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Dear Friends,

Our Association is steadily, growing and, certinly finding recognition' with the Pateht
Judiciary, the Commission and the Epa. Together with the EPa we ha"e successfully
organized the fourth Venice Forum. The initiative to give access to ,10 members who
were the lucky winner of the draw in the beginning of the year proved a success -; all
enjoyed the participation. The Forum, for which we organized the program, was again

. of high quality and ended with a further important Resolution' adopted by the Judges~
; '~~~rhe~Epei-and-EPtAW'intendCto-have a fifthForumnext year. .

This year we organizedforthefirsttimea¥oung EPLAW Congress.Altho~gh Ihadto
urge you togend your youngsfers(andwassomewhat ,nervous whether or not we
would attract enough . participancts)rnany of ,you supported us' in the end and the
congress (and the social eventtheevening before) was a great success, We wil
organize again a Young EPLAW Congréssin 2009 and I trust you againwìlsupport
it. Wewil keep the price as low as possible and, as last year, make sure that the
program is of high educative value.

We ,remain closely involved in the work of the Commission towards a EuroPeån
Patent Jurisdiction. Our intent is to ensure that the. system wil be equitable and
efficient, but also thaUheprimary role of the specialist patent litigator, who is not only
a specialist in patent law but also fully versed in procedural and other related areas of
law, remains recognised and maintained.

We live in ,interesting tiiiesWheré patent law,is the subject of heated public debate. i
refer for ¡nstanceto the Report.oftheCommissìon in the Pharmaceutical Sector
Inquiry. I amveryproudthat thefirstdebatewith respect to this Report, åttendédby
representatives of the Commission' and industry, wil take place during our 2008Annual Congress. .
Being President of your Association is a great honour but combined with the daily
practice, you all know too well, a sometimes tough task. I am very grateful, that we
have a Board whose members are Qfgreat help to me, This year, two merTberswil
leave the Board: Kevin Mooney" my predecessor who'has supported. me magnifcently .
in my first year as President,' and, Peter Heinrich our Treasurer ,who has done a
wonderful job with Swiss precisionandwho leaves the Association in a healthyfinancial state. ' , .
Of course without your continued support the Association would ,not have beenwhere
weare todåy. Please continue that support, keep visiting our website, keep coming to
our meetings and keep sendin~your yÖungstersto Young EPLAW.

I wish you all an excellent Annúai Congress and a prosperous 2009.

Your President,
WilemA'Hoyng

r~,~~,:,::.,-t._, Æ.
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President's Rep.ort
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Simmons & Simmons

PresidentsReport

. Guests:

. EPLAW'S MAIN OBJECT

- "The consistentand cost~effeetive enforcement of patent rights
throughout Eurôpe in one court offering local. access to p¡;tentees and a
simple långuage regime"

CI-"._2l Simmons & Simmons
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President's Report

. 2006 was a good year for EPLA

- July 2006: Brussels meeting reports that users overw~elmingly support

EPLA

- C McCreevystated on 28 September 2006: "there Îsá strongCCII for the

improvement ofthe existing European Patent system... by ttiesuçcessful

conclusion Of a,.. EPLA"... BUT.. "the CommunitY ~eeds to getinvolved

in EPLA"

- September 2006 Thessaloniki declaration.. now 73)udges support EPLA

- October 2006 - further AIPPI resolution in GothenburginfavourOfEPLA

3 I DOID: l.;UVE_EMEA1:301001
Slioli& Simmons

President's Report

- October 2006 - European Parliament urges Commission to co-operate

with, EPLA aOT - mixed competence?

November 2006 -,' Venice II Resolution re Rules of Procedure for E8LA

courts

.. I. 001O:_L.:UVE_EME1:30100
Simmons & Simmúns
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President's Report

. HOWEVER, , -
- October 2006 - The Guilaume Paper reflected Opposition to EPLA from France -

followed in early 2007 by Spain, ,Italy,. PortuQal, Cyprus and Luxembourg:
"Communitise the EPLA" '

- January 2007- Legal Services of European Parliament say EPLA is "mixed

competence". Now Parliament Commission and Counsel are unanimous

Commission stalled until 03 April 2007 when itfinaUy published' its Communication
to the European Parliament and the Council.. reêomends "Compromise C"

- June 2007 Gemiany: Pr~sidency organišes Munich Symposiuni: The arrival of Dr.
Fröhlinger

- Content of Munich Symposium is confused - "bifurcation~over lunch

o..~_.:i Simmons & Simmons
51 DO 10: l_UVE_EMEA1:30301001

President's Rèport

. PORTUGUESE PRESIDENCY:

12 July 2007 -Agendäfor4 rneetingswith national experts
10 October - First "Non~Paper":bifurqition on table - UK v Germany

30 October - Third Paper (Working DOCUment No 144e2l07) - now has
UK and broad support for.

Central chamber and national/regional .chambers

Pure validity actions anddeclarationsofhoh~irifnngementgo to
central chamber

Counterclaims for invalidity heard loeally wit full CQurt (German
. support?)

- . Stahdardprocèdures for all courts (based on Venice, Resolution)

Snnmons & Simmons
6 1 Do 10; L_UVE_EMEI:3030100t
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President's Report

- One level of appeal on substantive patent issues
- Limited review by ECJ

- Flexible langoage regime

. VENICE 2007

- Dr. Fröhlinger' wins cautious support of Judges for Portguese proposals:
"EPLA IS DEAD"

ci_..___
~ . 7 I DO( 10: i:,UVE..EMEA.1:30JOI001

Simmons & Simmons.

President's Report

. FUtURE

- Portuguese report to Competitiveness Councili;ated 9th November:

- Broad agreement On "rnost" Of key features of 1499217. ' , ,', (
- Outstal1ding is issue of bifurçation at first instance and the language of

judicialproceedings

Work Jlust no"" begin on COMPATurgently

- Slo\Íeni~1O Presidency: 4 further meetings of experts planned

- French Presidency July 2008

. PROGRESS?

Simmons & Simmons
B I Do 10: L.UV..EMEA1:301QO
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President's Report

. VENICE 2007 - 02-04 NOVEMBER
- 34 Judges ftom'15 countries

- 1.5 L¡:Wyers from 8 countries

- President of EPa

- President of epi

. PROGRAMME
- Mock Trial: Enantiomers and rules for novelty/obviousnesslinsuffciency
- The clash between EPa po~t-grantProcedures and national litigation
- Debáte on Portuguese Proposals

Sirnmons& Simmons
9 I Do 10: l_UVE_EMEA1:3001001

. WEBSITE
- Demonstration at ~pOpm

- Expenditure

.President'sReport

. MEMBERSHIPANDFEES
- Nochange

. BOARD OF DIRECTORS
- President: Wilêm Hoyng

- Vice President: Mario Franzosi

Directors to be confirmed:
- . Peter lJlrik-Plesner

'- Gonzalode Ulloa

10 I Do 10: l_UVE_EMEA1:301001
Simmons & Simmons
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President's Report

. ApprovaLof Minutes of General Assembly of 20 November2006

. Financial Statement of EPLAW as of 31 Decernber 2006

. Budget for 2008
,

. Quietus to Board for2006

11 I 001D: l,UVE..EMEÁ1:3030100 .
Siinmons& Simmons

E.PLAWCongress
2001

Presidents Report

12 I Do 10: l_Ui_EMEI:30IOO
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Damagesin,German Patent Litigation

. presented at the

EPLAW Congress

Brussels

16 November 2007

Presiding Judge at the Distrìct Cour,
. DUsseldorf, Gennany

- 1) Infringement Courts
· DistriçtCour (limited number)
· Court of Appeal
., Federal Supreme Cour

· 1 Court Systemin.Patent litigation:

-2) InvalidationCourts

,. Federal Patent Cour
'" Federàl Supreme'Court

Damages in Geinan Pa!ent Liligalioii 2
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· II Two-Step Patent Infringement
Proceedings:

~ Remedies avallable in first proceeding: -

- cease and desist (injunction)

- supply of information 
(about origin and routes and

amount of delivery)

- rendering account (ofthe extent of the infinging
actions and the profit achieved)

-declaration that the infnger is liable for damages 

- destruction of the infringing product

Damages in GelÌan Patent Litigation 3

~ Remedy available in second proceeding:
- order to pay damages

Damages in Gennan Patent Litigation 4

2

Aø



· III Entítlement

- Patent bolder

-Exclusive licensee
~Not: Simple licensee

.. Patent holder (or exclusive licensee) can transfer
the rlahii for damages toa simple (sub)lirensee.

Damages in Gennan Patent Lilígatiori 5

· iv Three methods ofcomputìng
damages:

~ return. ofprofif made by the infringer

- reimbursement of lost profits incurred by
,the infringed party

- payment of a reasonable royalty (licence, .
anàlogy)

Dàmages in German Patent Litigation 6

3
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· V Lost profits:

1) General:
· Compensation for damage means restoring the

previous situation, sec. 249 Civil Code.
- E.g. recall of infrging products, but generally a

restitution is impossible, ihsuffcient or inappropriate for
the patent holder.

· The infrnged patent holder can claim to be
reimbursed for the loss of profit he suffered as a

result of marketing the infrging product, sec. 251
(1) Civil Code.
- Faciltation of burden of proóf:Such profits are deemed

to be lost that can probably bee:xpectedinthe normaI

course of affairs or under special cirumstances, and in
particular in accordance with the arrangements and
provisions made, sec,. 2.51(2) Civil Code. .

Damages in Gennan Patent Litigation 7

2) Causation:

· According to the normal courSe of matters it has
to be expected with probabilty that the lost
profits claimed were caused by the patent
infringement.

· How to prove? An example:
- The infringed patent concerned the constrction Öfa power

plant. Patent holder, patent infrnger and a third company
. were in competition for constring the plant. The patent
inlTinger WOn and realized the constrction by infringing

the patent. Would the patent holder have been ordered to
car out the construction ifthe infringer had abstained

frointheinfrgeinent? How to prove thisallegatiön? By
hearng the salespeople from the patent holc:er or the
infrnger? By hearng a court appointed expert? By hearihg
the purchase people from the power plant?

Damage in Gennan Patent Litigation 8

4
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3) Calculation of lost profits:

.: Lost profits can result from:
-lost sales (sales the patent holder would have made, iftiie

infriIger had abstained fróm infringing actions)

-price reductions (price reductions the patent holder was
compelled to concede in order to match the infringer's
prices), loss ofprestige (because of bad quality of the
infringing product)

.. The prejudiced patent holder has to reveal details of
his. proceeds in order to allow a sufficiently precise
assessment of the lost profits.

· Incase the defendent disputes the alleged profits the
cour may order thata.court appointed expert

(norially a certified accountant) examines the cost

štructue ofthe patent holder's company.
Damages in Gennan Patent Litigation 9

· VI Return of infringer's profits:
1) General:

.. Reclairing the profit made by the infringeris an
alternative way to compensate the prejudiced
patent holder.

· Thìs method has been accepted for long but

became popular only a few years ago after a
landmark decision oftbe Federal Suprenie Courf
(145 BGHZ 366, 2001 GRUR 329, IlC 900(2002) - Share of Overheads).

· The "Share ofoverheads"..decisiondid concern the

infrngement of an industrial design but according to .
the case law of the Düsseldorf Cour of Appeal and
District Cour its legal principles are also applicable
in patent infringement cases (J)üsseJdonCourtofAppeâl,

2.6.2005, 1-2 U 39/03, 5 InstGE 251 -Lifter)

Damages in Gennan Patent Litigátion 10

5
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· In favour of the patent bolder it is presumed that
~he could have made the same profit achieved by ,
the infringer.

· The infringer istreatedasif he hadpersued the
pr9duction and saleofthe' infringiiig øbject. as
the prejudiced patent liolder'~ managing director
onthe basis ora nianageinent withóutinandate

. ' . ... .,.,'
(Feder¡il Supreme Court - Share o(Overheads).

Damages in Gennan Patent Litig~tion 11

2) Computinglo,ss nfprofits:

-.Generalformula:
· profit = sales,,; costs 

- Sales:

· protectedproduct
· non..protectedproduct which is sold dueto the

sell of the, protected product(not due to other
reMons likee.g.exploitationöf15usìness relationsmp
between infrnger andcustòmers or a reduced prIce
fôr the purchase of the protected and the non-
prdtectedproduct) ,

Damagesjn Gennan Patent Litigation .' 12

6
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~ Costs:

· As a nde,only variable costsofthe manufacture
and the marketing of the infrnging prqduct can be
deducted from the proceeds achieved.

· No global 'deduction of pro-rata overheads. j
· Overheads may only be deducted if ánd to the extent

that they can in exception,alcases be directly
ascribed to the infnging object. The'infriigerhears
the burden of submission and proof.

· The iIÌngershall not retain a contribution margin
to his fixed. costs.

(Federal Supreme Court, Share ofOverheads).

Damages in Geran Patenl Litigation 13

- What 
do these principles mean in practice?

· 'Deductible are..costs'for the manufacture or the
distrihution of the infrnging product that also the
patent holder would have hadincured ifhe had run
the business.

· Non-deductible are costs that had to be incùred "in
any event", meang independently from the
manufacture and the distrilmtion ofthe infringing
product

· Non-deductible are costs that would not have been
.incured by the patent holder even though they would
not have been incured "in any event".

Damages in Gennan Patent Litigation 14

7
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- Ex~mples of deductible costs:
. Material and energy costs for the production and the

assembling of the infrging product
- Costs for. deficient products unless the costs are start-up costs

that would not hiive been incured by the patent holder because
he already maintained a respeètive production

. Costs (or the purchase of a machine which is exclusively
used for producing the infrnging produèt

. 
Expenses for personal that was employed or usedonly for

. manufactung the infringing product,
. Rent for production halls that where exclusively used for the

manufacturing of the infrínging product
- Freight charges witl:regard to sales
- Cash~discounts on sales

Sale-dependent c~sts for iiisurances
- Sale~dependent agent's commissions

Damages in German Patent Litigation 15

~ Examples of non-deductible costs:
-Expenses for personal that is also concerned with the

manufactuing of other products (this may be different when the
infringer can prove that he would have licensed some of his
workers if he had not produced the ínfringig product)

- Costs for the general management of the company including
CEO's salery

. Costs for machines or rent for production halls that are also
used for the manufacturing of other products

. General marketing costs

. Development and start-up costs for the marketing ofthe
ínfrnging product

- Damages payed to ciistoniers with regard to the infringingproduct .

Damages in German Patent Litigation 16

8
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. Attorney's or court fees for the defence in patent
infringement proceedings,

. Costs for infringing products that canot be sold ~ue to a
COUrtinjuaction i~§uediithe Iri:lirig!11eIltproceedings.

. Costs Cor the recall,ireniovaiand destruction of the
infringing product

Damagès in German Patent Litigation 17

3) Causation

· The profit frømthe infringemenfis only to be
surrende.red tøthe extent that it is based on'
theinfringemenf(FederalSupreme Court- Share of
Overh,eads).

.~.

· It has to be assessed by the trial judge which
factors did influence, the purchase decisions
of thecustoniers andwhal is the share of the
sales that is due to the use of the infringed
patent ( Federal SupremeColirt,ì007GRUR 431 "-

Steckverbindergehause, DüsseldonCourt of Appeal - Lifter).

Damages in German Patent Litigation IS

9
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- Assessing. thesbareof the proceeds due to the

,infringement ofthepatent-ìn~suitmay get
difficult in the fol1owingkin&of situation:

· The patent infrngement concerns only a part of the
entire prod.uct sold on the market,

, · The product sold on the market makes use of several
IP rights (technical or design),

· The product is sold under a famous brad or
company name.

Damages in Gennan Palent Litigalion 19

.. Particular sales activities of the infringer

· In its decision "Share of Overheads"the Federal
Supreme Court pointed out that particular sales
aètivitiesoftheinger (e.g. the exploitation of
business relationships, the use of distrbution
knowledge, and sales promotion) shouldrtotbe taen

into account as a relevant cauSe.

· The case concerned a clamping ring which was
protected by an il1dustral design. The commercial
success was only due to the design of the ring.

Damages in Gennan Patent Litigition . 20

10
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· With regard to techncal IP rights;like patents and
utilitY models a coìnparable situation can be found
when the use of technical IP right made it possible
to sell the product on the market. Under these

circuistancesall of theprofit is due to the
infringement of the patent or utilty model and,
consequently, sales activities canot be taken into
ílccount.

., The case is different when the infnged patent
concerns only a d.etaU of the product which is not
very important for thtcommercial success of the .
product.

Dàmages in Gennan Patent Litigation 21

.. Interests
· Interests have to bepayed in analogy to sect. 668

Civil Code which provides that the agent who.is
using money for himself which he is obliged to
return to his principal has to pay intere.sts from' the

time he uses the money (cf. Düsseldorf Court of
Appeal, 2.6.2005, 1..2 U 39/03, 5 InstGE 251- ,
Lifter).

· Interests have also to be payed when the infringer
comes into default.

Damages in Gennan Patent Litigation 22

19
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· VII Reasonable royalty: "
· A reasonable röyaltý is a safe and comfortable
. .way to"get compensation for the incured damages
.. A reasonable royalty canbe claiined by a patent

holder who is not exploiting the patent himself and,
therefore, cannot çlaim lostproñts.

· The påtent infringer has to_pay the royalty that
would have been agreed fora licence by
-reasonable contractual partners if they had
IDutwn the. situation at the end of the
infringement period.

· A penalty surcharge is not permissible.

Damages in German Patent Litigation 23

· '. However, additional boni are possible, e.g.:
~ Accor~ing to German law, past licence,fees do not have to
, be paid back if the licensed patent is illvalidated. The

liçensee is simply exempted from paying any furter licenèe

feeInthe future. The infringer, however,isnotrequiied to
make any plJyients for past use either. Consequently, the
licehce fee in the imaginar "licence agreement" is'
increased. The infringer is compared to a licensee whose
licence agreement provides that iiUlicencefees are, t.,be
repaid if the licensed patent shouill be in,vaíidated at any

time ,(Düsseldod District Court, 2000 GRUR690 -
Reactance Loop (Reaktanzschleife)).

)

- Many licence agreements grant adllitionaladvantages to

the licensor like the right to carry'out quality controls,
a udUs, etc. In order to compensate the prejudiced patent

. holder who can only require the iifiger to render account

of the irifringing actions an additional bonus might be'
, justified.

Damages in Genlaii Patent Litigatioii 24

12
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· Indications for determining the rate of a
reasonable r~yåity may come from

- existing licence ageements
- reportsdealíng with licence feeregularily payedin the

respective branch of indus tt
- the case law of the cour and the arbitration bo.ard at the

GenhaiiPatent Offce dealing with employee inventor
cumpensati()ll .' ..

~ the opinion. of a, cour-appointed expert

· The entire market vaÌue can become the basis for
determining the the reasonable royalty provided
reasonableparties would have made such an
agreement. ,". . .. .- - -

· Iftheeiittreinatket value is taken as a refèrential

basisfordeterinining the royalties the rate wil
normally bel()w~r as if only the value of the.
proJected item is taken. .

Damages in Gennai I'atentLitigation

iu

· Interests
- Itispresuied that reasonable contrctual parters would

have agreed that royalty feès are payable within a certain
term and interests have to be payed ifno payment has
been made in time even if the licensee did not 'Come, into

default. 
ACrordingly, the infringer has to pay interests

on th,ereasonable royalty after every accounting
period (normally one year). The interest rate can be
fixed in analogy to the statutory interest rate of8 %,
ab()ve the ba,sis interest rate (fixed "y the Deutsche
Bundesbank),sect. 288 (2) Civil Code.

- Higherinterest rates are possible, when the infringer
comes in cIefault (e.g. interet rate of a credit which the
patent holder had to take).

Damages in Gennan Patent Utigation

~'1
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EPcLAW Principles on Art. 13 EnfDir in it's application to Patents

i. General Principles

1. Whereas the títle "Damages",and the words "damages appropriate to the actuàl prejudice
suffered by him/het' (the rightholder) would suggest that Art. 13 is dealing only. with the
negative economic effects of a patent~infringement on the side of the rightholder, the

aspects listed in para. 1 (a) and (b) clarify that Art. 13 is providing fora compensation of
the rightholder including "unfair profis" of the infringer and including a ~Iump sum" which
may be higher than a lost licence fee (see the words "on the basis", "of elements", "such
as", "at least" in para. 1 

(b)), thus taking into account also elements on the side of the
infringer.

2. Therefore, it is not justified

a) to restrict "unfair profits"to those profis which the rightholder would have been

able to achieve

b) to restrict. the lump sum/ltcence fee to . cases where the rightholder wOLJld have

been wiling to grant a licence.

3. The two aspects of "negative economic consequences" and of"unfairprdfis"as well as
the alternative ofa "lump sum llicencefee" should be regarded as options between which '
the rightholder (and not the court ,on its ówn) m.ay make a choice. The rightholder should
be able to make this choice 01) the basis of accounts of the infringer at the latest date for
presenting facts and definingclaims in the court-procedure on damages.

4. The three options 
(Nr. 3), principally, should not be mixed regarding one and. the. same

infringing act. Regarding different infringing acts the rightholder may decidëto apply
different options.

II. Principies on negative economic consequences
!

5. The wide formulation aUmvsto inçlude all negatíve economic consequences (NEC)on the
side of the rightholder, not only lost profis, which is mentioned by Art. 13 only as an
example.

6. The rightholder may ask for recoveiy only of his own NEC (including a loss of licence

fees), not of the NEG of.his licensees. At least the exclusive licensees should be regarded
as independent rightholders. '

7. The NEe include the effects ofa market disturbance and of a négative price spiraL

8. Itshould be further examined whether the NEG may include the' negative effect that the

rightholder was notable to sell his original products and, thereby, lost the possibilty not
only to make profit with the unsold products but also lost the possibility of covering a part

, of overhead costs norlTally attributed to ,(and carried by) the said products.

9. Where full proof is impossible, the courts should establish certain NEG (e. g. Nr. 7) by
reasoned estimates. Where the infringer is closer to the, underlying facts a change of the
burden of proof should be considered. .

10. Interest should be granted on the amount established on the basis of NEG. The interest-

period should start at the beginning of default.

DUSLI BÒ1/DUST/238324.01 Lovells
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II. Principles on "unfair profits" 

11. It is acknowledged practice in many states that the obligation of the infringer to render
"unfair profis" is a kind of compensation different from the right to seek redress of
"damages" in the narrower legal serise (France, Germany, UK, USA). See Nr. '1, 2 a),
above.

12. Other causes of the profit (other . than tlieinfringement). should. be taken into account,
diminishing the amount of the profi fo be rendered to. the rightholder. However, the court
sliould differentiåht

a) Other causes with clearly deductible effects are, '
(1) the production costs

(2). the sales costs as far as they are attriputable to the infririging, products

(3) use of other rights (e. g. patents), at least as, far as theyareclaimed.or
expected to be. claimed -

b) QlIestionable appears the deduction of the impact of known trademarks and 'of market
prestige. These influences, in most cases, wil notlènd themselves to calculation.

c) No deduction should be allowed for: general costs, not attributable to the infringing
goods (especially: overhead costs), taxes, capital investment and general
entrepreneurial skils.

13. The causal nexus(li~k) between the infringing use oftiie patent ånd the profi (part ofthe
profit)mlJstbe established, at least in the way of a reasoned estimate to what degree the
infringement has beel1increasing the value of the good. One, but not the oniy, testcould
be to what degree it maybe assumed that the customer bought the infringing good
becâuse the patent has been used.

14. The rightholder should hâve the right to ask the unfair profits -from all stages of. the

distribution chain (producer, grossist, retailer)

15~ The word "unfair" (in "unfair profits") should be understood as meaning "ilegitimate" or;
,iilegal"~Since all profis caused 

by thé infringement (seeNr. 12,13) are "ilegal", theword
"unfair" should have no additional consequence,

IV. Lump sum I licence fee

'16. As the'iunfailprofits" also' the alternative "lump sum i iicence fee" is a kind of
compensation different from "damages" in the narrower legal sense (see Nr. 1, 2b, 12,
above). Therefore, the amount to be attributed under this alternative may differ (may be

. higher) than the licence fee in a normal licence contract betweenthe,rightholder and a
loyal licensee. This is shown by the words "on the basis", "of elements", "such as" and "at
least" inArt. 13 para l(b).

17. In fixing the amount of the lump sum llice,nce fee, the following aspects should be taken

into account which put the infringer in a better position 
than a contractual licensee:DUSUB01/DUST/238324.01 lovells

'1"1
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a) He may hope notto get detected and has the possibilty of surprising marketing
strategies

b) He does not render constant information on turnover and on other facts to the
rightholder

c) He does not folloW the rightholder's prescription on quality, get-up, distribution,
marketing and other obligations in licence-contracts.

d) He does not respect the territory of (real) licensees.

e) He does not hold price conformity~

f) He sees rioproblem in attacking the patent and wil attack.it.

18. . The hypotheticalc,?ntractors of the hypothetical licence contract (the.rightholder and the
infringer) shOLlld be understood as

a) knowing tl1eadvantages of the infringer(NL17) and

b) knowing the actual development oUhe infringerssales (which may be positive or
negative for the interest of the rightholder), because all compensation ls of a
retrospective nature.

19. The lump sum ¡Iicence fee should be calculated from the infringing . part of ttie product. If

calculated from the turnoverof the whole product, the licence fee should be divided
(diminished) to correspond to the value of the part.

20. In order to arrive at an "appropriate" rèmedy even in cases of price-destruction

("cannibalism") the lump sum should include

a) an entrancê fee and

b) afixed ainountcalculated on the basis of the pricesatthe beginning of the period

of infringement.

DUSLlB01IDUST/238324.U1 Lovells
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Position prior to the EU "Bolar" Provision
.

Position'before Bolar~Type provision: most Member States (MS)
had/have in their legislation the "experimental use exemption" 

which arises from the European Patent Convention.

. "experimental use exemption"iliterpreted differently among MS

); UK (narrow approach):, trials to discover something unknown. or .

test hypothesis- eXempt; trials todèmonstrate to third part
that product works or to am.ass information - not exempt
(Morisanto)

); Germany (more permissive approach): àn testing relating to ,
'research purposes' are 'exempt even if serve a commercial .
purpose (except large scale testing) - includes clinical trials

. "Bolarexemption": US conceptwhichc;onsists of exemptingfrom
patent infringement, tests and studies conducted for regulatory
approval'

. i

BRlSTOWS.

1

Overview of the EU Bolar-Type provision

· Article lQ(6)of Directive 2001/83/EC(introduced- by
Directive 2004/27/EC) states that:

"Conducting the necessary stlidies and trials
with a view to tne application of paragraphs 1,
2, 3 and 4 (abridged & hybrid abridged &
biosimilar applicationsland the consequential
practical requirem~ntsshall not be regarded as
contrary to patent rights or spes for medicinal'
products"

BRISTOWS
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What is authorised under Article 10.6 ? (1)

· Article 10.6 forthe relevant part sttes:
.. CondUctng' thenecesiy stdies and mars With a view. to the a6plication of
paragraphs 1; 23 and 4. and the consuential praètcal requirements ..."

· Therefore the exemptioni$ only available for:
~ , Applications subniitted ,under theEU alJndgêd/hybnd abndged procdure and

'biosirnilar procedure . . , . .,'. . .

~. ;~å~~:~~gt~l~~~i~I~lfn~~e~tf~~atlhf:~(::i~rl~:':~~,(thiS wil
production of sampres,comparabiliN studies,..."

~ The purpose of conductng the tes and stdies is imPortnt as only actvities
conducted with the aim to submit an application for an, MA uiider the spefic

Procedure Wil be exempted . ..- - - j .
· However, cannotenterthemarketuntil RDP,patent and SPC haveexpired (or been revoked) ,

BRISTOWS _

Implement~tiol1 in the UK

· Implemented on time (30 October 2005) bymodifying
the Patent Act (ss.60(5)&. 60(7))

· Narrow implementation
· The new wording provides.that J

"an act done in conductng a study, test or trial which, is
necessary,fo(and is conducted with aView to the
application of paragraphs (...) 1 to 4 of the (Directve); or
any other act which is required for the purpose of the .
application of those paragraphs."

wil not~oristitute aninfringëiient of patent rights ', \
· Guidelines issu~d by ,MHRA and UK Patent Office

BRISTOWS
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Whåt is permissible in the UK?
· MHRA and Patent offce Guidelines:

· Månufaçture/Import of actves, validation of manufaçturing process
· MamJfactre/Import of finished product, validatin of manufacturing

process
. Development/testng/use of analytical techniques for manufacture

of active & finished produçt
. Conduçt of pre-clinical test, clinical and biQ-availabilty trials,

stabilty studies
. Compilation and,submission of MA plus samples to regulatory

authorities

· Is only Guidanceuo but MHRA and Patent Ofce do not wish to

legislate

· A dispute as to sc;ope of UK Bolar-Type provision would he
considered. by UK Patent Court - it Could make a . r~ference to
Ed if rulèd provisions unclear'

BRISTOWS

~he MHRA Quidance

· The Bolar-Type provision would cover, mainly:

i.) the cårryingout of chemicalëlnd biological synthetic processes suitable for
the making, disposal or keeping of the actve substnce(s) including the
manufacture or the import of batches in quanties suffcient to provide material
for preparing investigative batches of the medicinal produc and to validate the
processes to the satisfacton of the competent authont!es.

ii.) the development, tesing and use oftheassociated analyical techniques forthe above. ;
iii.) the development of the final pharmaceutical compositon and manufactunng
processes for the medicinal product to be marketed including the making,
disposal or keeping or import of product batches in quanties suffcient to
conduct the necessary pre-clinical tes, clinical and bioavailabilty trials and
stabilty studies of the medicinal product and to validate the proæsses to the
satisfaction of the competent authorites. , "

¡v.) the development, testng and use of the assiated analytcal techniques forthe above; ,
BRISTOWS
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The M~RA guidan(e (cont.)

v.) the m~nufacture and supply to the competent authorities of samples of
active substnces, their precursors, intermèQiates or impurities and of

finished product samples,

vi.) thecomp¡iation and submission of aMA or Variation appliCation andapplication for a MA. ' "
· However, the 'necessary studies and trials' and the 'consequential practical

requirements' would not indude:

vii) The manufacture, packaging and testing of the active substance or
finished product not required for conducting the test and trials necessary
for gaining authorisation or for providing small quantities as samples. .

. Therefore, manufacturing large quantities òftroducts to storage in view of
a launèh of the generic proch,Jctwo41d notfal. within the Bolar-type
provision and would consttue patent ir'fringementas the procuèton of
such a quantity of medicine would not be required in support of a '

marketing authorisation. ' )

. BRISTOWS
,

.'. .'

........

implementåtion in Denmark
\ ,

. Source: Mikkel Vittrup(Plèsner Svane. Grønborg)

. Implementation on 1 JUlb 2007' (althoUgh unoffcially
implemented by 30 Octo er 200SJ by aöding a new
provision Section 3(3) (4) tothe . atent Act. Broad interpretation OfMiCielÆ6Jas tle exe'1tion
applies to altypes of application i.e m,enerics an ' .
"innovative" product) and exten ed t e applicationsoutside theEU . ,

. The new wording provides that (loose translation):
"Act, limited. to the subject matter of the patented 

invention, which are necessary in order to obtain a .
marketin~ authorisation for a pharmaceutical for humans
or anima s in the EU,in an EU member state or in the
other countries." 

'"

BRISTOWS.
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Danish provision

"4) Handlinglll. .diil' el llfgræiisettll 'lJn$t~clen fQI' dell patenterede opfln~

delse, som ér tiødvel1dlge fOr at kunne opriS en rnatk$flirilisUlhldelsll fo

et lægeimddel til merinesker tiller dyr lEU, Hm EtJmedlem$stel!~ llndre
lande."

BRISTOWS

II1Plementation ili)Denmark (cont.)

· "Act"necessary to obtain a marketing
authorisation:

· Studies, trials, investigations and otherreìated
procedures to a patented product

· Ambiguities:

.. Jtis thoLtghtthat"neçessary" must be interpreted '
broadly,.but this is unclear

· Does "limited to the subject of the. patented.
. 
invention" cover intermediary . prod uct and process. '
It does not cover patent protected "research tools"?

BRlSTOWS
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Implementation in Finland

· Source: Rainer HiIi(Roschier)

· Implementation on 1 May, 2006 by amending the Finnish Patent
Act (HÐ225/2005)

· Broad interpretation of Article 10(6)
· The new wording provides that (loose translation):

"The exclusive right shall not apply tm

i

i

(,...J
examinations or experimenL$ormeasures arising from practical
demands Which are needed for an application to obtain a marketing
authorisation for amecicinalproduct ~nd whiçh relate to the
invention concerning that mecicinal product (21.4.2006/295);(...)" '.'

"

BRISTOWS

,

Finnish. provision -

"Yksinoikeus ei käsitä:

(...)

lääkevalmisteen myyntilupahakemusta varten tarvittavia
tutkimuksia, kokeita tar käytnnön vaatimuksista .
aiheutuvia toimia" jotka koskevatkyseiseen

l lääkevalmisteeseen kohdistuvaa keksintöä
(21.4.2006/295);

(...J"

BRISTOWS
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Implementation in France
- Source: Pierre VÉRON (Véron & AssociE~s)

- implemented by Article 10 ofa French sttute.of
February 26, .2007

- Itsupplenients Article L. 613~50fthe French Intellectual
propert,Code which providesá Iistofpâtel1t '
infringement exemptions. '

-Broad iniplementationas: ,
- ~ ltis not limited to the studies and trials required forobtaining a

French or EU markèting authorisation (it could be applied to
" obtaining a US NDA) .

~,Itisnbtlimited to the patents covering the drug for which a
generic is contemplated (it could be interpreted as creating a
~fe harbour: against any patent,includil1g laboratory equipment
patent, and even research tools patents), ' ,

BRlSTOWS

France (loose translation)

¡.

· It adds a new paragraphd)accörding to which
the rights conferred by the patent do not exteiid
tö:

"the studies and trials required for obtaihing a
marketing authorization for a medicinai product, as
well as to the acts necessary forcârrying out theses
studies and trials and for obtaining the authorization".

BRISTOWS
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French provision

· (( Les droits cönférés par Ie brevet ne s'étendent
pas:
(0..)

d) aux.études etessais requis en vue de (~obtention

dune autorisationde mise sur la marché pour un
médicament, ail1si qu'aux actes nécessaires à leur
réalisation et à ('obtention de I'autorisation. ))

BRISTOWS
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German provision (§11 No. 2b PatG)

I-I ~:~,:a:':7" V~ti ~ l'lrkNng l1~~ ~'ttlû. Die "GirkianK-~. Patcu er5treckL rich
I. ~...d'u__nil!.n..-dl. lni prl:valin lterelC"b"zUl lliC'hl¡;e~e"bUcb~n Zweeice--',.-orgeonoU1i"'

n~e-ii iNe..d..n;. _ .
7~ .n."dlu..~ z:p V..nuchsz"We-ck.n.. dw ..tC'h.fnú i:.ia Ge,"eDSè~nd alr pial"...,lien'-.-n.Et1ndll.&u,,~Gz¡."._n~, ',. _ '" ',_ _ _ ,'_ _ _ '. ',':_ _ __.
.i ..dHi. Nuc&..:n!:blogSbøl' J\oteriftlll:Futh ZW'lc:k dezoZíiJlt.uu.tr. Entde.kul'¡V;- LI.llid

Eni~;ç.k.iini;; moine.., -cu.ea. Plln'2n-.cw;
2 b~ St-i.eq .1.Dd.V-:.ucb ..ud die ~lc: _dara\l~_ el--'lt,end~n p:iaktl~Mi1_- Anlù.iCl"~

~:~ç1:r~i:_ l:G::~.~;i~~f:n;~ti:;~~e~~~h~~~1e:~-:Le:t~:r¿=Z:..~iu.ung-_ ¡l"" ~- !\~,!d..b.-:n _ der I3UlÇopiiü:ch,n ,1.ninn ode in n_rlt"!lt:3ati.~n
~..rQE:d..U,,::b .Ind; _ _ _ _ _ _ _ - " _ _' _ _ _ .'''.'_ .' ",.., _ ,'. _ ,

3.,díe ~~ite~bllr:e _~.._--el:n~lÜSg ".:o' Al;~fMh:nlt.t.In. in ApodRl.j.' auf GFt.ln
:::.~~=e~:~~~;.i.~~n~1Û I~.dl~~uKei.. ~l~l~..:~iiø.' ß~.die ~e~ zubo~

4~ clan.1,bo..d VC)O ~ch¡lF_ eJ:n~~ A~~..eo.n ~iLJ_Ii~..~t.~dll. Pn¡!Ie:_V"Tb""J~hüber-:e.inkunof :lU.~ Schht~-d.8~blicl1..n :Elg.nt~_' ~.rnn:""end.L~ ~:t,tC'. de
G~gv"5'aDc.1i ".rpawnii.."ItD Er.m.dUl1.G ,~s(tiiJL:örp...~ m d£r. ~,"5chine.... in2
"D..el"'.. .b da-ft~,n. tnd *..u:tsr~ Z~bihåi:..-..n_ dl.. ,.Sc:".-:~o£'dh__S;"'_hend . od~r~ufãnlg in. die. .Geowtti&.,r" ..nC""h. -a~r el- cich, do.irG",kunph~c~h
di.~"$,G.e..tx..,.e:I:.~, V~r2,IL"'Il-et'Z.~_ d.;rJ"dl..... GOg9l1nMö., d:41urt'.ussdd~oß1ieh.tU~dd¡.D-iürl.n¡e..~.Scl,"ia~sv.~~eii""ird;, ',_. ..' ".' -

5~ d4!nC"lJl:.nic:i. des GOG':ni¡":Rau:'l5 dllr patuntlerili ,Eânt.:1~T,.K' in 'cJoer~'-~KuØ;lldng
ode.. Ri 'den. Bctr,el derr..u.f- o~e~L:.,.dt~uiieoene:s ¡adoereu Mic.li._dlaaow5'der _I"larise,r' Verb.nd.ñ~¡.u"nt ::~ ScJtaCZ, _tl~, gø.w"rbl.~._Eig~naun::.' ~or
.:iic. Zubehö"s'.aol-elar F:eug., ~n..d.~evOrher~~h~ ~der.zu",lll~ m.dciu
Gêangs:terech di~esGese'l:lCß gelø-.ge..; :,....., ".
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I"DlndtnÇ'P ein Lafdb.eng ",¡D~S. an...l Sau,~..- fltr~l' .ad de-t' di_.r Arti-kel. Dnr;Qwenden 'ft.. .... :/.. _. .
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ImplementatiQninItaly

. Source: Cristiano Cori (Trevisan & Cubnzo

Avvocati) ,
Implementation on 19 March 2005 by a Decree

Bolar-Type provision ha,sbeen implemented in
Article 68(1) of the Italian Intellectual Propert
Code
Broad interpretation of Article 10(6)
An issue currently questioned .in Italy is what the
notion' of \'practical requirements" actually
includes

.

.

.

.

.
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implementation in' Italy (cont.)

· Does this notion is limited to the preparation and use of the active
ingredient contained in the reference product or does it also include
theproper fiihg'of the marketing authorisation application?

· In interlocutory' proceedings ina recent decision from the,lP
Chamber of the District Court of Rome (23 October 2006)' it was
held thanhe mere filing of the application for marketing
authorisation fora generic drug before the expiry of the relevant
patent on the reference product may result in infringement.

· The situation is different if the, reference produg: is. protected
through anSPc: in this case, genericdrug companies may,fie the
application for marketing authorisation up toone year before the
expiry Of the SPc. i ,

, .

BRISTOWS

.

Italy (loose translation) 

''Te exclusive rights granted by the patent owner do not extend,
. whatever the subject matter of the invention:

a) to the acts carried Out in private without commercial purposes, 

as well asexperimenfal act, although aimed at obtaining, also
abroad, an authorisation to the marketing of a medicinal product
and to thecanying out of the c;onsequent practical tasks including
the preparation and use of the active ingredients strictly
necessäry thereto;

b) to the extemporaneous preparation in a pharmacy, for individual 

cases, of drugs in accordance with a medical prescription and the drugs
so prepared, provided.that no industrially obtained active ingredients

are used."

BRlSTOWS.
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Italian provision

· nLa faco/tà esclusiva attribuita da/diritto di brevetto non

si estende,aua/e chesia /'oggetto dellinvenzione:
· a) agli atticompiuti in ambito privato ed a. fini non

commercia/I, owen? in via sperimenta/e ancorché diretti
allottenimento, anche in paest esteri, di
un'autorizzazione allimmissione in commercio di,un
farmaco ed ai conseguenti adempimenti pratici ivi
compresi /a preparazione e l'uti/izzazione delle materie
prime farmac%gicamente attvea ciò strettamente
necessarie'~

/

BRISTOWS
,
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Implementation in th~ Netherlands

· ~Source: Simon Dack (De Brauw Blackstone Westbrook)
· Implemented on.1 February 2007 in Article 53,

paragraph 4 of the Dutch Patents Act 1995
(Rijksoctrooiwet ,1995)

· Narrow irnplementation
ií According to this provision, studies, tests and related

practical requirements for the purpose of applyihg Article
10, paragraph 1-4 of Directive 2001/83 do notconstitute
an infringeme~t of,a patent

BRISTOWS.
.
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