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Summary of Facts and Subm ssi ons

1573.D

Eur opean Patent No. 0 343 217 (application

No. 89 900 042.6; published by the WPO under the
nunber WO 89/04168) was filed on 10 Novenber 1988. The
patent relates to the isolation and preservation of
fetal and neonatal henatopoietic stem and progenitor
cells of the blood and was granted on the basis of 68
clainms, of which clainms 32 and 34 to 36 read as
fol | ows:

"32. A conposition conprising a plurality of viable
cryopreserved human neonatal or fetal henatopoietic
stemcells derived fromthe blood for use in a nethod
for hematopoietic or immune reconstitution of a human.

34. A conposition as clainmed in claim32 or claim 33,
in which the conposition conprises whole bl ood

35. A conposition as clained in any one of clains 32 to
34, wherein the cells are derived from bl ood col |l ected
froman unbilical cord and/or placenta at birth

36. A conposition as clained in claim35, wherein the
unbi | i cal cord and/or placenta are froma single
i ndi vi dual . "

Noti ces of opposition were filed by five opponents Ol
to & all requesting the revocation of the European
patent on the grounds of Article 100(a) and (b) EPC. By
a decision dated 21 July 1999 the opposition division
revoked the patent because the subject-matter of the
clainms then on file was not novel and/or |acked an

i nventive step.
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The follow ng docunments are cited in the present
deci si on:

(D5) Ende M et al., The Virginia Medical Mnthly,
Vol . 99, pages 276-280 (1972);

(D11) Declaration of Prof. P. Rubinstein dated
10 February 1997;

(D12) Thesis presented in May 1985 by J. Besal duch at
t he University of Valencia (Spain), having the
title "Characteristics of granul ocyte-
macr ophagi ¢ precursors in cord blood" (English
transl ation);

(D21) Koike K., Acta Pediatrica Jpn, Vol. 25, No. 3,
pages (35)275-(43)283 (Septenber 1983);

(D24) Nakahata T. et al., J. din. Invest., Vol. 70,
pages 1324-1328 (Decenber 1982);

(D30) Declaration of Prof. |1.D. Bernstein dated
23 Novenber 1994;

(D31) Declaration of Prof. H E Broxneyer dated
23 Novenber 1994;

(D34) Apperley J.F., Bone Marrow Transpl antation, Vol.
14, pages 187-196 (1994);

(D143) Broxneyer H E. et al., din. Exp. Immunol., Vol.
107, Suppl. 1, pages 45-53 (1997);

(D145) Douay L. et al., Exp. Hematol., Vol. 14,
pages 358-365 (1986);
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(D148) Rubinstein P. et al., Blood, Vol. 81, No. 7;
pages 1679- 1690 (1993);

(D149) Declaration of Prof. |I.D. Bernstein dated
13 March 2003.

Appel lant | (patentee), appellant Il (opponent Ol) and
appellant 1l (opponent O4) filed appeal s agai nst the
deci sion of the opposition division. Appellant II
requested that the reasons for revoking the patent be
based on "additional and/or different grounds”, whil st
appellant I11's Notice of Appeal was received on

15 Cctober 1999 and the appeal fee was paid that sane
day. The two nonth tine limt fromthe deenmed date of
notification of the witten decision under appeal laid
down by Article 108 EPC expired on 21 Septenber 1999.

In a comunication follow ng the sumons to oral
proceedi ngs the board expressed its prelimnary non-
bi ndi ng opi ni on about sone inportant points to be

di scussed at the oral proceedings.

Oral proceedings were held on 7 April 2003, during

whi ch appellant | submtted a new main request

(clains 1 and 2) in replacenent of any previous claim
request. Clainms 1 and 2 read as foll ows:

"1. A conposition conprising a plurality of viable
cryopreserved human neonatal hematopoietic stemcells
derived fromthe blood collected fromthe unbilica
cord and/ or placenta froma single individual at birth,
for use in a nethod for hematopoietic or inmune
reconstitution of a human.
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2. A composition as clainmed in claiml1, in which the
conposition conprises whol e blood."

The subm ssions by appellant | in witing and during
t he oral proceedings, insofar as they are relevant to
the present decision, can be sumarized as foll ows:

Formal adm ssibility under Rule 57a and Article 123(2)
EPC

- Claim1 of the new main request resulted fromthe
conbi nation of granted clains 32, 35 and 36,
whereas claim2 was based on granted cl ai m 34.

- The feature "froma single individual at birth" in
claim1 had been introduced in view of a possible
obj ection of lack of inventive step vis-a-vis
docunent (D12).

- Claim1 of the new main request no |longer relied
on stemcells fromfetal blood in order to
overconme a possi bl e objection under Article 53a
EPC.

Novel ty

Docunent (D5)

- Docunent (D5) did not disclose cryopreserved cord
bl ood. The author of this docunent did not achieve
conpl ete and permanent henat opoietic
reconstitution, but nerely a tenporary change in
the patient's red blood cell phenotype
characterized by the appearance of an "M anti gen"
(see Fig. 2, page 3). Unlike HLA typing or
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cytogeni c anal ysi s, however, red-cell typing only
coul d not show that a conpl ete hemat opoietic
reconstitution took place.

Docunent (D11)

- Thi s docunment related to investigation on
Juveni | e-Onset Di abetes Mellitus (JODM and the
node of inheritance of that disease, which was
unrel ated to hemat opoietic reconstitution.

Docunent (D12)

- Docunent (D12) only disclosed in vitro
i nvestigations which involved determ ning the
nunber of certain progenitor cells in small
sanpl es of cord bl ood.

- The aut hor of docunent (D12) erroneously assuned
collections of 250 mM of cord blood to be
possi bl e.

- Docunent (D12) did not disclose a conposition
conprising the stemcells in conmbination with a
cryopreservative

- Therefore, docunent (D12) was not enabling for the
cl ai med nedi cal use.

Docunent (D21)

- The aut hor of this docunent, Dr. Koi ke, perforned
in vitro experinments conparing cryopreserved cells
fromcord bl ood and bone marrow (BM . Dr. Koike
tested cord blood and BM for the presence of CFU
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GM (col ony-form ng unit-granul ocyte, macrophage),
BFU-E (burst-formng unit-erythroid), CFU-E
(erythroid colony-formng cell) and CFU-M x (m xed
nyel oid colony-formng cell) cells both before
freezing and after thawing the cells. However,
these cells were all nultipotent progenitor cells
and not the hematopoietic stemcells required for
hemat opoi etic reconstitution. Stemcells were
pluripotent in that they had the greatest
potential, by differentiation, to produce the
various cells of the different bl ood cel

I i neages. Progenitor cells had nore limted

mul ti potentiality and a | esser degree of
proliferative capacity.

The specul ati on made by Dr. Koi ke as to the
possibility of using cyopreserved fetal

hemat opoi etic cells for hematopoietic
reconstitution was not supported by the results
obt ai ned because the experinental design regarding
the recovery rates was flawed, on the follow ng
grounds:

(a) Dr. Koi ke used the nmethod of Pi ke and
Robi nson (see reference 6 of docunent (D21))
i nvol ving the use of feeder layers to
stinmul ate the CFU-GM s. However, the
stinmulating activity of said | ayers was
hi ghly vari able and was not the sane before
freezing and after thaw ng.

(b) The aut hor plated 2 x 10° ie an extrenely
hi gh nunber of nononucl ear cells, giving
rise to a nunber of colonies too high for it
to be scored.
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(c) No experinent was perforned on the ful
vol une of cord blood. Therefore, there was
no suggestion in docunent (D21) that a
single collection of human cord bl ood from
an individual would contain a sufficient
amount of stemcells for achieving a
conpl ete hemat opoi etic reconstitution.

- Even assum ng that the experinents carried out by

Dr. Koi ke were correct, the recoveries after
t hawi ng were too |low to convince the skilled
person to use themin blood cell repopul ation.

- In vitro experinents al one were not predictive of

successful engraftnent in vivo. The only
experinmental evidence that was a suitable proof to
enable a prediction of utility for hematopoietic
reconstitution was an experinent perforned in vivo
and showi ng the successful engraftnent. However,
such an experinental proof was absent in docunent
(D21). In contrast, the patent in suit provided
results obtained in experinments on ani mal nodel s,
denonstrating that hematopoietic reconstitution
was achi eved in vivo.

The subm ssions by appellants Il and Il and by
respondents | and Il (opponents Q2 and G5) in witing
and during oral proceedings, insofar as they are

rel evant to the present decision, can be summari zed as
fol |l ows:

Article 123(2) EPC

- According to granted claim 32, the stemcells
coul d be derived fromboth neonatal or fetal
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bl ood. Page 51, line 17 of the patent in suit
showed that collecting blood fromfetuses was a
fundanment al aspect of the invention. However,
claiml1 of the new main request no |onger
conprised stemcells fromfetal blood. However

the deletion froman i ndependent claimof a
feature which the application as filed presented
as being an essential feature represented a breach
of Article 123(2) EPC

Novel ty

Docunent (D21) disclosed the collection of blood
fromthe unbilical cord of a full-term newborn
According to page 276 of document (D21) (under the
headi ng "Preparation of the cell suspensions"),

t he cord bl ood nononucl ear cells were isolated by
t he conventional Ficoll-Hypaque, as al so done
according to the patent in suit (see page 37,
lines 24 to 25). Cryopreservation was carried out
by addi ng 10% of the cryopreservative

di met hyl sul f oxi de (DMSO). By thawi ng and cul turing
the cryopreserved cells after 1 to 5 nonths of
storage, the viability of the stored cells was
proven.

The concl usion drawn by the author of docunent
(D21) was that cord bl ood contai ned a great many
stemcells conparable in nunber to those in bone
marrow and that cord bl ood could be useful as a
source of henmatopoietic progenitor cells for
marrow transpl antati on.
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- As for appellant I's allegation that document
(D21) related to progenitor cells and not to stem
cells, it had to be noted that sonme ten years
after the filing date of the patent in suit there
was still no direct assay to determ ne the
presence of stemcells (see page 46 of docunent
(D143), taken as expert opinion). There was,
however, a surrogate assay, nanely the assay for
progenitor cells, ie, CFU-GVM BFU E-1 BFU E- 2,
CFU- GEMM (nyel oid | i neage col ony-formng cells) or
CFU-M x disclosed in both docunent (D21) and in
the patent in suit, which was an accepted proof
for the presence of stemcells. It was true that
the definite proof would have been the long term
hemat opoi etic reconstitution in humans. However,
nei t her docunent (D21) nor the patent disclosed in
vivo tests perfornmed on humans.

- Theref ore docunment (D21) anticipated the clained
subj ect-matter

Appel lant | (patentee) requested that the decision
under appeal be set aside and that the patent be
mai nt ai ned on the basis of the main request submtted
at the oral proceedings on 7 April 2003.

Appel lant 1l (opponent Ol) requested that its appeal be
consi dered adm ssi ble and that the appeal of the
pat ent ee be di sm ssed.

Appel lant 111 (opponent &4) and respondents | and I
(opponents 2 and Ob) requested that the appeal of the
pat ent ee be di sm ssed.



- 10 - T 0919/ 99

Reasons for the Decision

Adm ssibility of the appeals

1573.D

The appeal by the patentee neets the requirenents of
Articles 106 to 108 and Rule 64 EPC and is thus

adm ssible. By virtue of Article 107 EPC, opponents Ol
to O are thus parties as of right in the appeal
proceedings relating to this appeal by the patentee.

Opponent OL has filed an appeal asking that the reasons
for revoking the patent be based on "additional and/or
di fferent grounds" (see paragraph IV supra). For a
party to be adversely affected within the neani ng of
Article 107 EPC, the opposition division nust have
refused sonme request of the party appealing. Here the
deci si on under appeal revoked the patent, thus allow ng
t he opponent's request. Accordingly as no request of

t he opponent appell ant has been refused, its appeal is
i nadm ssi bl e (see for exanple T 224/96 of 19 Decenber
2001). As respondent to the patentee's appeal it is, of
course, open to opponent 01 to argue that those
"additional and/or different grounds" are further
reasons for dismssing the patentee's appeal, but
opponent 01 has no independent right to appeal .

Furt her, opponent 4 has also filed an appeal .
According to the file the Notice of Appeal was received
on 15 Cctober 1999 and the appeal fee was paid that
sanme day. The time limt, however, expired on

21 Septenber 1999. Thus, the two nonth tine limt from
t he deened date of notification of the witten decision
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under appeal laid down by Article 108 EPC was not
observed. This entails the consequence that this appeal
is deenmed not to have been filed, and the appeal fee is
to be reinbursed.

Article 123(2) EPC

The respondents and the other parties argue that the
restriction of claim1 at issue to human neonat al
hemat opoi etic stemcells, thus excluding fromthe
claimthe use of human fetal hematopoietic stemcells
infringes Article 123(2) EPC, as the application as
filed nmade the use of human fetal hematopoietic stem
cells an essential feature of the invention.

In the board's view, however, fetal stemcells were
never described as indispensable for the clained

medi cal use, but nerely as an alternative to bl ood
collected fromthe unmbilical cord and/or placenta (see
page 25, lines 5 to 21 of the WD 89/04168 application).
Therefore, it is concluded that no objection under
Article 123(2) EPC has been nade out.

Article 54 EPC (Novelty)

1573.D

As in the patent in suit (see Section 6.7), the author
of docunment (D21) perfornms in vitro experinents
conparing cryopreserved cells fromcord bl ood and BM
Tests are carried out on cord blood and BM for the
presence of CFU-GM BFU-E, CFU-E and CFU-M x cells both
before freezing and after thawi ng the cells. According
to page 276 of docunent (D21) (under the heading
"Preparation of the cell suspensions"), the marrow and
cord bl ood nononucl ear cells are isolated by the
conventional Ficoll-Hypaque. It has been agreed by
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appel lant | (see subm ssion of 23 March 1998, page 9)

t hat the separation nethod disclosed in the patent in
suit (see page 37, lines 24 to 25) is the sane as in
docunent (D21). Cryopreservation is carried out
according to docunent (D21) by adding 10% of the
cryopreservative dinethyl sul foxide (DVMSO) . By thaw ng
and culturing the cryopreserved cells after 1 to 5
nont hs of storage, the colony form ng capacity after
cryopreservation (ie the % survival after thaw) turns
out to be conparable to that found in the patent in
suit (conpare eg the %recovery for the CFU-GMs etc in
Tabl e 1 of docunent (D21) with that reported in Table V
of the patent in suit).

In the light of the experinents perfornmed, the author
of document (D21) arrives at the conclusion (see |ast
par agr aph on page 281) that, since the nunber of stem
cells contained in cryopreserved cord blood is
conparable to that found in cryopreserved BM
cryopreserved cord bl ood can be useful as a source of
hemat opoi etic progenitor cells for marrow
transplantation, ie for hematopoietic reconstitution.

The medi cal use stated in claim1l or envisaged in
docunent (D21) being thus the sane, together with the
under|yi ng experinmental evidence, the board now turns
to the question of whether or not the disclosure of the
patent in suit provides a new el enent vis-a-vis the
teachi ng of document (D21), which elenent is
suscepti bl e conferring novelty on the claimed subject-
matter. This new el enment may be in the formof eg
further critical experinmental evidence, fundanental
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techni cal information or means for overcomng a

bl ockage, the absence of which woul d have

di ssuaded/ prevented the skilled person from practi sing
t he medi cal use of claim 1.

Appel lant | maintains that a first difference between
t he disclosure of the patent in suit and the teaching
of document (D21) lies with the investigated cells,
namely nulti potent progenitor cells in the latter and
hemat opoi etic stemcells required for henmatopoietic
reconstitution in the forner.

The board agrees that a hematopoietic stemcell is
sonet hing different froma hemat opoi etic progenitor
cell. Hematopoietic stemcells indeed exhibit replating
efficiency indicative of self-renewal capacity and are
noreover pluripotent in that they have the greatest
potential, by differentiation, to produce the various
cells of the different blood cell |ineages, whereas
progenitor cells have nore limted nultipotentiality
and a | esser degree of proliferative capacity.

At the filing date of the application underlying the
patent in suit, however, while in vivo hematopoietic
reconstitution perfornmed on eg lethally-irradiated mce
was indicative of the presence of hematopoietic stem
cells in a sanple, there was no direct in vitro assay
to determine the presence of the elusive stemcells.
Docunent (D143), taken as expert opinion (see page 46

[ -h colum at bottom "Unfortunately, there is no assay
yet avail able that detects and can quantify the human

| ong-term marrow repopul ati ng stemcel |l s") denonstrates
that this situation persisted even twelve years |ater
There was, though, a surrogate assay, nanely the assay
for progenitor cells, ie, CFU-GM BFU E-1 BFU E-2, CFU
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GEMM (nyel oid | ineage colony-formng cells) or CFU-M x,
whi ch was an accepted indirect proof for the presence
of stemcells (see ibidem "However, surrogate assays
such as for CFU-GM BFU-E and CFU-GEMM .. are
avai l abl e"). That the scientific comunity felt
confident that these colony assays (in particular the
assay for CFU-GV) were neani ngful "markers" that could
be used to estimate the engrafting capacity of cord

bl ood and bone marrow i s shown by docunent (D145) (see
| ast paragraph on page 364).

The board notes that both docunent (D21) and the patent
in suit (see paragraph 6.6.3) rely on this surrogate
assay. Therefore, if the test used in the patent in
suit is considered appropriate to establish the
presence of viable stemcells, it has also to be

consi dered appropriate to prove the existence of viable
stemcells in docunent (D21). In conclusion, appellant
|'"s allegation that the patent in suit
detects/quantifies stemcells required for
hemat opoi etic reconstitution while docunent (D21)
nmerely investigates progenitor cells, is not
convi nci ng.

A further difference, according to appellant | arises
fromthe flawed experinental design disclosed in
docunent (D21) because of (a) the variability of
progenitor cell assays, in particular, before freezing
and after thaw ng; (b) the too high nunber of
nononucl ear cells plated (2 x 10° giving rise to a
nunber of colonies too high for it to be scored and (c)
no experinment was performed on the full volune of cord
bl ood froma single collection froman i ndividual, and
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t hus there was no suggestion in docunent (D21) that
this collection would contain sufficient amunts of
stemcells for achieving a conpl ete hemat opoi etic
reconstitution.

As for the variability of the assays (see (a) above),
the board notes that the pre- and post-freezing val ues
were determ ned using exactly the sanme culture
conditions both in the patent in suit and in docunent
(D21) (conpare page 277, r-h colum of docunent (D21):
"in the sane fashion as descri bed above" w th page 46,
line 41 of the patent in suit: "in the sanme assay").

Furthernore, the board accepts that any assay for eg
CFU-GMis not a true reading of the nunber of CFU GV
actual ly present but depends on the conditions under
whi ch the assay is perfornmed (presence or absence of
growt h pronoters such as granul ocyt e-macr ophage col ony
stinmulating factor (GWCSF) or interleukin 3 (IL-3)
(see bottom of page 41 of the patent in suit),

i ncubation tinme, etc). Therefore, interlaboratory
conpari sons of the colony-formng cell nunbers found in
hemat opoi etic tissues have to be interpreted cautiously
due to wide variation in nethodol ogy (see as expert
opi ni on docunent (D34), page 190, |-h colum, third

par agr aph and docunent (D148), page 1680, |-h colum:
"Because of the well known variability of the

steni progenitor cell assays, however, these results
shoul d be interpreted with appropriate caution").

But for the purpose of estimating by col ony assays the
(potential) engrafting capacity of cord blood, it is
not the absol ute nunber of progenitor cells (in
particular the CFU-GW found in a biol ogical sanple
which is inportant (as seen above, this absol ute nunber
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depends on the culturing conditions). Rather, it is the
conpari son of the nunber of progenitor cells found in
cord blood with that of the progenitor cells present in
BM The aut hor of docunent (D21) concludes that these
nunbers are "conparable" (see page 281, r-h col um,
l[ine 1). The patent in suit cones to the sane

concl usion (see page 13, line 7 and page 49, lines 34
to 35). The board, therefore, is unable to accept the
appellant I's contention that the results in docunent
(D21) are flawed due to unacceptable variability of the
assays, while those described in the patent in suit are
not. If anything, the board agrees to the appell ant
I1'"s view (see paragraph 5.b.ii of the subm ssion of

31 March 2003) that the conparison done in the patent
in suit (see Sections 5.1.1.1 and 6.8) between the
nunber CFU-GM present in cord blood and the 0.24
mllion CFU-GM found in BM (necessary for successful
engraftment) reported in the prior art, is also
questionable, since the 0.24 mllion have clearly not
been nmeasured with the sane assay as in the patent.

As regards argunent (b) above, ie the too high nunber
(2 x 10° of nononuclear cells (MNC) plated giving rise,
in the appellant 1's view, to a nunber of col onies too
high for it to be scored, the board observes that the
aut hor of docunent (D145) (see page 359, r-h col um)

al so adopted the techni que of Pi ke and Robi nson (supra)
as the author of docunent (D21) and |i kew se plated

wi t hout apparent difficulties 2 x 10> MNC for assayi ng
CFU-GM This appellant |I's argunent is thus not
convi nci ng.
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Appel lant | argues that the experinents done in
docunent (D21) are not performed on the full volume and
that there is thus no suggestion in this docunent that
this collection would contain a sufficient anmount of
stemcells for achieving a conpl ete hemat opoi etic
reconstitution (objection (c) above).

Yet, as regards the in vitro tests perfornmed in the
patent in suit, the board notes that the CFU GM assay
descri bed on page 41 is also not perfornmed on the ful
volune (but with 1 m containing 1 x 10° cells/m). In
the board's view, it is the ratio nunber of progenitor
cell s/ nunber of plated cells which is inportant. The
patent in suit expresses the result as nunber of
progenitor cells (CFU-GV etc) per 1 x 10° pl ated
nmononucl ear cells (see page 14, line 13), whereas
docunent (D21) expresses the result as eg CFU- GM per 2
X 10° pl ated nononucl ear cells (see Table 1). As regards
the results of both docunents, these are clearly within
the range "11-327 CFU-GM 2 x 10> MNC' referred to on
page 360, top of r-h colum of docunent (D145),
corresponding to about 1,000 (997) CFU-GM nm BM (see

i bidem). The skilled person readi ng docunent (D21) in
the light of the prior art is taught by docunent (D21)
t hat cord bl ood contains CFU-GM in an anmount conparabl e
to BM (therefore: about 1,000 CFU-GM ). He/she is

al so aware that the dose of bone marrow to be infused
to a patient (see docunent (D145), Table 1) is from
0.51 x 10%® to 51 x 10% kg of CFU-GV ie that 0.51 m to
51 Ml BM (or cord blood) provide a sufficient nunber of
CFU-GMto the patient for successful engraftment. These
bl ood vol unmes correspond to those normally avail abl e
fromthe cord/placenta of a newborn. Docunent (D21)
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thus inplicitly discloses the feature that "the
collection of cord blood froma single newborn" woul d
contain sufficient anbunts stemcells for achieving a
conpl ete hemat opoi etic reconstitution”

As for in vivo tests perfornmed according to the patent
in suit on the "full volunme", the experinent described
in Section 6.12 (page 54) not only involves 150 i
neonatal blood (ie sonmething greater than a "collection
of cord blood froma single newborn") but does not
provide any result either (see Section 22 infra).

It is argued by appellant |I that the recoveries in
docunent (D21) after thawing are too | ow to convince
the skilled person to use themin blood cel
repopul ati on. However, this allegation is contradicted
by the fact that the % survival after thaw in docunent
(D21) turns out to be conparable to that found in the
patent in suit (see point 5 supra).

According to appellant |, an experinental proof
performed in vivo and show ng the successful
engraftment is absent in docunment (D21). In contrast,
the patent in suit provides results obtained in
experinments on ani mal nodels, denonstrating that
hemat opoi etic reconstitution was achi eved in vivo.

The patent in suit in fact (see Sections 6.11 to 6.12)
di scl oses a series of experinments show ng hemat opoi etic
reconstitution of lethally-irradiated mce with bl ood
of newborn m ce. However, the board agrees to the
criticismraised by the then opponents agai nst these
experinments before the first instance.
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The nopst serious objection is that these experinments do
not involve bl ood which underwent cryopreservation (as
stated in claim1l at issue) but rather "fresh" bl ood.

It has indeed strongly been enphasized by the patentee
at the opposition stage that hematopoietic cells have a
different sensitivity to cryopreservation (see Section
VIl.E of the subm ssion dated 23 March 1998; see al so
docunent (D31), paragraphs 18 to 21) and that a
sufficient anount of stemcell could not survive
cryopreservation. Thus, in the board s judgenent,
experinments with fresh neonatal bl ood are not

predi ctive of whether successful engraftment will also
occur with cryopreserved neonatal blood. A further
objection is that the (unknown) ratio stem

cell s/progenitor cells (see docunent (D149), paragraph
15 and docunent (D30), paragraph 23) mght be different
in mce and hunmans.

The only experinent overcom ng the above two objections
could have been that of Section 6.12 (page 54) of the
patent since it relates to an in vivo experinent

practi sed on a human (treatnent of Franconi's anaem a)

i nvol ving cryopreserved bl ood. However, this experinent
does not provide any result.

In conclusion, the in vivo experinments disclosed in the
patent in suit cannot be considered as a new elenent in
the sense of point 7 supra, susceptible to confer
novelty on the cl ai nmed subject-nmatter.

In view of the foregoing, the board concludes that the
cl ai med subject-matter is not novel in view of the
di scl osure of docunent (D21).
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Or der

For these reasons it is decided that:

1. The appeal of opponent Ol, Stichting Eurocord Nederl and
Foundation, is rejected as inadm ssible.

2. The appeal of opponent &4, Dr Christoph Then and
others, is deened not to have been filed, and the
appeal fee is to be reinbursed.

3. The appeal of the patentee is dism ssed.
The Regi strar: The Chai r woman:
P. Crenona U M Kinkel dey
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