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'EXPLANATORY MEMORANDUM

' GENERAL PRESENTATION .
In Decemb.er 1994 the Coft\mission ‘presente‘d to Parliament and to the Council a -
_proposal for a.Regulation concermng the creation . of a supplementary protectlon
certificate for plant protectlon products ’ :

- The Economic and Socral Commlttee adopted its opinion on 27 April 19952

Parliament discussed the proposal 1n detall in its varlous commlttees and during - its
, plenary session.in June 1995 }

- The purpose of the amended proposal is to take account of these oprmons and to clarlfy ; b'
_ where necessary, the wording of a ‘number ef provisions. In particular, ‘the amended _
- proposal allows for the amendments to Dlrectlve 91/414/EEC, made after the

o Commlssmn had presented its proposal

" 'Parliament -examined' the economic conditions in which the plant protection industry
- operates within the Community and set out the specific characteristics of thlS sector in
' relatlon to its objectlves and in view of i its 1nternatronal competxtors

' The Commrssron is willing to accept the four amendments ado’pted by Parliament, all of
which aim to clarify the economic and legal condmons under. which the plant protectron ,
sector in the Commumty operates ' :

- OI'No C 390, 3112.199, p. 21.= o S
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EXAMINATION OF THE RECITALS

RECITALNO 1

The ‘purpose of" this" new. recital, which adopts in full 'Amendmentd adopted . by .

‘Parliament; is to make clear that plant protection research contributes to 1mprovements in - -

: ,-~.~productron and .procurement of good-quahty food. . - O

RECITALNO3

- . This recital has been-: amended to include. the- full text of Amendment 2 adop"ted by -

Parhament It states that plant protection products will. continue to be developed if there a

" is adequate protection in the Community to encourage research o

RECITAL NO 4

- This new recital; which ‘adopts almost the same wording as Amendment 3 adopted by . -
Parliament, states that the:plant protection sector-is in a situation similar to that of the

" .pharmaceuticals industry when an-equivalent measure to restore the effective duration of
patent protectlon was proposed and adopted 4 R ~

RECITAL No 7

This new recital, which adopts. almost the same wording as Amendment 4.'adopted by .
Parliament, states that one of the proposal's objectives is to place European mdustry on: -
the same competltlve footlng as.its mternatlonal competrtors :

RECITALS Nos 13 AND 14

Th&se two new recrtals set out the scope of. protection conferred by the supplementary

.. certificate and clarify the links between the basic patent covering a plant protection

.4

product and the supplementary certificate for the same product.- They also state the -
conditions under which a supplementary certificate. may be obtained. for the derivatives
- of.a plant protection product already covered by a supplementary certificate. 3

Council Regulatlon (EEC) No 1768/92 of 18 June 1992 ooncermng the creation of a supplementary
protection cemﬁcate for- medrcmal products OJNoL 182,2.7.1992,p. 1.
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EXPLANATION OF THE PROVISIONS . -

ARTICLE 2 )
The shghtly revnsed wording takes account of any. problems that could arise in the '_
- Member Statés: which were not able to.transpose Directive 91/414/EEC concerning the
E p]acmg of plant protection-products on the market by the required deadline, and in the
- new Member’ States Whlch have tran51t10nal penods in which. to' transpose Community

_ directives.

ARTICLE 3 (2) o "/_l

Thls new paragraph states that, as a rule the holder of a number of patents for the same :
~ plant protection product may not be granted a number of certificates for that product, and
sets out ‘the specific circumstances (where. two or ‘more applrcatlons are pendmg) in
Wthh two or more certtﬁcates may be 1ssued for the ‘same product

‘ ARTICLE 8 1 .

Slnce the Commnssnon presented its. proposal, Directive 91/414/EEC concermng the'
placing of plant protection products. on the market has been amended by Directive
94/37/EEC of 22 July 1994. Annex II to Directive 91/414/EEC"has also-been. amended -
' 'The new wordmg of Artlcle 8(1)(b) takes account of this amendment '

In addition, the new Amcle 8(c)(1) allows for the srtuatlon in Member States in which
the authorization to place.plant protection products on the market is not published in an
Official Journal or another official publication. In those Member States, the application’
for a certificate must be accompanied by any. other document proving that the
authorization ‘has been issued, the date on which it was issued and the identity. of the

- ‘product authorized.

ARTICLE 13 (3)

- This new paragraph takes account of the special features of the authorization procedure

for placing plant protection products-on the market. For the purpbses of calculating the
~ duration of the supplementary protection certificate, provisional authorization-is taken
" into account only if it is subsequently followed by a definitive authorization concerning

~ the same product. This provision applies equally to the system-under Directive

91/414/EEC and, Where appropriate, to equivalent provisions of national law.



ARTICLE 18 - :

There has been a Community Regulation concerning the creation of a supplementary

protection certificate for medicinal products-since 1992; under that Regulation, a number

of Member States have adopted special procedural provisions concerning the issue of -
those supplementary certificates. The amendment to Article 18 allows the Member States. --
which already have special- prdviSions for supplementary protection certificates for
medicinal products to apply -them, nutatis . mutana’zs to supplementary protectxon
: certlﬁcates for plant protection products.

ARTICLE 20

Thls new Article takes account: of the specific situation of Member States -whichs have»
recently .introduced into national law- the principle of. patentability of plant. protection
-products. Under Regulatlon (EEC): . No 1768/92. concerning the ' creation of .a'
‘supplementary_:protectioh'certi‘ﬁcate for medicinal products, it was decided that: the
Member States whose laws introduced the patentability of pharmaceutical products only
_very recently would be able to implement the Regulation five years later than the other
- .Member States. This deferral means that an application for a supplementary protection
certificate for a medicinal product will be acceptable in the Member States concerned:
_only from 2 January 1998:.Under this Regulation, account should be taken of the similar
situation existing in-a number of Member States with regard to the patentability of plant
- protection products; for those Member States, the date: of application of this Regulation
. should coincide with that of Regulation No 1768/92 for medicinal products. -

ARTICLE 21

This amendment takes -account of the situation in Member States in which the national:
. parliament: must adopt-implementing rules for this Regulation (statutory -regulations
allowing taxes to-be levied, etc.) and which need time to do so. In order to allow for this
-~ difficulty, the Article states. that the Regulation is to enter into.force six months’ aﬂ:er its...
_ pubhcatxon in the Ofﬁma] Journal of the European Communities. R



Amended proposal fora

UROPEAN PARLIAMENT AND COUNCIL REGULATION ]EC]

concerning the creation of a supplementary protectlon .

certrficate for plant protectlon products

'(pres’ented by the Commission under Article 189a(2) of the EC ATreaty)' o

" ORIGINAL PROPOSAL

THE EUROPEAN PARLIAMENT

- AND THE COUNCIL OF THE -

' EUROPEAN UNION,

Havmg regard to the Treaty estabhshmg
~ the European Economlc Commumty,
and in partrcular_Artlcle 100a thereof

- Havmg regard to the proposal from the
Commission,! .~

Havmg regard to the oprmon of the
' Economrc and Soclal Com mittee,?

L. OINoC |
2" OINoC

- AMENDED PROPOSAL

' THE EUROPEAN PARLIAMENT

AND THE COUNC[L OF THE
EUROPEAN UNION

Unchan_ged |

AR

Havmg regard to the proposal from the
,Commrssron 1

Uhchanged )

(l) Whereas research into plant '
: protectron products contrlbutes to
the continuing rmprovernent inthe
-production and'p'rocurement'of
’ Eplentrful food of good quahty at
' affordable pnces

xl ‘OJNoC390 31,12.1994, p 2.
OINoC '
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- ORIGINAL PROPOSAL

Whereas plant protection research
contributes to the continuing -

" improvement in crop: productlon;f

@

Whereas plant protection products,
' especially those that are the result
- of long, costly research, will not
- continue to be developed in the

Ccrrlmunity and in Europe unless

. they are ccvered 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 apatentfora - |

new plant protectlon product and

) authonzatlon to place the product

on the market makes the period of

effective protecﬁ_dn under the -

patent insufficient to cover the

. investment put into. the research

and to generate the resources
needed to. mamtam a high level of
research; '

©

)

1@

(5)

AMENDED PROPOSAL -

Uhchanged*

Whereas plant protection products,

especially those that are the result

of long, costly research, will -
continue to be developed in the

. Community and in Europe if they

are covered by favourable rules
that provide for sufficient B -
protection to encourage such
research; |

Whereas, by its very nature, the
competitiveness of the plant '

protection sector calls for the same

protection to. be afforded to "
innovation as that granted to
medicinal products by Regulatlon E
(EEC) No 1768/92 concerning the

" creation of a supplementary
.'protectron certificate for medicinal

products

Unchanged



(4)

ORIGINAL PROPOSAL

Whereas th|s S|tuat|on leads to a’
lack of protectlon which penalizes

‘ -plant protectlon research and the

©

- competmveness of the sector :

Wheteas, in its Resolution of
1 February 19933 on a Community

. programme of policy and-action in

relation to the environment and
sustamable development, the

~ Council adopted the general
approach and strategy of the
programme presented by the
Commission, whnc_h stressed the

- interdependence of economic”
growth and environmental quality;
whereas improving protectlon of

~ the environment means

mamtammg_the comp_et_ltlv'enws of
industry; whe'reas, écoordingly, 'the
issue of a supplementary
protection certificate can be
regarded as a positive measure in

" favour of env:ronmental

protectlon

3

OJ No C 138, 17:5.1993,p. 1.

vkt o CTANENDEDPROPOSAE .

i

(6) Unchanged -

(7) Whereas one of the main
objectives of the supplementary .
 protection certificate is to place
~ European industry on the same
competitive footing as its
'American and Japanese -
- counterparfs;". '

®) Unchaoged

- OJNo C 138, 17.5.1993, p.-1. ,

} .
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(7

ORIGINAL PROPOSAL

Whereas a uniform solution at
Community level should be
provided for, thereby preventing
the heterogeneous development of
national laws leading to further
disparities which would be likely

to create obstacles to the free
. -movement of plant protection

products within the Community
and thus directly affect the
establishment and the functioning
of the internal market; whereas' ‘
this is in accdrdaxice‘with the

- principle of subsidiarity as defined ‘

by Article 3b of the Treaty
establishing the European
Community;

Whereas, thefefore, the creation of
a supplemeritary protection
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 plant protection
product for which marketing
authorization has been granted is

necessary;, whereas a Regulation is

~ therefore the most appropriate

| legal instrument;

AMENDED PROPOSAL

; (9) Unchanged

(10) Unchanged



;.- ORIGINAL PROPOSAL . -~

(8)

©).

Whereas the duration of the
protectlon granted by the
certificate should be such as to
provide ade(fuate; effective
protection; whereas for this
purpose, the holder of both a

patent and a certificate should be_
able to enjoy an overall maximum -

-of ﬁfteen years of exclusrvrty from -

the time the plant protectron

product in questron first obtams 2

authorlzatron to be placed on the

" market in the Community;,

Whereas all the interests at stake in

a sector as com'plexand sensitive

“as plant protection® must
nevertheless be taken into account I

_ whereas, for this purpose, the

. certificate cannot be granted for a
. period exceeding five years;
: _whereas the protection granted

should furthermore be strlctly
conﬁned to the product whrch
obtamed authorlzatron to be placed
on the market as a. plant protectlon

' ‘product

“4 - AMENDED PROPOSAL

(11) Unchanged

(12) Whereas' all the mterests at stake in-
a sector as complex and sensmve
as plant protectlon must ,
i nevertheless be taken into account
whereas, for thrs purpose the
: certrﬁcate cannot be granted-for a
- period e)éceeding five years;

(13) Whereas the certrﬁcate grants ‘the
same rlghts as those conferred by
the basic patent; whereas,
' consequently, where the basic
patent covers an active: substance ‘
and its various derivatives. (salts
and esters) ‘the certrﬂcate grants

_the same pr OtECthI‘l



ORIGINAL PROPOSAL ' AMENDED PROPOSAL

| {(14) Whereas the issue of a certificate
for a product consisting of an

w . L .k active substance does not prejudge .. -
- |+ theissue of other certificates for
S | derivatives (salts and esters) of the
s - e - - product, provided that the

. derivatives are the subject of -
-~ 7 7. ™ L patents specifically covering them;

(10) Whereas afair balance'should also - | (15) Unchanged
‘be struck with regard to the - :
determination of the transitional
arrangements; whereas such
- arrangements should enable the
~ Community plant protection
"+ industry to catch up to some extent |
-+ with its main competitors; while
‘making sure that the arrangements
do not compromise the ‘
achievément of other.legitimate
objectives cbpoefning the
agricultural and environment
policies pursued both at national
and Commmiity level,

© (11) Whereas only‘action at . { (16) Unchanged -
: Community level can be effective | - .
in attaining the objective, which
consists in ensi-lr'ing-- adequate
,brotection for innovation in the
field of plant protection, while
- guaranteeing the proper
functioningo_f the internal market
* for plant protection producfs; -

HAVE ADOPTED THIS
REGULATION:




For: the purposes of thls Regulatlon the-'

'@RIGINAL PROPOSAL -

A.rticie l
Definitions

followmg deﬂmtlons shall apply

1. “"plant protectl_on proquc;s “active .

substances and preparations

containing one or more active

substances, put up in the form in

whlch they are supplled to the

-'user mtended to:

SR

1.2.

13

1.4.

1.5.

protect 'plahts or plant

~ products against all-harmful

organisms or prevent the

“action of such organisms; in

so far as such substances or
preparations are not
dtherwiSe defined below;

influence the life processes

“of plants, other than asa - -+|

nutrient (e.g. plant g_rowth'
regulators); . '

preserve plant products, in’
“so far as such substances.or

pfodﬁéts’ ’a'revnot subject to
spemal Council or

Commlssmn provnsnons on ~

preservatlves
destroy undesired plants; or

destroy parts of plants,
check or prevent undesired

~ growth of plants;

AMENDED)PR@POSAL. .
Article 1
_ Definitions
Unchanged

W
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- 6.
- unprocessed state.or having .~

2.

ORIGINAL PROPOSAL

"substances": chemical elements

" . and their compounds, as they -

T, T
¢ : <

<4
o solutions composed of two or

" occur naturally or by manufacture,

including any impurity inevitably
resultmg from the: manufacturmg
process; -

"active substances": substances or .
- -micro-organisms including viruses, .
. having general or speciﬁé action;

L3.1. against harmful organisms;

or

32, -on plants parts of- plants or

.plant products

"preparations‘.-': mixtures or

“more substances, of which at least

one is an active substance,

> - intended-for use as plant protection
- products; - ‘

"plants": live plants and live parts
of plants, mcludmg fresh fruit and
seeds;

"plant products”: products in the

" - undergone only Simplg preparation

such as milling, drying or pressing,

~ derived from plants, but excludmg -

plants themselves as deﬁned at.
point 5;

L

AMENDED PROPOSAL



" ORIGINAL PROPOSAL

"harfnful oyganismé": pests of .

_plants or plant products belonging

to the animal or plant kingdom, -

10

and also vnruses bacterla and

J

.mycoplasmas and other pathogeris; B

"product": the active substance is

~ defined at point 3 or combination

of active substances of a plant -
protection product; -

"basic patent"‘ a patént which
protects a product as defined at

point 8 as such, a preparation as’
~ defined at point 4, 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 grant
of a certificate;. '

“certiﬁcgte":‘ the supplementary -
protection certificate.

AMENDED PROPOSAL

w



ORIGINAL PROPOSAL

Article} 2
Scope

Any product protected by a patent in
the territory of a Member State and
subject, prior to being placed on the
‘market as 2 plant protection product, to
an administrative auihorization '
procedure as laid down in Article 4 of
Council Directive 91/414/EEC,4 or
pursuant to an equivalent provision of
national law if it is a plant protection
product in respect of which the
application for authorization was
lodged before the entry into force of
Directive 91/414/EEC for the Member
State concerned, may, under the terms

" and conditions provided for in this
Regulatioh, be the subject of a
certificate. '

. . Article 3- A
.~ iConditions for obtaining a certificate

Acertificate shall be granted if, in the
Member State in which the application
referred to in Article 7 is submitted, at
the date of that application: ‘

" a) the product is protected by a basic
patent in force; ’

4. OFNoL 230,19.8.1991,p. .

AMENDED PROPOSAL

Article 2
Scope

Any product protected by a patent in the
térritory of a Member State and subject,
prior to being placed on the market as a
plant protection product, to an A
administrative authorization procedure
as laid down in Article 4 of Council
Directive 91/41;1/EEC,4 or pursuant to -
an equivalent provision of national law
if it is a plant protection product in
respect of which the application for
authorization was lodged before
Directive 91/414/EEC was

implemented b); the Member State
concerned, may, under the terms and
conditions provided for in this
Regulation, be the subject of a

certificate.

Article 3
Conditions for obtaining a certificate

1. - Unchanged

4 0JNoL230,19.8.1991,p. 1.



d).

/

a valid authorization to place the

product on the market as a plant
~ protection product has been

- granted in aécordance, with ,
Article 4 of Directive 91/414/EEC -
- oran equiValehf prQViéiQn of

national law;

the product has not already been
the subject of a certificate;

the authorization referred to in (b)
is the first authéfization to place
the product on the market as a
plant protection p’ro_duci:

""" " ORIGINALPROPOSAL “*"™ ==~ AMENDED PROPOSAL

The holder o_f a number of patents
for the same product may not be
granted a number of certificates
for that product. However, where

two or more applications are

pending, two or more certificates
may be issued for the same

product to two or more holders of -
- different patents for the same
~ product. '

.

\S

C e



* ORIGINAL PROPOSAL

Article 4
Subject-matter of protection

Within the limits.of the protection
conferred by the basic patent, the

~ protection conferred by a certificate
shall extend only to the product covered
by the authorizations to place the
corresponding plant protection product
on the market and fof any use of the
product as a plant protection product
that has been authorized before the
expiry of the certificate. ’

Article 5
Effects of the certificate

Subject to the pfovisions of Article 4, -

the certificate shall confer the same

rights as conferred by the basic patent

and shall be subject to the same -
 limitations and the same obligations.

Article 6 A
Entitlement to the certificate

The certificate shall be grantéd to the
holder-of the basic.-p'atent or his
successor in title.”
Article 7

" Application for a certificate
1. The application for a certificate

shall be lodged within six months

of the date on which the

authorization referred to in

_-Article 3(b) to place the product

on the market as a plant protection
product was granted.

AMENDED PROPOSAL

Article 4
Subject-matter of protection

| Unchanged

Article §
Effects of the certificate

-Unchanged

Article 6 )
Entitlement to the certificate

Unchanged

Article 7
Application for a certificate

1. The application for a certificate
shall be lodged within six months
of the date on which the
authorization referred to in
Article 3(1)(b) to place the product
on the market as a plant protectibn
product was granted. -

\L



.. ORIGINAL PROPOSAL

2. Notwithstanding paragraph 1,
where the authorization to place
the prod_ucf on the fnarkej is .

~ granted before the basic patent is
. granted, the application for a
- certificate shall be lddged within’
 six moniths bf the date on which
the patent is granted. - |
_ : Article.‘8
Content of the application for a
certificate =

1. The application for a certificate
shall contain: R

a) arequest for the grantof a’

certificate, stating in particular:

i) thename and address of
* . the applicant;

ii) if he has appointeda
representative, the name

\ ahd\'_a'ddres's_of the .

repre’se_htative; - |

iii) the number of the basic
. patent and the title of the
invéntioh_; | | .

. AMENDED PROPOSAL

2. Unchangéd_

. Article 8
- Content of the application for a
‘ ’ certificate - '
1. .Unchanged -
a)- -Unchémg'ed

i) | Unchange'dh

ii) Unchanged o

- iii) Unchanged



ORIGINAL PROPOSAL

iv) the number and date of

the first authorization to .

~ place the product on the

: M-'r'nérket'l,' as referred to in

Article 3(b) and, if this
authorization is not the
first authorization.to
" place the product on the
, market in the

- "Community, the number

and date of that

authorization;

: B) a copy of the authorization 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 authorization and the
- summary of the product
characteristics listed in Part A 1
or B.I of Annex Il to Directive
91/414/EEC or in equivalent
* national laws of the Member
-State in' which the application
was lodged; |

AMENDED PROPOSAL

iv) the number and date of
the first authorization to
place the product on the

- market, as referred to in
Article 3(1)(b) and, if
this authorization is not
the first authorization to.
place the product on the '
market in'the
Community, the number

. and date of that
a'uthofizati’on; :

b) -acopy of the authorization to

place the product on the .

market, as referred to in Article : .

3(1)(b), in _‘which the product is
identified, <containing in

" particular the number and date
~ of the authorization and the "
* summary of the product

characteristics listed in Part AT

(points 1-7) or B.I (points 1-7)
of Annex 11 to Directive
91/41 4/EEC or in'equivalent

na’Ei_onal laws of the Member - ,
State in which thé-application
was lodged, -

AN TR

‘



2.

 ORIGINAL PROPOSAL .

c) if the authorrzatlon referred to

in (b) is not the first
authorization to place the
product on the market as a

~_plant protection product in the

Community, mformatlon
regarding the. 1dent1ty -of the

: product thus authorlzed and the -

legal provision under whlch

~ the authorization procedure

took place, together with a
copy of the notice publishing

" the authorization in the Official

Journal or any other document
including the information

required.

Member States may provxde that a
fee is payable upon appllcatron for
. a certificate.

2

. AMENDED PROPOSAL

-

~ ¢) if the authorization referred. to
- in (b) is not the first
~authorization to place the -

.product on the market asa
‘plant protection product in the
Community, information
regarding the'identity of the _

_ product thus authorized and the

legal provision under which the
authorization procedure took
place, together with:a copy of
the notice publishing the

authorlzatlon in the approprlate

official gazette or, failing such -
publication, any other .

| document provmg that the
‘authorization has been 1ssued

- the date on which it was issued .

and the 1dent1ty of the. product o
authorlzed .

Unchar_lged’



" ORIGINAL PROPOSAL

Article 9 _
Lodging of an application for a
certificate

The application for a certificate .

- ‘shall be lodged with the competent

industrial property office of the

- .Member State which granted the

~ basic patent.or on whose behalf it

* was granted and in which the
authorization referred to in -

~ Article 3(b) to place the product

on the market was obtéined, unless

the Member State designates

* another authority for the purpose.

‘Notification of the application for

a certificate shall be published by |

the authority referred to in
paragraph 1. The notification shall
contain at least the following
information: -

a): the name and address of the
‘applicant; '

. bA)‘f the number of the basic patent;
c) the title of the invention;

d) " the number and date of the
authorization to place the
product on the market, referred
to in Arti'cle‘ 3(b), and the
product identified in that
authorization;

- ¢) Unchanged

' AMENDED PROPOSAL

Article 9

Lodging of an application for a

certificate

. The application for a certificate -

shall be lodged with the competent

- industrial property office of the
. Member State which granted the

basic patent or on whose behalf it
was granted and in which the ~ -
authorization referred to in |
Article 3(1)(b) to place the product

 on the market was obtained, unless
‘the Member State designates
- another authority for the purpose.’

. Unchanged:

- .a) Unchariged

b) Unchanged

?

d) ‘the number and date of the
" authorization to place the
"product on the market, referred
to in Article 3(1)(b), and the
product identified in that
authorization;

Lo

P




iy 57 ORIGINAEPROPOSAL .~ % i '{.:.TA‘MENDED‘;PROPOSAL' e

e) where relevant, the number and c). "Unehanged ~
' date of the first aulhorrzatron ' IR
to place the product on the o

: rmarket ?in the‘Corrimu_rtity.“

Artlcle 10 . ~ Article 10

Grant of the certificate or rejectlon Grant of the certificate or rejection of
o of the appllcatlon : . . the application o
1. Where the applicati'on for a N Unehahged _

o certificate and the product to .

. 'whrch it relates meet the

' condrtrons laid down in this ‘
o : Regulatlon the authority referred
- toin Artrcle 9(1) shall grant the

- certificate.

2. The autherity referred to in Article | 2.  Unchanged
- 9(1) shall, subject to paragraph 3, | |
reject the- apphcatron fora
- certificate if the applrcatlon or the
"product to which it relates does not
meet the conditions laid down i in .
this Regulat_ioh. B

3. _Where'th‘e' application fora 3. Unchanged-: ~
certificate does not meet the o o

~ 'condrtrons laid down in Article 8, .

‘the authonty referred to in . . C L ., )

*. Article 9(1) shall ask the apphcant S |

: to rectify the 1rregular|ty, orto
L settle the fee, wrthm a stated tlme.

4. If the rrregulanty is not rectrﬁed or-| 4.. Unchanged o
the fee is not settled under - : : :
paragraph 3 wrthm the stated tim‘e, .

" the authority shall reject the :

applrcatron

~



| ORIGINAL PROPOSAL ~~ AMENDED PROPOSAL

5. "Member States may pro_ﬁde’ that | 5. Member States may prov1de that

the authority referredtoin - . - the. authorlty referred to in
* - Article 9(1) is to grant certificates | Article 9(1):is to grant certificates :
- without verifying that the - ~ |- . -without verifying that the
- = conditions laid down in - | :conditions laid down in ;
s+ Article 3(c) and (d)-are met. - |  Article3(1)(c) and:(d) are'met.-
Artidett . Article 11
.~ . .Publication- " -~ [ . - . Publication -
ol 'Not'iﬁeaﬁonof.tﬁe fac‘tvthata' ' | Unchanged

‘ certiﬁcate has been graﬁted shall -
- -be. pubhshed by the authonty

referred to in Article 9(1) ‘The
notification shall contain at least |

the followmg mformauon

a) thé name and address of the - 2) unchanged .

o holder of the certlﬁcate
- _ bj “the i;umber of the basic patent; b uncha.nged ‘

‘V c) - the title of the invention; ‘.c) ‘unchanged

- d)- the number and date of the l : d) the number and date of the ,
~ authorization to place the R authonzatlon to place the -
product on the market referred‘ R "product on the market referred
10 in: Article'3(b) andthe | toin Amcle 3(1)(b) and the -
e ‘_product 1dent1ﬁed n that b . product 1dent1ﬁed 1n that B
authonzatlon T | e "authorlzatlon i ;

+ - ¢)" where relevant, the number and - ‘ ;_;e) unchanged

- date of the first autherizat'ion
to place the product on'the

r'narket in the Community;

. f) the duration of ',t'he~certificate; - 'f) unehanged:.,

k7




“ORIGINAL PROPOSAL -+ - .- AMENDED PROPOSAL - -+ - «7i

20 Notjﬁcation of the fact fhat'the.
application for a certificate has -
“been rejected shall be published by | ‘

- - the authority referred to in Article
9(1). The notification shall cbntaiﬁ

at least the 1nformat10n l1sted in

 Adticle 9Q). -
- Article 12 I - Article 12
‘Annual fees . | - Annual fees
' Memb'er States may require that the Unchanged

_certificate be subject to the payment of
annual fees -
o Article 13 o _ A 'Ar,tiéle' 13 .
~ Duration of the certificate ' ~Duration of the certificate
CL ‘The certlﬁcate shall take effectat | 1. , Udchang’ed
the end of the lawful term of the o
basic patent for a perlod 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 authorization
to place the prodhct on the'm'erket ’
in the Commumty, reduced by a.
period of ﬁve years.

2 thwithstanding paragraph 1,the | 2. Unchanged

duration of the certificate may not L ‘
exceed five years from the date on
which it takes effect. ‘

3



ORIGINAL PROPOSAL -

) Article 14
Expiry of the certificate

The certificate shall lapse:

)

b)

_d)

at the end of the:period provided
forin Article 13; . .

if the certificate-holder surrenders

it;

if the annual fee laid down in
accordance with Article 12 is not

paid in time; -

if and as long as-the product
covered by the certificate may no
longer be placed on the market
following the withdrawal of the
appropriate authorization or
authofi'zations_tb place it on the
market in accordance with

Article 4 of Directive 91/414/EEC
or equivalent provisions of
national law. The authority

- referred toin Article 9(1) may

decide on the lapse of the
certificate either on s own

initiative or at the request ofa
third party. .

AMENDED PROPOSAL

3. For the purposes of calculating the
duration of the certificate, account
is taken of a provisional first

marketing authorization only if it ... -

is subsequently followed by a ' »

definitive authorization concerning -~ .

the same product. . : ol
Article 14 , L

Expiry of the certificate -

‘ .Uﬁchang'ed

.....

U
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ORIGINAL PROPOSAL

Article 15
Invalidity of the certificate

1. The certificate shall be invalid if:

~a) it was granted coritrary to the

provisions of Article 3;

| b) the basicvpatént has lapsed
‘b'efo_r'e‘ its lawful term ex'pires;"

" ¢©) the basic patent is revoked or -
limited so that the product for
which the certificate was
bgranted would no ionger be

protected by the claims of the
basic pafent or, after the basic
patent has expired, grounds for
revocation exist which would _
have justified such revocation
- or limitation. |

2 ~ Any person may submit an

application or bring an action for a
declaration of inﬁalidity of the -
certificate before the body . _
responsible under national law for

~ the revpcatidﬁ of the R
- corresponding basic patent.

. , Article 16 ,
Notification of lapse or invalidity

If the cel_'tiﬁcate lapges, in accordance
with Article 14(b), (c) or (d), or is
invalid in accordance with Ar_tfcle 15,

| notification thereof shall be published-

by the authority referred to in Article’

. AMENDED PROPOSAL

Article 15
Invalidity of the certificate

Unchanggd |

o Article 16 .
. Notification of lapse or invalidity

Unchanged



ORIGINAL PROPOSAL

Article 17
Appeals

The decisions of the authority referred
to in Article 9(1) or of the body referred-
‘to in Article 15(2) taken under ﬁhis,
Regulation shall be open to the same
appeals as those provided for in
. national law against similar decisions
taken in respect of national patents.
Article 18
Procedure

I. .In the absence of procedural
-provisions in this Regulation, the
procedural provisions applicable
under national law to the. -
corresponding basic patent shall
apply to the certificate, unless that
law lays down special procedural ‘
provisions for certificates.

2. 'Notwithstanding paragraph 1, the -

* procedure for opposition to the
granting of a certificate shall be
excluded. ' -

AMENDED PROPOSAL

Article 17
Appeals

Unchanged

Article 18 -
Procedure

1. In the absence of précédural N
“provisions in this Regﬁlation, the
procedural provisions applicable
under national law to the
corresponding basic patent and,.
where appropriate, the procedural
provisions applicable to the
certificates referred to in
ARegulation 1768/92, shall apply to ~
the certificate, unless national law
lays down special procedural
provisions for certificates as
" referred to in this Regu(ation._

| 2. Unchanged

i



ORIGINAL PROPOSAL

’

" - TRANSITIONAL PROVISIONS

. Article'19

‘Any product which, on the date on
which this Re_gulatiQn enters into
force, is protected by a valid basic -

: ~ patent and for which the first

authorization to place it on the =

“market as a plant p'rote_ctidn

product in the Community was
obtained after 1 January 1985
under Article 4 of Directive -

91/414/EEC or an equivalent

national provision may be granted

_ acertificate.

An application for a certificate as

~ referred to in paragraph 1 shall be -

submitted wi_thin six m_onths of the
date on which this Regulation
enters into force.

- AMENDED PROPOSAL

. TRANSITIONAL PROVISIONS
Article 19

Unchanéed

Article 20

In those Member States thOs’é national
law did not, on 1 January 1990, provide
for the patentability of plant protection '

1 products this Begolation shall apply

from 2 January 1998.
Article 19 shall not app‘lybin those
Member States. P

o



ORIGINAL PROPOSAL

FINAL PROVISION

Article 20
Entry into force

This Regulation shall enter into force
three. months after its publication in the
Official Journal of the European

Communities.

This Regulation shall:be binding:in:its |
_-entirety-anddirectly applicable-in all
‘Meniber States.

:Done atBrusseéls,

!

AMENDED PROPOSAL

FINAL PROVISION

Article 21 '
Entry into force

" This Regulation shall enter‘into force

six-months after its publication in the
Official Journal of the European

.| ‘Communities.

‘Unchanged

:Done:at:Brussels,
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