, authorisation under national law

Arguments of the parties

47. Héssle argues that, under the terms of the first sub-
paragraph of Article 19(1) of Regulation No 1768/92
and in the absence of any explicit reference therein to
Directive 65/65, the ‘first authorisation to place on the
market’ means those national legal or administrative
acts on which effective economic exploitation of the
product as a medicinal product depends. Such acts in-
clude price-law authorisations and authorisations by the
social security authorities recognising proprietary me-
dicinal products as eligible for reimbursement. The
absence of such authorisations would make effective
exploitation more difficult, or even impossible, to
achieve. In so arguing, Héssle relies essentially on the
wording and purpose of the Regulation.

48. Concerning the wording, Héssle invokes the gen-
eral principle of interpretation, according to which
diverging forms of words within a legal instrument are
assumed to express diverging content. Hissle observes
that Regulation No 1768/92 dispenses, in Articles
8(1)(c) and 13(1) and in the first subparagraph of Arti-
cle 19(1), with any explicit reference to Directive
65/65. It concludes from this that other authorisations
granted later could also be meant. This interpretation is
also, in its view, supported by the amended version of
Article 3(b) of Regulation No 1768/92. The legal fic-

tion that for the new Member States the authorisations
concerned are, for the purposes of the first subpara-
graph of Article 19(1) of Regulation No 1768/92,
granted in accordance with Directive 65/65 shows that
Article 3(b) of the Regulation is necessarily concerned
with first ‘authorisations’ that differ from the authorisa-
tions under Directive 65/65.

49. Hissle argues further that this interpretation is con-
sistent with the purpose of Regulation No 1768/92. It
follows in particular from the third and seventh recitals,
from the Commission's explanations concerning the
Regulation when submitted as a proposal, and from the
history of the Regulation in general, that its purpose is
to extend patent protection to compensate for the time
taken up with authorisation procedures of all kinds. In
the absence of a certificate, the ‘real’ duration of the
patent protection, that is to say the period of effective
exploitation of the basic patent, would be limited to the
time remaining between the last authorisation required
and expiry of the basic patent. If the first subparagraph
of Article 19(1) were taken to refer only to authorisa-
tions for the purposes of the law on medicinal products
within the meaning of Directive 65/65, the compensa-
tion which Regulation No 1768/92 seeks to provide
would not be secured.

50. Hassle counters the argument that such an interpre-
tation would produce legal uncertainty with the
contention that the concern for legal certainty cannot be
allowed to call into question the overall purpose of the
Regulation as referred to above. Indeed, legal uncer-
tainties could be expected to result precisely from a
narrow interpretation, based solely on authorisation
within the meaning of Directive 65/65, of the first sub-
paragraph of Article 19(1) of the Regulation.

51. Ratiopharm, the Commission, and the Danish,
Netherlands and Spanish Governments contend that the
first subparagraph of Article 19(1) relates solely to au-
thorisation for the purposes of the law on medicinal
products, within the meaning of Directive 65/65. They
too invoke - relying in part on arguments put forward
by the referring court - the wording, purpose and gen-
eral scheme of Regulation No 1768/92, invoking
further a risk that legal uncertainty might otherwise
arise when certificates are granted.

52. It can, in their view, be inferred from the wording
of the first subparagraph of Article 19(1) that the prod-
uct obtains authorisation ‘as a medicinal product’. This
can only mean authorisation for the purposes of the law
on medicinal products, within the meaning of Directive
65/65. The additions made to the first subparagraph of
Article 19(1) and to Article 3(b) of Regulation No
1768/92 with the accession of the new Member States
make no difference in this respect.

53. They argue further that only an exclusive link with
authorisations for the purposes of the law on medicinal
products, within the meaning of Directive 65/65, would
be consistent with the purpose of Regulation No
1768/92. As is clear from the third and fourth recitals
and from Article 2 of the Regulation, the certificate is
intended as compensation for the time taken up by the
procedures laid down in Directive 65/65 and is not
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granted on other - commercial - grounds, for Regula-
tion No 1768/92 does not seek to guarantee the most
economically efficient exploitation of patent rights in
respect of medicinal products. This is, in their view,
borne out in particular by the historical background to
the Regulation.

54. They argue finally that the general scheme of Regu-
lation No 1768/92 supports the view that by ‘first
authorisation in the Community’ can only be meant au-
thorisation within the meaning of Directive 65/65. They
observe that Article 8(1)(a)(iv) and (c) of the Regula-
tion employ the same concept and refer expressly, in so
doing, to Article 3(b) thereof. The latter in turn refers
only, and unequivocally, to authorisations for the pur-
poses of the law on medicinal products within the
meaning of Directive 65/65. It is also argued, with ref-
erence to the judgment in the Yamanouchi case, (29)
that as a transitional provision Article 19 is, technically,
modelled on the main body of the Regulation, such that
Article 19(2) corresponds to the provision concerning
time-limits for application (Article 7) and Article 19(1)
to the provision concerning the conditions for obtaining
a certificate (Article 3(b)).

55. They are however concerned above all that legal
uncertainty might arise were authorisation procedures
other than those provided for in Directive 65/65 to be
regarded as material. For such procedures would not,
unlike those under Directive 65/65, be harmonised un-
der Community law. For those falling within the scope
of Regulation No 1768/92, it would thus be unclear
whether there exist, in the individual Member States,
further obstacles to placing on the market or - only - to
‘effective marketing’, and, if so, what those obstacles
might be. This would run counter to the regulatory uni-
formity sought by Regulation No 1768/92. Moreover, a
reference to authorisations other than authorisation for
the purposes of the law on medicinal products, within
the meaning of Directive 65/65, would create legal un-
certainty as to the duration of the certificate (Article 13
of Regulation No 1768/92) since the same concept is
employed in the first subparagraph of Article 19

(1) and in Article 13. If it is assumed further - as do all
the parties submitting these arguments apart from the
Kingdom of Denmark - that, in the first subparagraph
of Article 19(1), the ‘first authorisation to place on the
market’ does not always have to be the first authorisa-
tion in the Member State of application, a further
uncertainty arises. For the authorities of the Member
State of application would then have to consider
whether, and if so what, other authorisation procedures
exist in other Member States, and would have also to
assess whether, in individual cases, effective economic
exploitation depends on receipt of such authorisation.
The possibility could not be ruled out therefore of dif-
ferent authorities arriving at different conclusions.
Assessment

56. The contention that, in the framework of the first
subparagraph of Article 19(1) of Regulation No
1768/92, in addition to authorisation for the purposes of
the law on medicinal products within the meaning of
Directive 65/65, any further authorisation that might be

required under national law could also be material, re-
lies essentially on the wording of the provision and on a
particular view of what the Regulation seeks to
achieve.

57. A first point is that the German language version,
where it refers to ‘a’ first authorisation, cannot be taken
as an incontrovertible basis for concluding that in the
first subparagraph of Article 19(1) the Community leg-
islature wished to allow for an authorisation to place on
the market other than the authorisation within the
meaning of Directive 65/65. It is true that the German
and other language versions of this provision are am-
biguous on this point because they use the indefinite
article ‘a’. In the Danish and English language ver-
sions, however, the definite article ‘the’ is used, while
other versions (in the Greek and Finnish languages for
example) use neither the definite nor the indefinite arti-
cle.

58. Nor does Article 3(c) of Regulation No 1768/92, in
the version - invoked by both sides — amended follow-
ing the accessions of Austria, Sweden and Finland,
provide support for one or other interpretation of the
first subparagraph of Article 19(1). For while the fic-
tion implicit in this provision presupposes, logically,
that the authorisations hitherto granted in those States
were not authorisations within the meaning of Directive
65/65, that fiction is grounded in the fact that an au-
thorisation granted earlier in one of the new Member
States could never be ‘an authorisation granted in ac-
cordance with Directive 65/65/EEC’ because of the
non-applicability of Community law at that time.

59. Nor again does the fact that the first subparagraph
of Article 19(1) does not refer explicitly to authorisa-
tion for the purposes of the law on medicinal products
within the meaning of Directive 65/65 necessarily pro-
vide a basis for concluding that in this context other
national authorisations could (also) be material with
regard to placing on the market. Neither the recitals nor
the legislative materials indicate at any point with suf-
ficient clarity that Regulation No 1768/92, in extending
the period during which a product can be marketed un-
der the protection of exclusive patent rights, seeks to
provide compensation for delays in placing a product
on the market resulting from national authorisation
procedures additional to the procedure under Directive
65/65, even less do they suggest which authorisations
might thereby be referred to.

60. It is also far from clear why within the Regulation
the Community legislature should, in the basic norm of
Article 3(b) (Conditions for obtaining a certificate),
have referred only to authorisation within the meaning
of Directive 65/65, while seeking in the transitional
provision of Article 19(1) to allow other authorisations
to be material in respect of placing on the market,
without however making this point explicit.

61. The general scheme of Regulation No 1768/92
again provides no clear indication that an express refer-
ence to authorisation for the purposes of the law on
medicinal products within the meaning of Directive
65/65 has deliberately been omitted from individual
recitals, the provision on duration of the certificate in
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Article 13 and the transitional provision in Article
19(1). In any case the position of Article 19 at the end
of the Regulation and its - explicit - status as a transi-
tional rule do not suggest a compelling need for such an
express reference. This is borne out by the considera-
tions below.

62. Article 19 provides for a deviation from the general
principle that a legal provision is applicable only to
facts that arise after it has entered into force and where
all the operative elements have come into being on that
new legal basis. Under Article 19(1), however, a cer-
tificate may be granted in cases where one of the
operative elements that has to be present for it to be so
granted had already come into being before Regulation
No 1768/92 entered into force. That operative element
can however only be authorisation for the purposes of
the law on medicinal products within the meaning of
Directive 65/65 for no other ‘authorisation’ is referred
to anywhere in the entire Regulation.

63. The reservations concerning legal uncertainty are
also convincing. If the transitional provision were taken
to refer also to other authorisation procedures that were
not harmonised under Community law, then neither the
holder of a basic patent nor a competitor interested in
exploiting the product could tell from Regulation No
1768/92 whether, in the Member State concerned, a
certificate can be, or as the case may be has been
wrongfully, granted for °‘established’ medicines. It
would, furthermore, be unclear in those circumstances
which authorisations, other than authorisation for the
purposes of the law on medicinal products within the
meaning of Directive 65/65, were supposed to be mate-
rial, in the various Member States, to placing on the
market. (30) 64. It can be concluded from the foregoing
that, in the first subparagraph of Article 19(1) of Regu-
lation No 1768/92, ‘authorisation to place ... on the
market’ means exclusively authorisation for the pur-
poses of the law on medicinal products within the
meaning of Directive 65/65 (or Directive 81/851/EEC
in the case of medicinal products for veterinary use).

2. The question whether the ‘first authorisation to place
... on the market ... in the Community’ means the first
authorisation in the Member State of application or in
any Member State

Arguments of the parties

65. Héssle and the Danish Government are of the view
that the material authorisation is the first authorisation
in the Member State of application.

66. Basing their argument essentially on the judgment
in Yamanouchi, (31) they contend that the Court, in
that judgment, interpreted Article 19(2) of Regulation
No 1768/92 in such a way that, for the purposes of the
transitional provision, a material authorisation is one
granted in the Member State of application. Authorisa-
tion in any Member State was relevant ‘only’ in
determining the duration of the certificate.

67. Hissle and the Danish Government argue further
that Article 19(1) of the Regulation constitutes a special
condition attaching to the granting of certificates. As
the general condition established in Article 3(b) of the
Regulation relates to authorisation in the Member State

of application, the same must also hold for the condi-
tion of grant in Article 19(1).

68. The words ‘in the Community’ do not, in their
view, conflict with this interpretation, the Community
being the sum of all the Member States and one of
those States being the Member State of application.
They consider it to be clear from the use, in the German
and also in other language versions, of the indefinite
article in ‘a first authorisation’ that there can be more
than one ‘first’ authorisation in the Community. It fol-
lows that in Article 19(1), as in Article 3(c), of the
Regulation, ‘first authorisation’ means the first of sev-
eral authorisations that may be granted in one and the
same Member State.

69. A reference to authorisation in any Member State
would run counter to the purpose of the transitional
provision since authorisations granted by foreign au-
thorities, and in particular authorisations for the
purposes of the law on medicinal products within the
meaning of Directive 65/65, would never be material in
law to the granting of a certificate in the Member State
of application. It would thus make no sense for Regula-
tion No 1768/92 to be taken to refer to such
authorisations.

70. Ratiopharm, the Commission, and the French and
Spanish Governments take the view that for the pur-
pose of granting a certificate, the relevant date is the
date on which an authorisation was granted in any
Member State. They rely essentially on the wording of
the first subparagraph of Article 19(1), which speaks of
first authorisation ‘in the Community’. They observe
moreover that, in a number of provisions, Regulation
No 1768/92 even uses the concepts ‘authorisation in the
Member State of application’ and ‘in the Community’
in juxtaposition (in Articles 8(1)(a)(iv), 9(1)(d) and (e)
and 11(1)(d) and (e)). It can be concluded from this that
Regulation No 1768/92 makes this distinction deliber-
ately. And it follows that, where a provision such as the
first subparagraph of Article 19(1) speaks of ‘in the
Community’, this can only be taken to refer to an au-
thorisation in any Member State.

71. The reference to the first authorisation in the Com-
munity is important above all in relation to the duration
of the certificate. If, in contrast, the reference were to
the first authorisation in the Member State of applica-
tion, the duration of the certificate could, for example,
be extended at will.

Assessment

The reference to the judgment in Yamanouchi

72. The point must first be made that the arguments de-
veloped by the Court in Yamanouchi (32) addressed a
different question (33) in relation to Article 19 of
Regulation No 1768/92. The Court ruled on that occa-
sion that the condition laid down in Article 3(b),
namely that for a supplementary protection certificate
to be granted in a Member State an authorisation for the
purposes of the law on medicinal products must previ-
ously have been granted for that Member State (the
State of application), applies also to ‘established’ medi-
cines within the scope of Article 19(2).

73. The Court established rather that, as regards the
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material conditions attaching to the grant of a certifi-
cate, Article 3 of Regulation No 1768/92 assumes the
procedure concerning authorisation for the purposes of
the law on medicinal products in the Member State of
application and that this must therefore also be the case
for the conditions attaching to the grant of certificates
within the scope of the transitional provision (‘estab-
lished’ medicines).

74. In that case, the Court thus dealt only indirectly
with ‘first authorisation’, namely as a condition attach-
ing to the grant of a certificate under Article 3
(subparagraph (b) in conjunction with subparagraph
(d)) of Regulation No 1768/92. The issue in the present
case is not however the conditions attaching to the
grant of certificates within the scope of the transitional
provision but rather the interpretation of the scope of
application itself.

The wording of the first subparagraph of Article
19(1) of Regulation No 1768/92

75. A first point to be made concerning the wording of
the first subparagraph of Article 19(1) of Regulation
No 1768/92 is that the text refers unequivocally to “first
authorisation in the Community’ (emphasis added). As
regards the line of argument relying on the reference in
the German and some other language versions to ‘a’
first authorisation, I refer to the points developed above
(34) concerning the lack of uniformity in the various
language versions of this provision. The use of the con-
cepts ‘first authorisation in the Member State of
application’ and ‘first authorisation in the Community’
in their various occurrences in Regulation No 1768/92
76. The concepts ‘first authorisation in the Member
State of application’ and ‘first authorisation in the
Community’ are used not only in the first subparagraph
of Article 19(1) but also in a number of other provi-
sions in Regulation No 1768/92. The various references
are taken in turn below and the sense in which the con-
cepts are used is analysed in each case. It can be shown
that the reference to the first authorisation in the Mem-
ber State of application on the one hand and to the first
authorisation in the Community on the other, or again
the use of both concepts in one and the same article, are
by no means fortuitous. In each instance particular re-
quirements are attached to, or effects produced on, the
grant of certificates and these, taken together, allow a
specific overall purpose to be discerned in Regulation
No 1768/92. 1 propose to ascertain that purpose and
then proceed, on that basis, to interpret the first sub-
paragraph of Article 19(1) of the Regulation.

77. Article 3(d) of Regulation No 1768/92 refers to the
first authorisation in the Member State of application.
The background to this provision is considered below.
78. Directive 65/65 requires authorisations for the pur-
poses of the law on medicinal products to be obtained
for each individual proprietary medicinal product. It
follows that, in a Member State, several procedures un-
der Directive 65/65 - in respect of several proprictary
medicinal products based on the same (35) product pro-
tected by a basic patent - can be initiated
simultaneously or consecutively. One of these authori-
sations is then ‘in the Member State ... the first

authorisation to place the product on the market” within
the meaning of Article 3(d) of Regulation No 1768/92.
79. The reference to obtaining such a first authorisation
in the Member State of application is of importance for
the beginning of the period during which applications
may not be lodged for certificates, which - as will be
shown - have very restrictive effects for the holders of a
basic patent.

80. In accordance with Article 3(d) in conjunction with
Article 7(1) of the Regulation, a certificate may be
granted only if the application is lodged within six
months of the successful completion, in the Member
State of application, of the first procedure for authorisa-
tion, for the purposes of the law on medicinal products,
of a proprietary medicinal product based on a particular
product. It is true that a single product can form the ba-
sis for different medicinal products. Under the
Regulation it is however no longer possible, upon ex-
piry of the above period, to apply for a certificate for a
product only when a later authorisation has been
granted for a proprietary medicinal product based on
another medicinal product. This is a consequence of the
association with Article 3(c), according to which only
one certificate may ever be granted for a particular
product, even if several medicinal products have been
developed from it.

81. To sum up, the holder of a basic patent thus has
only one opportunity to apply for a certificate for its
product. It has only a short period of time in which to
do so and that period begins at the earliest possible
point in time, namely when it is established that, in the
Member State of application, the product is eligible for
authorisation, for the purposes of the law on medicinal
products, in the form of at least one proprietary medici-
nal product. It can be seen therefore that the reference
to the Member State of application in Article 3(d) of
Regulation No 1768/92 serves a restrictive application
of the Regulation.

82. A reference to the first authorisation in the Com-
munity is to be found - apart from the occurrence in the
provision at issue, the first subparagraph of Article
19(1) - in the provision concerning the duration of the
certificate (Article 13 of Regulation No 1768/92). The
background to this provision is considered below.

83. The purpose of Regulation No 1768/92 being to
compensate, by means of the certificates, for the short-
ening of the period of economic exploitation of the
exclusive right resulting from the procedures under Di-
rective 65/65, it follows that the duration of a certificate
must in principle be calculated by reference to the dura-
tion of those procedures. Generally speaking,
procedures under Directive 65/65 are set in motion at
the same time as the application for the basic patent and
come to an end upon successful completion of the
process. From that period, five years are deducted as
standard and a maximum certificate duration of five
years can be obtained from the time remaining.

84. If the duration were calculated solely on the basis
of the duration of the first successfully completed pro-
cedure in the Member State of application, the duration
of the national certificate concerned would in principle
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- because of the standard Community-wide curtail-
ments - be longer, the longer the duration of the
procedure itself. That is clearly not the intention, since
Article 13(1) of the Regulation takes as the starting
point for the calculations the duration of the procedure
on whose completion the first authorisation for the pur-
poses of the law on medicinal products was granted in
the Community. Where the application for the basic
patents and the procedures under Directive 65/65 are
set in motion at the same time, the basis for calculating
the duration of the certificate in the Member State of
application thus becomes the shortest procedure in any
Member State and hence is not necessarily the duration
of the procedure that in practice shortened the period of
economic exploitation of the basic patent in the Mem-
ber State of application. (36)

85. Article 13(1) of Regulation No 1768/92 contains a
further restriction of the duration of the certificate,
again through a deliberate reference to the ‘first au-
thorisation ... in the Community’. Calculation thereof is
not based on the overall duration of this first procedure
to be successfully completed in any Member State of
the Community. It is based rather on the period from
the time of application for the basic patent in the State
of application to the date of completion of the first pro-
cedure for the purposes of the law on medicinal
products in any Member State. (37) The effect of this
calculation is that the certificates - regardless of the
dates on which the basic patents were applied for in the
various Member States - always expire on the same
date, (38) which then makes it possible to establish
when the patent protection enjoyed by a product lapses
in the entire Community.

86. It can be concluded from the foregoing that a cer-
tificate under Regulation No 1768/92, because of the
limitation placed on its duration by Article 13(1), rarely
has the same duration as the corresponding national
procedure under Directive 65/65. The primary consid-
erations would seem rather to be acceleration of the
procedures under Directive 65/65 and the legal cer-
tainty afforded by simultaneously expiring certificates.
This outcome is to be obtained by means of the refer-
ence to ‘the first authorisation to place the product on
the market in the Community’.

87. In addition to the reference to the first authorisation
in the State of application (Article 3(d)) and to the first
authorisation in the Community (Article 13), there are
several provisions in Regulation No 1768/92 where
both forms of words occur in juxtaposition. These are
Articles 8 (Content of the application), 9 (Lodging of
an application) and 11 (Publication).

88. These occurrences do not in themselves, however,
allow any particular conclusions to be drawn in answer
to the questions referred. If the two concepts are used
in juxtaposition, this is solely because (a) where appli-
cation for a certificate, and more particularly
examination of the associated conditions and time-
limits (Articles 3 and 7 of Regulation No 1768/92), are
concerned, and for the purposes also of lodging an ap-
plication and notifying the fact that a certificate has
been granted, the relevant date is that of the first au-

thorisation in the Member State of application, while
(b) in calculating the duration of the certificate, the
relevant date is that of the first authorisation in the
Community. (39) Conclusions regarding the use of the
concept ‘first authorisation in the Community’ in the
first subparagraph of Article 19(1) of Regulation No
1768/92

89. With the transitional provision in Article 19(1) it
becomes possible to apply for certificates for products
in respect of which the authorisation procedures for the
purposes of the law on medicinal products had already
been successfully completed some years before the
Regulation entered into force and which, therefore,
would not ordinarily have fallen within the scope of
that Regulation. As discussed, (40) Article 19(1) con-
stitutes a deviation from the general rules applying to
the temporal scope of a Regulation and should, if only
for that reason, be interpreted restrictively.

90. But this provision should also, in my opinion, be
construed narrowly in keeping with the generally re-
strictive nature - a point developed earlier (41) - of
Regulation No 1768/92. It is not however possible with
a restrictive interpretation to establish, on the basis of
the corresponding first successfully completed proce-
dure under Directive 65/65 in the Member State of
application, the relevant date for determining whether
‘established” medicines are eligible for certificates.
This assertion is supported by the considerations set out
below.

91. In Article 19(1) the relevant date of ‘first authorisa-
tion’ is the date on which a procedure under Directive
65/65 was completed by the grant of an authorisation.
That date has to be later than one of the dates specified
in the first, second and third subparagraphs (1 January
1982, 1985 and 1988). If the relevant date was deter-
mined by the first authorisation in the Member State of
application, it would be all the more easily exceeded,
the longer the duration of the procedure for the pur-
poses of the law on medicinal products in the Member
State concerned.

92. In contrast, where relevant dates are governed by
uniform, Community-wide provisions hinging on the
carliest possible point in time (the ‘first’ authorisation
in the Community), the effect is for Regulation No
1768/92 to be applied to ‘established’ medicines in a
uniform manner across the Community. This is because
all products are disqualified where the medicinal prod-
ucts based on them were granted authorisation for the
purposes of the law on medicinal products later than
the earliest possible point in time. The earliest possible
point in time is however the time when it is established
that a proprietary medicinal product based on the prod-
uct qualifying for a certificate is in principle eligible for
authorisation - this being the time when an authorisa-
tion for the purposes of the law on medicinal products
within the meaning of Directive 65/65 was granted in
any Member State.

93. It can be concluded from the foregoing that, in the
first subparagraph of Article 19(1) of Regulation No
1768/92, the ‘first authorisation ... in the Community’
means the first authorisation in any Member State of
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the Community and not the first authorisation in the
Member State of application.

C - The third and fourth questions: legal conse-
quences of a breach of Article 19(1) of Regulation
No 1768/92

94. The third and fourth questions referred to the Court
come down in essence to asking what legal conse-
quences result from the grant of a supplementary
protection certificate that, for Article 19(1) to have
been applied correctly, ought not to have been granted.
Arguments of the parties

95. Hissle and the Danish and Netherlands Govern-
ments take the view that the grant of a certificate in
breach of Article 19(1) of Regulation No 1768/92 does
not invalidate the certificate. They argue essentially
that Article 15(1) of the Regulation gives an exhaustive
list of the grounds of invalidity (‘shall be invalid if ...")
but makes no reference to Article 19(1). Article 15(1)
contributes in this way to the legal certainty that is nec-
essary in patent law. They observe further that
Regulation No 1610/96 concerning the creation of a
supplementary protection certificate for plant protec-
tion products is to a large extent identical to Regulation
No 1768/92 but that here again the Community legisla-
ture - in full awareness of the issues - has nowhere
provided for breaches of the transitional provision to be
treated as a ground of invalidity. Nor, in their view, is a
failure on the part of the competent authorities in the
State of application to take account of an earlier au-
thorisation, for the purposes of the law on medicinal
products, in another Member State so serious a fault as
to justify invalidity under Article 15. In support of this
view, they point inter alia to Article 10(5), according to
which ‘Member States may provide that the authority
... 1s to grant certificates without verifying that the con-
ditions laid down in Article 3(c) and (d) are met.’

96. Héssle and the Danish Government contend that the
response to a breach of Article 19(1) should not be in-
validation of the certificate but rather a recalculation of
its duration. They point out that Article 17(2) of Regu-
lation No 1610/96 provides expressly for such
recalculation where the date of the first authorisation to
place on the market was incorrectly given. This legal
consequence is also, in accordance with Recital 17 in
Regulation No 1610/96, applicable in the framework of
Regulation No 1768/92. The expression ‘mutatis mu-
tandis’ also allows such application in connection with
provisions that are not expressly mentioned in that re-
cital.

97. The Netherlands Government, without expressly
registering a preference for recalculation of duration,
takes the general view that the legal consequence of an
infringement of Article 19(1) should, in accordance
with Article 17 of Regulation No 1768/92, be deter-
mined by national law.

98. Ratiopharm, the Commission and the French Gov-
ernment argue - relying in part on the Court's judgment
in Yamanouchi - that a failure to comply with the pro-
visions on relevant dates in Article 19(1) of Regulation
No 1768/92 must result in complete invalidation of the
certificate. They consider that Article 19(1), in just the

same way as Article 3, is concerned with establishing
the conditions for obtaining certificates. If non-
compliance with one of the conditions set out in Article
3 results, in accordance with Article 15(1)(a), in the
complete invalidity of the certificates, this must also -
through further interpretation, or through the applica-
tion of Article 15, either directly or by analogy - hold
for non-compliance with Article 19(1).

99. The Commission takes the view in principle that
Article 19(1) is concerned with defining the practical
scope of application of Regulation No 1768/92 and that
a recalculation of duration is inconsistent therefore with
the delimiting function of a provision concerning rele-
vant dates. In the alternative, it does however consider -
with reference to Recital 17 in Regulation No 1610/96 -
recalculation of duration under national law in accor-
dance with Article 17 of that Regulation to be possible.

100. Ratiopharm objects to the reference to Article
17(2) of Regulation No 1610/96 on the ground that,
while Recital 17 thereof refers to various provisions in
Regulation No 1768/92, it fails precisely to refer to Ar-
ticle 19(1) of that regulation. It considers further that
rectification of duration is an appropriate legal conse-
quence only where a breach of a provision leads to
incorrect determination of duration, which is not the
case here.

Assessment

101. As a first point, there is in my opinion no need to
consider here whether or not the list of grounds of inva-
lidity in Article 15 of Regulation No 1768/92 is
exhaustive or whether a legal consequence can be de-
rived, by analogy, from Article 15(1)(a).

102. If a supplementary protection certificate is granted
pursuant to Article 10(1) of Regulation No 1768/92
even though the conditions laid down in Article 19(1)
have not been fulfilled, the certificate has necessarily
been granted outside the area of application of the
Regulation. That being the case, a ground of invalidity
within the meaning of Article 15(1) cannot be envis-
aged as a legal consequence - whether through further
interpretation of, or by analogy to, the grounds of inva-
lidity specified in that article. A certificate granted
outside the scope of Regulation No 1768/92 cannot be
regarded as a ‘supplementary protection certificate’
within the meaning of Regulation No 1768/92 and, by
the same token, cannot lay claim to the protective ef-
fects of Article 5 thereof.

103. In the light of the points just made, there is again,
in my view, no need to consider a recalculation of dura-
tion on the basis of Article 17(2) of Regulation No
1610/96. In case that view is not shared by the Court, I
would nevertheless like, with all due brevity, to take a
position on the fourth question referred.

104. There is no mention in Regulation No 1768/92 of
recalculation of duration as a legal consequence. The
Regulation recognises only the grounds of invalidity set
out in Article 15(1) and leaves any legal consequences
that may arise from other errors to the legal systems of
the Member States. Article 17(2) of Regulation No
1610/96 provides for such recalculation of duration in
particular circumstances. That detailed rule concerned
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is then, according to Recital 17 in Regulation No
1610/96, valid ‘mutatis mutandis’ for the ‘interpreta-
tion’ of Article 17 of Regulation No 1768/92. (42)

105. The recalculation of duration provided for in Arti-
cle 17(2) of Regulation No 1610/96 is presumably
intended for a situation in which the duration of a cer-
tificate has been calculated incorrectly in relation to
Article 13 of Regulation No 1768/92, say because the
relevant date for the purpose of this calculation was
given incorrectly in the application for the certificate.
106. This does not however mean that, in the granting
of a certificate, all errors relating to an incorrect date
must result in recalculation of its duration. ‘Certifi-
cates’ granted despite a failure to comply with the
relevant dates specified in Article 19(1) of Regulation
No 1768/92 fall into this category. But it does not nec-
essarily follow that the actual duration of a ‘certificate’
granted in this way has been calculated incorrectly.

107. Finally, the fact that recalculation of duration in
the event of a certificate being granted in breach of Ar-
ticle 19(1) of the Regulation can only ever have an
effect on the certificate in the Member State of applica-
tion argues against such recalculation. The duration of
the certificates for the same product in other Member
States would be unaffected because the authorities in a
particular Member State can only correct the duration
of certificates in that State. The effect would be that the
certificates granted for a product in the Community
would no longer all expire on the same date, which
would detract from the legal certainty - discussed ear-
lier (43) - that Article 13(1) of Regulation No 1768/92
is meant to ensure.

VII - Conclusion

108. In the light of the foregoing, I propose that the
questions referred for a preliminary ruling be answered
as follows:

(1) Examination of the transitional provision in Article
19(1) of Regulation (EEC) No 1768/92 with regard to
its establishment of varying relevant dates has dis-
closed no factor capable of calling into question its
compatibility with higher-ranking Community law.

(2) The concept of ‘first authorisation for placing on
the market in the Community’ as it appears in Article
19(1) of Regulation No 1768/92 must be interpreted as
meaning exclusively the first authorisation for the pur-
poses of the law on medicinal products, within the
meaning of Directive 65/65/EEC or Directive
81/851/EEC as the case may be, granted in any Mem-
ber State of the Community.

(3) Where - as in the main proceedings - a certificate is
granted in breach of the transitional provision in Article
19(1) of Regulation No 1768/92, the consequence is
that no rights can be asserted under Regulation No
1768/92.
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ent in B, i.e. 1980 - 1987 = 7 years. According to the
formula in Article 13 of Regulation No 1768/92, the
duration of a certificate for Member State B is thus: 7
years - 5 years = 2 years. The period of validity of the
certificate commences on expiry of the basic patent in
B, i.e. in 2000. This means that the period of validity in
B ends in 2002 - at the same time then as the certificate
in A.

39: - See also the Opinion of Advocate General
Fennelly in the Yamanouchi case (cited in footnote 27).
40: - See point 62.

41: - See points 79 et seq. and 82 et seq.

42: - The question is left open here whether the cer-
tainty principle is satisfied where the Community
legislature provides for the specific legal consequences
of a regulation to be determined by a particular ‘inter-
pretation” of that regulation and where that
interpretation is itself provided for in another regula-
tion, and even then only in the recitals.

43: - See point 85.
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