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Introduction

The grant of the patent in suit was mentioned in the European Patent Bulletin on 27 March
2002. It relaes to therapeutic compositions containing certain monoclonal antibodies in
combination with anti-neoplastic drugs, the antibodies are specific to a human receptor for
epiderma growth factor (EGF) and can inhibit the growth of human tumour cells that express
human EGF receptors by binding to the extra-cellular domain of the receptors to form an
antigen-antibody complex. The invention rests on a discovery that the combined treatment is
more efficient than the use of either agent by itsdf because it kills the cancer cells (a cytotoxic
effect) rather than merdly prevents them from replicating (a cytodtatic effect, as would be the
case with the monoclona antibody aone) and because it alows the use of lower amounts of
toxic or subtoxic anti-neoplastic drugs such as doxorubicin or cisplatin.

The claimant launched these proceedings on 26 March 2004, one day before the expiry of the
two-year period specified in section 37(5) of the Act, which states:

“On any such reference no order shall be made under this section transferring the
patent to which the reference relates on the ground that the patent was granted to



a person not so entitled, and no order shall be made under subsection (4) above on
that ground, if the reference was made after the end of the period of two years
beginning with the date of the grant, unlessit is shown that any person registered as
a proprietor of the patent knew at the time of the grant or, as the case may be, of
the transfer of the patent to him that he was not entitled to the patent.” ;

thiswasfollowed by alengthy exchange of correspondence between the parties and the Office
on whether the proceedings should be stayed to await the outcome of various pardle
proceedings in other jurisdictions. However, in my decison BL O/163/05 of 17 June 2005
falowing aprdiminary hearing on 4 March 2005, | declined the defendants’ request to stay the
proceedings to await the outcome of proceedingsinthe US, and gavethem aperiod of 28 days
to file their counter-statement.

At the hearing the claimant’ s representative said the claimant had proposed an amendment to
the US proceedingsto dlege sole, rather than joint, ownership, although no concluded view had
at that point been taken whether to amend their statement for the UK proceedings. However,
on 29 June 2005, shortly after | gave my decison, the clamant did indeed file an amended
datement in which sole ownership was advanced as an dternative to joint ownership and
meaterid was added in support of this dlegation.

The defendants took objection to this, and wanted the dlowability of the amendment to be
decided before they filed a counterstatement. This prompted another substantial exchange of
correspondence about the future course of the proceedings, which | do not needtogointoin
detall. The outcome was that the Office issued a letter on 5 August 2005 requiring the
defendants to file a counterstatement by 19 August 2005, without preudice to amendment at
alater sage should the amendments to the clamant’ s satement be found unacceptable. The
defendants duly filed a counter-statement addressing both the origind statement and the
amendments thereto, and the matters of the alowability of those amendments and the future
course of the proceedings came before me at a second preliminary hearing on 16 September
2005. Asbefore, Mr Tim Powell of Bristows appeared for the clamant Yeda, Mr Andrew
Lykiardopoulos, instructed by Bird & Bird, gppeared as counsd for Rorer, and Mr Daniel
Alexander QC, ingructed by Millbank Tweed Hadley & McCloy, appeared as counsel for
ImClone (the exclusive licensee of Rorer) and made a joint submission on the part of both
defendants.

| should add that Rorer istill the registered proprietor of the patent athough an application has
been made to change the name to Aventis Holdings Inc. following corporate restructuring.

The amendmentsto the satement

Inits originad statement of case, the clamant Yeda dleged that it was entitled to be a joint
proprietor with Rorer and that Professor Michael Sela, Dr Esther Pirak and Dr Esther Hurwitz
(the “Weizmann inventors’), who were employed by the Weizmann Ingtitute of Science
(“Weizmann”) inlsrad at the relevant time, were entitled to be mentioned as co-inventors. This
was on the grounds that the Wezmann inventors had unexpectedly discovered the synergistic
effect of the combination of the monoclond antibodies and anti-neoplastic drugs, and that they



and Weizmann had in August 2002 assigned ther rights to Yeda (who marketed and
commercidised developments ariang from Weizmann's work).  The claimant further aleged
that, when the work which the Weizmann inventors were carrying out on the use of EGF asa
potentia carrier for anti-neoplastic agents had turned in October 1986 to the use of antibodies
to the EGF receptors rather than EGF itsdf, one of the named inventors, Dr Joseph
Schlessinger, had provided two specific antibodies, identified in the patent as 108" and “96".

Hewasfor this reason named as a co-author in apaper published in December 1988 on which
the first US priority application (filed on 15 September 1988) supporting the patent was based.

It was dleged that Dr Schlessinger had been shown adraft of this paper earlier in 1988.

In the amended statement, the claimant now believes that the facts support an dternative case
for sole proprietorship on the part of Y eda, and for the Weizmann inventors aone to be named
as co-inventors rather than the presently named inventors Joseph Schlessinger, David Gival,
Francoise Bellot and Richard M Kris (the“ Rorer inventors’). The claimants accordingly seek
to make a number of amendments of substance to the statement, which | can summarise as
follows

- The contribution of the Rorer inventors was not sufficient to found aclaim to ownership
because they did not in any way contribute to the actud conception of the invention but
merely provided an antibody which the Weizmann inventors unexpectedly found to be
capable of inhibiting the growth of tumour cdls,

- Throughout the relevant period Dr Schlessinger and Dr Givol were employees of
Weizmann o that even if they had made an invention any rights they had in it would have
vested in Weizmann and would now vest in Yeda by virtue of an agreement dated 21
October 2004 between Weizmann and Yeda. Thisamendment restson an alegation that
Dr Schlessnger and Dr Givol were either on sabbatical or on leavefrom Weizmann a dll
materia times, and so remained employees of Weizmann by virtue of Isradli law and of
Weizmann's rules concerning sabbaticds;

- The 108 and 96 antibodieswere produced by immunising micewith CH 71 cdlsor CH
71 cell membrane preparation as described in the patent, but CH 71 cells were the
property of Weizmann and they were used by Rorer and the Rorer inventors without the
knowledge or consent of either Weizmann or Y eda; and

- The draft 1988 article had been shown to Dr Schlessinger in circumstancesimporting an
obligation of confidence and the gpplication for the patent had been filed in breach of that
obligation, and dso in breach of obligations to Weizmann under Isradli law by virtue of
their employment.

The cdlamant saysthat eventsin the pardld proceedingsin Germany and the US had givenrise
to an gppreciation that the underlying facts supported a clam to sole proprietorship. Thusin
Germany the defendants were making out a positive case that Dr Schlessinger had concelved
the ideaunderlying the invention as early aslate 1985 or the beginning of 1986 whilst employed
full time & Weizmann, which had focussed the clamant’'s mind on his employment satus.
Further, asaresult of the US depositions and disclosure documentsit appeared that none of the
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Rorer inventors except Dr Schlessinger were contending that they played a part in the
conception of theinvention, and that Rorer had no conception of the invention until informed of
the results by Weizmann.

Arguments and conclusions

For the defendants, Mr Alexander argued on the basis of the Civil Procedure Rules (“CPR”)
that | should not accept these amendments. He said that | was being asked to accept an
amendment to a statement after the two-year limitation period imposed by section 37(5) of the
Act for bringing the reference had expired, and that | was therefore obliged to have recourse
tor.17.4 CPR, the rlevant parts of which state:

“ Amendments to statements of case after the end of a relevant limitation period

(1) Thisrule applieswhere -
(a) a party applies to amend his statement of case in one of the ways mentioned
inthisrule; and
(b) a period of limitation has expired under -
(iii) any other enactment which allows such an amendment or under which such
an amendment is allowed.

(2) The court may allow an amendment whose effect will be to add or substitute a
new claim, but only if the new claimarises out of the same facts or substantially the
same facts as a claim in respect of which the party applying for permission has
already claimed a remedy in the proceedings. ......" .

In his view the Patents Act 1977 was an enactment “under which such an amendment is
alowed” for the purposes of r.17.4(2)(iii) because amendment was not expresdy prohibited,
thisfollowing from thereasoning in Par sons v Geor ge[2004] EWCA Civ 912, [2004] 1WLR
3264 on corresponding wording in r.19.5 CPR concerning change of parties after the end of
alimitation period.

It was common ground that if r.17.4 applied to the Patents Act 1977 - which the damant did
not necessarily accept - it would be by virtue of r.17.4(2)(iii). However, Mr Powell argued that
thiswas not primarily amatter of jurisdiction under r.17.4. Rather it was aquestion of whether
| should exercise discretion on the basis stated by Peter Gibson LJ in an unreported Court of
Apped case of 9 August 1999, Cobbold v London Borough of Greenwich (mentioned inthe
Office' s “Patent Hearings Manua”, March 2005 edition, at paragraph 2.41):

“The overriding objective is that the court should deal with cases justly. That
includes, so far as practicable, ensuring that each case is dealt with not only
expeditiously but also fairly. Amendmentsought in general to beallowed so that the
real dispute between the parties can be adjudicated upon provided that any
prejudice to the other party or parties caused by the amendment can be
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compensated for in costs, and the public interest in the administration of justice is
not significantly harmed. | cannot agree with the judge when he said that there
would be no prejudice to Greenwich in not being allowed to make the amendments
which they are seeking. Thereisalways preudicewhen a party isnot allowed to put
forward hisreal case, provided that it is properly arguable.”

Mr Powdl also took me to other parts of the Patent Hearings Manud (“PHM”), including
paragraphs 1.74 - 1.76 on the relevance of the CPR, to suggest that | ought not to be overly
influenced by court rules governing fine lega points on pleadings and that | should adopt a
pragmétic approach to the question of whether the amendments should be alowed. He
reminded me of the overriding objective, just as applicable to proceedings before the
comptroller as before the courts (1.75 PHM), to ded with casesjustly.

Asthe PHM explainsat paragraph 1.74, dthough the comptroller isnot bound by the CPR and
thelr associated Practice Directions, they haveadsgnificant influence on proceedingsbeforehim.
The paragraph gives a number of examples based on the identical powers of the comptroller
and the High Court as regards the giving of evidence and related matters. Paragraph 1.76
however makes the point that the comptroller is expected to be a chegper forum than the High
Court and this should be borne in mind when deciding how far to follow court procedures.

This | think argues for a substantiad measure of caution in deciding whether to adopt the
provisons of the CPR in any particular case before the comptraller. | certainly do not think
that | am bound to gpply the CPRin al cases where there might be alacunain the procedures
prescribed by the Patents Acts and Rules, still lessthat | should regard the CPR as some sort
of “gloss’ which automaticdly applies as a further layer of rules governing these procedures.
Inmy view the mogt that can be said isthat the CPR will beindicative in some cases, but by no
means al, of the gpproach to be adopted by the comptroller. Withthat inmind | will ded with
the arguments advanced by Mr Powd | and Mr Alexander on the relevance of the CPR and
cases decided thereunder, Mr Powell arguing on the basis that even if r.17.4 gpplied the
clamant satisfied the teststhat it laid down.

The position under the Civil Procedure Rules

1. Doesthetimelimit prescribed by section 37(5) of the Patents Act 1977 import aperiod of
limitation for the purposes of r.17.4 CPR?

Mr Powell disputed the suggestion made by Mr Alexander, on the basis of datements madein
correspondence, that the parties were in agreement that section 37(5) established a limitation
period. In hisview section 37(5) merdly provided atime limit which could be extended if the
person bringing the reference dleged bad faith (whichwasnot inissue here). The dlamant had
made the reference within the time limit, and so0 long as that condition was satisfied the
dlowability of the amendmentswas purely ametter of discretion and no separate limitation point
arose. Indeed | observed that the language of section 37(5) (“No order shdl bemade..... if the
reference was made after the end of the period ....”) might arguably not be understood as a
limitation period.
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Mr Alexander thought that as a practical matter it made no sense to dlow dlegations to be
made after the two-year timelimit if it was not possible to obtain the desired remedy. Further,
he noted that paragraph 37.12 of the“ CIPA Guideto the Patents Act” (Sweet & Maxwell, 5"
edition) referred to the provision of section 37(5) as a“time bar” which could be lifted if bad
faith could be shown, and that section 37 was one of those sections which was required by
section 130(7) of the Act to beinterpreted in the same manner as the corresponding provisions
of the European Patent Convention and the Community Patent Convention. Thus asexplained
inthe CIPA Guide at pages 714 and 1075 the corresponding provison is Art 23 of the CPC
as amended in 1989 which reads:

“1. If a Community patent has been granted to a person who is not entitled to it
under Article 60(1) of the European Patent Convention, the person entitled to it
under that provision may, without prejudiceto any other remedy which may be open
to him, claimto have the patent transferred to him.

2. Wherea personisentitled to only part of the Community patent, that person, may
in accordance with paragraph 1, claimto be a joint proprietor.

3. Legal proceedingsin respect of therights specified in paragraphs 1 and 2 may be
instituted only within a period of not more than two years after the date on which
the European Patent Bulletin mentions the grant of the European patent. This
provision hall not apply if the proprietor of the patent knew, at the time the patent
was granted or transferred to him, that he was not entitled to the patent.” ;

and this clearly imported alimitation period.

In the light of the andogy with Art 23 CPC, | will proceed for the moment on the basisthat the
two-year period in section 37(5) can condtitute a limitation period for the purposes of r.17.4.

2. Do the amendments satisfy the tests of r.17.4(2) CPR?

It was not | think disputed that the judgment of Park Jin Hoechst UK Ltd v Inland Revenue
[2003] EWHC 1002 (Ch) at paragraphs 22 - 23 provides a convenient darting point for the
andysis of amendments proposed outside alimitation period. AsPark Jexplained, thereisno
discretion to dlow such an amendment if it involves the addition of a new cause of action and
if the new cause of action did not arise out of the same facts or substantidly the same facts as
aready pleaded. Nor wasit disputed that, as stated by Diplock LJinLetang v Cooper [1965]
1 QB 232 at pages 242 - 243:

“ A cause of action is simply a factual situation, the existence of which entitles one
person to obtain from the court a remedy against another person.”

(so that in this case there were not two causes of action when the same factud Stuation gave
riseto clams for both negligence and trespass to the person).

In his skeleton argument, Mr Powell considered that the claims for sole proprietorship and
consequentia matterswere not the addition of new causes of action, but merely clamsfor new
or additional remedies arisng out of thefactsin dispute. He drew my attention to LIoyds Bank
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plc v Rogers[1999] 3 EGLR 83 to illustrate the difference between introducing a new cause
of action and dlaiming anew or different relief when the cause of action remained the same. In
this case the bank was dlowed to amend aclaim for amoney judgment so asto add aclam for
possession of property in a Situation where the origind particulars would have judtified such a
clam (dthough | note that Auld and Evans LJJ differed as to whether there was in fact a new
cause of action). Mr Powell accepted that in the present case the amendments introduced
further particulars of the factual background to the dispute, but thought that even if there was
an additiond cause of action, it arose out of subgtantidly the same facts. As he put it in his
skeleton argument, the basic factua Stuation, pleaded in the origind statement and remaining
unchanged, was that Y eda was entitled to relief because Rorer had through the actions of Dr
Schlessinger gppropriated the experimental work devised and carried out, and the invention
meade by the Weizmann inventors, at the Weizmann Inditute.

Mr Alexander did not seeit thisway. In hisview the amended statement had added a claim of
sole entitlement, clams to new reief, a dam to rights granted under any supplementary
protection certificate, and alegations of breach of confidence and of Isradli law. He did not
think that these could be said to arise out of the same or substantidly factsasorigindly pleaded.
| have summarised above the extra materia that has been introduced; Mr Alexander pointed
out that dl of thiswas going to involve matters which would not have needed to be considered
under the reference as origindly pleaded. This would require different and more extensve
evidence to be furnished, including evidence of Isradi and US employment and patent law and
evidence of breach of confidence to support the dlegation now made that any inventive
contribution made by Professor Schlessnger or Dr Givol vested in Weizmann. Mr Alexander
stressed that a different claim to entitlement was now being made: not “I contributed to the
invention and should have a share in it” but “Even if it was completely invented by you, it

belongs to me anyway” .

Mr Alexander took meto anumber of authoritiestoillustrate that the courtstook anarrow view
of whether there was a new claim or cause of action and whether it arose out of the same or
subgtantidly the samefacts. He particularly drew my attentionto P & O Nedlloyd BV v Arab
Metals Co [2005] EWHC 1276 (Comm) to show that the test as to whether facts were
subgtantidly the same was not smply whether the background was the same. In Nedlloyd,
Colman J hdd (paragraph 42) thet to be dlowable the amendment mugt “involve something
going no further than minor differences likely to be the subject of enquiry but not involving any
maor investigation and/or differences merely collatera to the main substance of the new claim,
proof of which would not necessarily be essentid to its success’. This test was not satisfied
wherethe dlamantson the origina clam needed only to rely on the contents of afax, but would
need to rely on evidence about it to make good the new claim.

Mr Alexander sought to distinguish another recent judgment, The Convergence Group plcv
Chantrey Vellacott [2005] EWCA Civ 290 in which alegations of negligence were made
againg afirm of accountants and the amendments (which were allowed) had the effect of adding
afurther year to the period over which negligence was dleged. The Court of Apped held that
athough there was anew claim, it arose out of substantialy the same facts as aready pleaded.
It observed (paragraph 105) that in a case of such factud complexity it was dmogt inevitable
that new dlegations of fact were made. However (paragraphs 107 - 108), the new alegations
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arose from the same retainer, related to the same matter (the proposed restructuring of the
Group), relied on the same duties owed by the accountants and introduced no new alegations
of loss. Further (paragraphs 109 -112), with or without the amendments it was inevitable that
evidence of the advice giveninthefirst year was going to be put before the court and the nature
of that advice was going to be under scrutiny. | think thisquite Smply summarised in paragraph
106 where the Court of Appeal saw on the pleadings a continuous course of conduct over a
period and cumulative delay causing losses at the end of that period.

Other casesrelied on by Mr Alexander wereHoechst v I nland Revenue mentioned above and
Paragon Finance plc v D B Thakerah & Co [1999] 1 All ER 400. In Hoechst, which can
| think be contrasted withConver gence, aclam to overpayment of 1995 advance corporation
tax (ACT) was not dlowed to be added even though the origind claim was a generic one
relaingto ACT paid since 1989. Although the background to the new cause of action wasthe
same, it did not arise out of subgtantialy the same facts because the centrd fact giving risestoa
cause of action was the payment of a specific dividend and the consequentia payment of ACT
caculated by reference to the dividend. However, the origina claim, athough generic, had not
been quantified by reference to the 1995 dividend.

InParagon Finance, the clamant sought to add an dlegation of fraud to alegationsof breach
of contract, breach of fiduciary duty and breach of duty of care in respect of advice given in
respect of mortgage loans. In the Court of Apped Millett LJ thought it “incontrovertible’ that
an alegation of intentiona wrongdoing involved a different cause of action since it had not
previoudy been dleged that there was any intentiond wrongdoing. He dso congdered it
“contrary to common sensg’ that a claim based on alegations of negligence and incompetence
on the part of a solicitor could involve subgtantidly the same facts as an dlegation based on
fraud and dishonesty, and there could be *no sharper ling’ than that separating such cases.

At the hearing Mr Powell was prepared to accept that the addition of an dlegation that
entittement vested initidly in Weizmann by virtue of the work done by Dr Schiessinger and/or
Dr Gival whilst employed by Weizmann was anew dam, in that it was a new basis on which
the damant might be able to clam ownership. However, he maintained that dl thiswas dl part
of the same story and would largely have come out during the evidence stages and in cross-
examination, except perhapsfor the points on employment law. Hedid not think that therewas
anything very much in the dlegation of breach of confidence, since this would have been
something that Dr Schlessinger would naturdly have understood.

Mr Powell also took meto case law to support his arguments. In addition to Lloyds Bank plc
v Rogers [1999] 38 EG 187 discussed above, he relied on paragraphs 105-106 of the
Convergence case to show that the courts in fact took a broad view of the matter, and that it
was dmog inevitable that further factua matter would come to light. In a smilar vein he
mentioned the case of Circle Thirty-Three Trust Ltd v Fairview Estates (Housing) Ltd
[1984] 1 Congt LJ 282 where it was sought to supplement aclaim, that a building devel opment
was not properly carried out because the houses were defective, by adding an dlegation that
the specification and drawings, and hencethedesign, were defective. Everleigh LJthought that
whilt in theory there might be two separate causes of action, the amendment could be alowed
because the substance of the clamants casewasthat they had not been given the buildingsthey
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contracted for. As| read it, the judge was aming to prevent the defendants getting off on a
technicdity by arguing thet the origind claim failed because the work carried out was beyond
reproach and the fault lay in the design.

Inandysing dl the above case law to decide whether thereisanew cause of action and, if there
is, whether it relies on the same or subgtantialy the same facts as originaly pleaded, | accept
that the judgment is essentidly a quditative one (see paragraph 104 of the Conver gence case)
or a “matter of impresson” as indicated by Millett LJ in Welsh Development Agency v
Redpath Dorman Long [1994] 1 WLR 1409.

If - and | repeat if - | am congtrained by r.17.4 CPR, then on baance | would find Mr
Alexander’ s argument the more persuasive. Thus, prima facie by andogy with Paragon
Finance aclam to sole ownership would seem to be something quite different fromadamto
joint ownership. Further, the amendments do not rest on an essentially unchanged set of facts
asin Lloyds Bank. Although Mr Powell argued that there was a continuing research
programme which would be under investigetion, | think that the amendments fal a little way
short of being part of a course of conduct which would inevitably be under investigation, asin
Convergence, or of being desirable for reasons andogous to Circle Thirty-Three. The
Stuation seems to me to have more in common with Hoechst and especidly P & O Nedlloyd
snceit would be difficult to regard the amendments as minor matters not requiring mgor new
investigation - even if mog of them might have “come out in the wash” in the course of the
proceedings.

3. Isareference under section 37 sufficiently anadlogousto aclaim or cause of action beforethe
court?

However, | think dl this misses an important point. Under section 37 the clamant makes a
reference to the comptroller to settle a question of who should be the true proprietor of the
patent. In determining that question the comptroller can make such order as he thinks fit, and
is not congtrained by the particular form of order which the clamant seeks. Even if the
reference dleges joint ownership and seeks that as a remedy, the comptroller is perfectly
entitled to give a different remedy and to make an order for sole ownership without requiring
amendment of the pleadingsif he considers that appropriate in the light of the evidence before
him including the results of cross-examination.

Therefore in my view, and irrespective of any anaogy with Art 23 CPC, amending areference
to the comptroller under section 37 is not on dl fours with adding anew clam or cause of
action to an action before the court. That being the case, | do not consider myself bound to
follow the procedures of r.17.4 CPR or the authorities cited under it, which | think lead me
down ablind dley. | agree with Mr Powell that no limitation point arises, and that | do have
discretion to accept the amendments. The lateness or otherwise in seeking the amendments,
induding the fact that they were sought outsi de the section 37(5) period, issmply one factor to
be consdered in deciding whether to exercise discretion.

Whether discretion should be exercised to allow the amendments
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Indeciding this| come back to the overriding objectiveto ded with casesjustly, and | think that
Peter Gibson LJs comment in Cobbold v London Borough of Greenwich which | have
quoted above is very much to the point. On the basis of that case, Mr Powell argued thét |

should alow the amendments unlessto do so would cause irremediable harm to the other party,

which was not the case here. He thought that there was no prejudice to the defendants, who

had not demonsgtrated any intention to plead to the origind statement, and that it would be a
draconian measure to refuse the amendments and so prevent the dlamant from putting its full

case.

| find thisargument attractive, not least becauseit hardly seems sensible to go ahead with what
will clearly be a substantid hearing before the comptroller if the full case is not in issue.
Nevertheless, asexplained at paragraph 2.43 PHM, | do need to consider thisinthelight of the
objections raised by the defendants, the diligence of the clamant in putting forward the
amendments, and whether any delay in so doing is unjust to the defendants or againgt the public
interest.

Mr Alexander suggested a number of reasons why the amendments should not be accepted.
He said that there was gtill no proper explanation as to why the amended statement had not
been pleaded much earlier, and suggested that the matters relied on had been within the
cdamant’s knowledge for many years- for instance, the terms under which Dr Schlessinger and
Dr Givol were employed by Weizmann were a al times known to the referrer.

Mr Alexander drew my attention to Nedlloyd (discussed above), where Colman J said that,
evenif he was wrong on ther.17.4 point, he would sill have refused to exercise discretion in
the gpplicant’ s favour because the new claims could have been pleaded at any time during the
limitationperiod, and no explanation had been given for thefallureto do so. Thusinthe present
case, the reference having been made at the last possible moment before the expiry of the
section 37(5) period, it was incumbent on the claimant to bring forward its entire case at that
time. Ashedid at the earlier prdiminary hearing, Mr Alexander emphasised what he saw as
alack of diligence on the part of the damant in bringing the rdevant mattersto light, bearing in
mind that the patent resulted from adivisona application published in 1995 and that the parent
gpplication had been published in 1990.

Mr Powell emphasised that the facts supporting the amendments had come to light during the
period of de facto suspenson of the UK proceedings while the defendants gpplication for a
stay was under consderation. The claimant had not thought it sensible to proceed with an
amended gtatement until it wasknown whether the proceedingswould continue, bearinginmind
that the defendants had not indicated any intention to plead to the origina statement.

Indeed Mr Powell suggested that there was an air of unredity to the defendants continuing
objection to the statement now that the pleadings had been exchanged on the bass of the
amended statement. | asked Mr Alexander at the hearing what was the red prgjudice to the
defendants- and | put to him apossible argument that in effect everything had been onicewnhilst
the question of whether to stay the proceedings was under consideration, but, after a delay
which prgudiced the damant if anyone, the proceedings were now under way on the basis of
the amended statement and the defendants’ counter-statement.
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In addition to the points he had made about the need for further investigation as aresult of the
amendments, Mr Alexander thought it quite reasonable to suppose that there was going to be
commercid prgudice in such adeay in getting the red case under way. In his view the two-
year period of section 37(5) was there to ensure that those who had patents could be secure
in their rights after agiven period. Alsoin this case third parties were entitled to assume that
after the expiry of that period the case would proceed as a clam for joint, not sole, ownership,
and arrange their affairs accordingly. Mr Powell suggested that this was purely hypothetical,
given that proceedings aleging sole entitlement were dready under way on corresponding
patents in France, Austriaand the US.

Having carefully consdered dl these points, it is my view that dl the amendments to the
satement should be accepted. In the light of Peter Gibson LJ s judgment in Cobbold, | think
the public interest in the administration of justice makes it desirable for the full case to be
pleaded, and that if thereis prgudice to the defendantsit should be reflected in cogts (which |
deal with below). Even if the facts pleaded in the amendments are not part of a continuous
course of conduct which was dready in issue in the sense explained in Convergence, | think
there is neverthel ess an underlying overdl research programme which the comptroller needsto
congder in order to decide who is entitled to the patent including whether it should be solely or
jointly owned.

| accept thet it was sengblefor the claimant to defer formally amending the statement until it was
known whether the UK proceedings were going to continue. As regards the length of time
which it has taken these matters to come to light since the publication of the divisond
gpplication, thiswas dealt with in my earlier decison O/163/05 at paragraphs 59 -62 where |
did not accept Mr Alexander’s argument. | see no reason to revigt this point.

| do not think that the concerns put forward by Mr Alexander redlly hold water. Concelvably
there could be Stuations where an amendment to a satement after the expiry of the section
37(5) time limit might so change the nature of the case that to dlow the amendment would be
unjust. However, bearing in mind that | do not consider mysdf bound by the authorities cited
under r.17.4 CPR, | do not think that isthe Situation here. Asto possble commercid prejudice
and prgudice to third parties, | cannot serioudy conceive that once the question of the
cdamant’ srightsof ownership had been referred to the compitroller, anyonewould have ordered
their affairs on the basis suggested by Mr Alexander.

More important, | do not think the defendants are sgnificantly disadvantaged by going ahead
on the basis of the amended statement. | do not think that they can in any way said to be
surprised by an dlegation of sole ownership, Snceit is not disputed thet this has been in issue
inparale foreign proceedings before the amendment wasformaly madeto the UK proceedings
more thanthree monthsago. Whilst | accept that the new allegations may require investigation,
the evidence rounds are not yet under way and | do not think that the defendants now start from
aworse position than any other defendant as regards the time now needed for preparation and
filing of their evidence. If difficulties do arise onthat score, they can be dealt with in the course
of the evidence rounds, which | consder below.
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| should add that reference was made at the hearing to the way these matters had been dedlt
with in the pardld proceedingsin Germany, but | do not think thet is relevant to my decison.

Mr Alexander so noted that the claim for sole ownership appeared to be a variance with
uggestions made by Professor Seladuring the US depositionsregarding Dr Schlessinger’ srole.
However, | agree with Mr Powdl| that thisisamatter which can be tested in cross-examination
and is not areason for refusing the amendments.

The future conduct of the proceedings

Having decided that the amendments may be dlowed, it remains for me to settle a number of
differences between the parties as to how the proceedings should be continued.

Savice of areply

Mr Alexander sought an opportunity to file areply before the evidence rounds began. Hesaid
that dthough this was not usua in proceedings before the comptroller, it was standard before
the court and made sense where it would assist to have the case set out clearly. However, to
my mind it is the purpose of the pleadings to define the respective cases which the parties wish
to make with sufficient darity. If there is any lack of dlarity the answer lies in amending the
gatements, not in building a further sage into the proceedingswhich isnot contemplated by the
Patents Rules. Like Mr Powell | would see this as merely introducing unnecessary delay.

In any case no substantia reason was given by Mr Alexander as to why a reply should be
needed at this stage, beyond a suggestion that the pleadings were not especidly particularised
and thiswas likely to be a case of subgtantia length. | cannot see that any of this holds water:
the defendants have formulated a counter-statement which on the face of it addresses in some
detall the dternatives of both joint and sole ownership. | therefore see no reason why the case
should not now proceed to the evidence rounds.

Evidence rounds

Mr Powell had initialy contended that the standard six-week periods for each of the evidence
rounds should gpply from the date of the hearing, which would enable the matter to be brought
to a subgtantive hearing in Spring 2006. However at the hearing he accepted thet it would be
gppropriate for the timetable to run from the date of this decison. Mr Alexander argued that
it would make sense for there to be alittle more leeway than usud, and that the six-week
periods provided by the Patents Ruleswere merely adefault position which | wasfreeto depart
from: working back from May 2006 he thought that it would be sensible to set elght-week
periods. Mr Powell accepted that this would probably not make agreat dedl of difference, but
thought that it was preferable to dedl with extensions to the prescribed periods as the need
arose.

| believe that Mr Powell isright. As explained at paragraph 2.55 PHM the six-week periods
are expected to be sufficient in most cases and thereistherefore agenera presumption againgt
extending them. They therefore represent a norm rather than a default postion. If genuine
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difficulties do arise in complying with these periods they can be extended at the comptroller’s
discretion but there must be materia upon which the exercise of discretion can be based. So
that there should be no doubt, | emphasise thet if any extension is sought | will require a clear
indication of what the particular difficulty isand why that makes it impossible to meet the time
limit - not a mere generdised reference to the difficulties of finding suitable witnesses and of
collecting evidence in foreign jurisdictions. Both sides have been aware for some time now of
the matters on which evidence might be needed, and should have been able at least have made
some preliminary enquiries.

| amtherefore going to set the usual six-week periods prescribed by rule 54 of the Patents Rules
1995, garting the timetable from the date of thisdecison. That should gill enable ahearing to
take place around May 2006 if there are no further delays. | note that no date yet appearsto
have been fixed for the US proceedings which were the subject of the previous unsuccessful
request to stay these proceedings.

Disclosure

The damant is resisting the defendants request for mutua disclosure on the grounds thet this
Is not normd in proceedings before the comptroller, and the defendants are asking meto order
that such disclosure take place. Mr Powell suggested thet by virtue of the disclosureinthe US
proceedings, the parties were well aware of the documents likely to be needed, and they were
available for usein the UK proceedings by virtue of a protective order. Mr Alexander on the
other hand thought it unreasonable for disclosure to be treated as dready given. Economica
case management required the parties to identify and list the documents from the massive
disclosure exercise in the US (possibly some 30,000 pages) which they regarded as relevant,
and this should not be an undue burden. This was stlandard procedure in the High Court and
it would be proportional to adopt a sSimilar procedure for a case of this magnitude.

What the defendants are seeking does not accord with the normal procedures before the
comptroller and | do not propose to make any such order. Those procedures are explained in
the PHM a paragraphs 3.40 - 3.57, and, again so that there should be no doubt, | will
emphasise the sdient points.

Disclosureis not common in proceedings before the comptroller, because the time and effort
involved in identifying what may be a very large number of documents can dl too easlly negate
the advantage of the comptroller asardatively inexpensivejurisdictionin comparisontotheHigh
Court. It is therefore manifestly unlikely that the comptroller would ever order “standard”
disclosure of relevant documents in accordance with r.31.6 CPR - which seemsto be what the
defendants are asking for. Orders for disclosure in proceedings before the comptroller are
usudly ordersfor specific documentsor classesof documentsin accordancewithr.31.12 CPR,
and the tests to be gpplied are till those stated by Aldous Jin Merrell Dow Pharmaceuticals
Inc’'s (Terfenadine) Patent[1991] RPC 221, namely whether the documentsconcerned relate
to mattersin question in the proceedings, and whether their disclosure is necessary to dispose
fairly of the proceedings or to reduce costs.

Before approaching the comptroller for a disclosure order, the party requesting it should
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therefore have attempted to reach voluntary agreement with the other party as to what
documents should be disclosed. A party applying for specific disclosure should explain its
reasons in full and should identify the documents or classes of documentsthat it seeksasclearly
aspossible.

Although | accept that thisisacomplex casein which disclosure may be appropriate, no reason
has been shown why | should depart from the above principles, and | would in any case do so
only for the most compdlling of reasons. If the parties cannot reach agreement on disclosure,
| will condder on its merits any subsequent request for an order for specific disclosure, and |
will dedl with it in accordance with the principles that | have explained above.

Timetable for expert evidence

Mr Alexander also suggested that atimetable for expert evidence might be desirableinsofar as
it was sensble for the experts to comment on the factua evidence. 1t may well be sengble for
experts to offer such comment, but | do not think | should start building any such timetableinto
the proceedings. If it is afactor which causes difficulty in meeting a time limit for the filing of
evidence, it can be dedlt with on its merits at the appropriate time.

Generd condderations

| haveto say that | am far from happy at the way the case has progressed to date. So far, two
ubstantid hearings have been necessary to ded with prdiminary issues, and 18 months after
the launch of proceedings the evidence rounds have yet to begin. Whilst | accept that there
were points of some legd complexity which the defendants were fully entitled to raise and to
argue, the substantial and incessant exchange of correspondence between the parties, al copied
to the Patent Office, hasat times madeit difficult for the Officeto progressthe casein an orderly
manner and has had the effect of dragging out the proceedings (as was made clear in the
Office sletter of 5 August 2005 to the parties). Itis only far to say that Mr Alexander a the
hearing regretted any inconveniencewhich might have been caused, and explained that, it having
been mooted at one time that a decison might be made on the papers, ImClone had felt it
desirable to make full submissions and copy al correspondence between the parties to the
Office.

In the hope that difficulties of this sort can be avoided in future, | will emphasise one or two
points that arise from the defendants submissions on the future course of the proceedings.
Although accepting thet it was not necessary to davishly follow court procedures, Mr Alexander
nevertheless urged on me the need to adopt procedures commensurate with a case of this
complexity and importance. As explained above, the case has involved a massive disclosure
exerciseinthe US, and Mr Alexander stressed that substantial case management isgoing to be
necessary as it may involve evidence from mog, if not al, of the seven named or dleged
inventors and expert evidence on foreign law.

| fully accept that this a case of some complexity and that a congderable amount of money is
a stake. Nevertheless| see no reason why, in order to meet the overriding objective of deding
withthis casejustly, | need to depart to any substantial degree from the procedures prescribed
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by the Patents Act and Rules and eaborated in the “Patent Hearings Manud”. Questionsin
respect of the entitlement to a granted patent are required by section 37 to be referred to the
comptroller, except where he declines under section 37(8) to ded with the matter. | think this
involves a presumption that such references should be accommodated within the comptroller’s
norma procedures (which include the power to cal case management conferences and pre-
hearing reviews if necessary) and | see no insuperable difficulty in doing so in the present case.
The likely duration of the substantive hearing and the complexity of the case are not to my mind
aufficdent reasons on their own for adding extra stages to the usua procedures in the ways
suggested by the defendants.

The next steps

| accept the clamant’s amended statement and the defendant’s counterstatement into the
proceedings. The clamant now hasaperiod of Sx weeksfrom the date of thisdecision (which
period will be suspended in the event of an appedl) to file evidence in support of its case, and
should send a copy of that evidence to the defendants. Thereafter the evidence rounds will
continue in accordance with rules 54(5) - (7) of the Patents Rules 1995.

Costs

At the hearing the parties expressed a preference to make submissions on cods after recelving
my decison. | will therefore give the parties a period of 28 days from the date of this decision
to make any submissions, in addition to thosethat they have dready made, on whether | should
make afurther award of costs at this stage in the proceedings and whether | should depart from
the comptroller’ s standard scale.

Appeal

Under the Practice Direction to Part 52 of the Civil Procedure Rules, any gpped againg this
decison must be lodged within 28 days.

R C KENNELL
Deputy Director acting for the Comptroller



