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Summary of Facts and Subm ssi ons

Eur opean patent application No. 93 922 566.0 was
refused by a decision of the Exam ning Division dated
14 June 1996.

1. The reason given for the decision was that the subject-
matter of the independent clains of the main and
auxiliary requests then on file | acked inventive step
(Article 56 EPC) with respect to the state of the art
represented by the follow ng pre-published docunents:

(D1) US-A-4 305 502

(D2) US-A-3 941 248.

L1l An appeal against this decision was filed on 16 August
1996 and the fee for appeal paid at the sane tine. The
statenent of grounds of appeal was filed on 15 Cctober
1996.

I V. In a prelimnary conmuni cati on dated 12 Decenber 1997
the Board, inter alia, pointed to the potentia
rel evance of (D3) DE-U- 1 927 967, a docunent referred
to in the introductory description of docunent D2.

V. On 21 April 1998 the appellants (applicants for the
patent) made further subm ssions and filed sets of
clainms according to new nmain, first and second
auxiliary requests for the grant of a patent.

| ndependent clainms 1 and 7 of the main request read as
fol | ows:
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"1l. A mlti-unit blister pack conprising a base sheet
(12) of substantially rectangul ar shape with aligned

bl i ster pockets (16) arranged on either side of the

|l ong axis thereof; and a |idding sheet (I4)
substantially corresponding in shape to the base sheet
(12) and peel ably adhered thereto to close the blister
pockets (16), the |idding sheet (14) having a first
tear line (26) extending along the long axis of the
base sheet and second tear |ines (26) extending

per pendi cul ar thereto between adjacent blister pockets
(16), each blister pocket (I6) containing a unit dosage
form (20) that has been subjected to a sublimation
process,

CHARACTERI SED I N THAT

the base sheet (12) is fornmed with stepped portions
(18) al ong opposite |long sides form ng corrugated
external edges thereof, wth the |idding sheet (14)
overl aying the stepped portions (18) to formtabs (24)
facilitating renoval of the lidding sheet (14) fromthe
base sheet (12) over a given pocket (16)."

"7. A nmethod of manufacturing blister pack conprising
a substantially rectangul ar base sheet (12) having a
plurality of blister pockets (16) and a substantially
pl anar portion surroundi ng each blister pocket defining
top openings thereof, in which a substantially planar

i dding sheet (14) is peelably secured to the
substantially planar portions of the base sheet (12) to
cover the top openings of the pockets (16), each

bl i ster pocket (16) containing a unit dosage form (20)
t hat has been subjected to a sublimation process,
CHARACTERI SED I N THAT

the base sheet (12) is fornmed with stepped portions
(18) al ong opposite |long sides form ng corrugated
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external edges thereof, wth the |idding sheet (14)
overl ayi ng the stepped portions (18) to reinforce the
base sheet (12) and prevent undul ati on of the base
sheet (12) and the lidding sheet (14) during the
manuf acturing process."”

| ndependent clainms 1 and 7 of the first auxiliary
request correspond to those of the main request with
the additional feature added to the respective preanble
that the unit dosage form has been subjected to an "in
situ" sublimation process.

The single independent claiml of the second auxiliary
request reads as foll ows:

"A nmet hod of manufacturing a blister pack
conprising the steps of formng a substantially
rect angul ar base sheet (12) having a plurality of
bl i ster pockets (16) arranged on either side of a
| ongi tudi nal axis of the blister pack having a
substantially planar portion surroundi ng each blister
pocket defining top openings thereof, depositing a unit
dosage (20) in each blister pocket (16) and subjecting
this to a sublimtion process, and peel ably securing a
substantially planar |idding sheet (14) to the
substantially planar portions of the base sheet (12) to
cover the top openings of the pockets (16) by a heat
seal i ng process

CHARACTERI SED | N THAT

t he base sheet (12) is forned with stepped
portions (18) al ong opposite | ong sides formng
corrugated external edges thereof, with the Iidding
sheet (14) overlaying, but not secured to, the stepped
portions (18) to reinforce the base sheet (12) and
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prevent undul ati on of the base sheet (12) and the
| i ddi ng sheet (14) during the manufacturing process.”

Oral proceedings before the Board were held on
25 February 1999.

At the oral proceedings the appellants proposed
according to a third and a fourth auxiliary request
that the term"to reinforce the base sheet and" be
inserted after the term"to formtabs (24)" in the
characterising clause of claim1l according to the main
and first auxiliary request respectively.

The argunents put forward by the appellants in support
of their requests were essentially as follows:

The cl ai ned i nvention was concerned with the sol ution
of two technical problens associated with a nmulti-unit
bl i ster pack as described in docunent Dl1. The first
probl em was the inprovenent of accessibility to the

i ndi vi dual dosage forns, especially for patients with
limted dexterity. The second problemwas the reduction
of undul ations in the base sheet and |idding sheet

whi ch tended to occur during manufacture, particularly
in the case where the dosage forns had been subjected
to in situ sublimtion which necessarily entailed the

exposure of the base sheet to extrenes of tenperature.

The appel |l ants had sol ved both of these probl ens by
means of a single neasure, nanely the formation of
stepped portions along the side edges of the base
sheet. On the one hand these stepped portions gave rise
to unadhered tabs in the |idding sheet which could
readily be gripped by the user, the stepped portion
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provi di ng access for the user's finger. On the other
hand the resulting corrugated side edges reinforced the
base sheet.

There was nothing in the state of the art which would
have |l ed the skilled person to adopt stepped edge
portions in the base sheet to solve either one or the
ot her of the problens addressed by the invention and
certainly not both of themin conbination. In
particul ar, although docunent D2 indeed discl osed
recesses in the base sheet which provided finger access
to tabs fornmed in the lidding sheet, these recesses
were deliberately arranged within the body of the base
sheet, away fromits edges, and only becane accessible
once the base sheet had been divided into individua
sections. The whol e purpose of the arrangenent

di scl osed in docunent D2 was to nmake access to the
dosage fornms nore difficult, not to inprove it.
Furthernore, there was no suggestion in the docunent
that the recesses in the base sheet had anything to do
Wi th preventing undulation of it during the

manuf acturing process. As for docunent D3, the tabs in
the lidding sheet disclosed there were arranged at one
end of the blister pack and did not provide access to
i ndi vi dual dosage forns. The associ ated recesses in the
base sheet were of very limted extent and provided no
significant reinforcenent of it.

Reasons for the Deci sion

1. The appeal neets the formal requirenments of
Articles 106 to 108 and Rules 1(1) and 64 EPC. It is
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t heref ore adm ssi bl e.

Mai n request

The preanble of claim1l of the main request is based on
t he di scl osure of docunent D1. This docunent, which was
referred to extensively in the application as
originally filed, is particularly concerned with the in
situ formation of rapidly disintegratable unit dosage
forms of a pharmaceutical in the pockets of the base
sheet of a blister pack. Preferably formation of the
unit dosage forns is by neans of a sublinmation process
("freeze-drying"). As nore particularly described the
base sheet of the blister pack is of substantially
rectangul ar shape with two rows of blister pockets
arranged on either side of its long axis. The |idding
sheet corresponds in shape to the base sheet and is
peel ably adhered thereto, preferably by heat sealing.
The lidding sheet has a first tear |line extending al ong
the long axis of the base sheet and second tear |ines
ext endi ng perpendi cul ar thereto between adjacent

bl i ster pockets. The tear |lines thereby define

i ndi vidual areas of the Iidding sheet specific to each
bl i ster pocket so that renoval of any one such area

gi ves access to the corresponding unit dosage form In
order to facilitate access the |idding sheet is not
adhered to the base sheet along narrow strips at the
side edges of the blister pack thereby creating edge
peel tabs.

It is indicated in the penultinmate paragraph of page 2
of the original application that an attenpt to further
i nprove access for patients with l[imted dexterity by
nmeans of enlarging the edge peel tab has resulted in
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bl i ster packs with severe edge undul ati on due to uneven
shrinkage after heat sealing. The invention set out in
claim1l therefore proposes to inprove access by form ng
st epped portions along the opposite | ong side edges of
the base sheet, which thereby take on a corrugated
profile. The areas of the |idding sheet overlying the
stepped portions are not adhered to the base sheet and
thus formtabs which can be easily gripped by insertion
of a finger into the gap between the stepped portion of
t he base sheet and the |idding sheet.

Docunent D2 is particularly concerned with chil dproof
packagi ng of the blister pack type. At colum 1,

lines 19 to 32, of this docunent there is a discussion
of the proposal of docunent D3 to provide grasping
recesses in the base sheet of a blister pack in order
to provide easy access to the |idding sheet. The point
is made that the desired easy opening of the pack has

t he di sadvant age of unaut horised renoval, especially by
chil dren. Thus docunent D2 sets out to provide a
blister pack which is protected to a high degree

agai nst unaut hori sed opening, particularly by children,
yet which retains the advantage of easy grasping and
renoval of the lidding sheet. In principle, this aimis
nmet by concealing the grasping recesses in such a way
that the |idding sheet cannot be grasped w t hout
additional action. In particular, wth respect to the
enbodi nent of Figures 5 to 7, docunent D2 di scl oses a
blister pack with two rows of blister pockets arranged
in corresponding |ongitudinal strips of the base sheet.
Each of the strips of the base sheet is detachable
connected along a tear line to a respective side edge
of an internedi ate web extending along the | ong axis of
t he base sheet. Each strip is divided by further
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transverse tear |lines extendi ng between respective
pairs of blister pockets. The edge of each strip

adj acent the internediate web is provided with a series
of stepped portions, one for each blister pocket, which
formrecesses to which the |idding sheet is not

adhered. Once a part of the strip has been separated
along the tear lines fromthe remai nder of the base
sheet the recess becones accessible and the |idding
sheet can be easily gripped and renoved.

In the opinion of the Board it will be obvious to the
person skilled in the art seeking to inprove the
accessibility of the dosage forns of a blister pack of
the type shown in docunent D1, but who is not concerned
Wi th providing a childproof pack, that the sinple
arrangenent of the stepped portions proposed in
docunent D2 not inside the area of the base sheet but
merely along its side edges will serve the required

pur pose. Accordingly the subject-matter of claim1l
cannot be seen to involve an inventive step (Article 56
EPC) .

Al t hough i ndependent claim7 of the main request is
notionally directed to a nethod of manufacturing a
blister pack, the bulk of its features are concerned
with the structural features of that pack, which is
defined in sonewhat broader terns than the blister pack
of claiml1l (no indication of the spatial arrangenent of
the pockets in the base sheet or of the tear lines in
the |idding sheet). For the appellants the significant
di fference between the subject-matter of claim7 and
that of claiml1 lies not so nuch in the fact that the
former is directed to a nethod of manufacture but in
the stated purpose of the provision of the stepped
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portions in the side edges of the base sheet, nanely to
reinforce the base sheet and prevent undul ati on of the
base sheet and the |idding sheet during the

manuf acturing process. In this context the Board notes
that the only specific references in the origina
application to the creation of unwanted undul ations are
in the penultimate paragraph of page 2, as nentioned
above, and in the paragraph bridging pages 8 and 9. In
both cases the creation of the undulations is tied to a
consi deration of what happens when the edge tabs

di scl osed in docunent D1 are extended to inprove
accessibility. Nevertheless, the original application
did include, in the paragraph bridging pages 5 and 6, a
statenment in general terns that it was a further object
of the invention to reduce undul ation at the unseal ed
edge of the blister pack by strengthening the edge with
one or nore steps or recesses. In this regard the
appel | ants have argued that production of the unit
dosage forns by in situ sublimation, in which it is
necessary to submt the base sheet to | ow tenperatures
for an extended period of tine, exacerbates the problem
of undul ations being formed along its side edges. This
argunent seens feasible on the technical facts involved
and the Board is prepared to accept its correctness for
the basis of further consideration. As a consequence

t he Board understands the statenent of purpose
contained in claim7 as neani ng that the stepped
portions in the side edges of the base sheet have to
provi de sufficient reinforcenent to prevent undul ations
arising in the course of the whole manufacturing
process, especially one involving an in situ
subl i mation process for producing the unit dosage
formns.
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Despite the shift in enphasis in claim7 conpared with
claim1l as to the reason why the stepped portions are
provided in the side edges of the base sheet it remains
an unalterable fact that the Board has al ready deci ded
that the provision of stepped portions of the genera
form di scl osed in docunent D2 al ong the side edges of
the blister pack according to docunent D1 was an

obvi ous neasure. The relative size and shape of the

st epped portions shown in Figures 5 to 7 of docunent D2
correspond closely to those shown in the draw ngs of
the present application. The Board cannot therefore but
concl ude that the inevitable consequence of the obvious
provi sion of those stepped portions in the side edges
of the blister pack as disclosed in docunent D1 will be
a reinforcenent of the base sheet sufficient to prevent
undul ati on thereof during the manufacturing process.
The result of these considerations is that the subject-
matter of claim7 also follows in an obvious manner
fromthe state of the art and the fact that docunent D2
does not nention reinforcenment of the base sheet as a
coll ateral advantage of the provision of the recesses
in the base sheet for facilitating access cannot change
this conclusion (see for exanple T 21/81, QJ EPO 1983,
15) .

Thus the subject-matter of claim7 of the main request
al so I acks inventive step.

First auxiliary request

The i ndependent clains 1 and 7 of the first auxiliary
request differ fromthose of the main request solely in
that they require the sublimtion process to which the
unit dosage forns have been subjected to have been
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perfornmed in situ. This feature is already disclosed in
docunment D1 and therefore appears in the preanbl e of
the clains. Insofar as the feature can play a role when
eval uating the inventive step of subject-matter of the
clains it has already been taken into account with
respect to the clainms of the main request, see the
above di scussion as to the possible causes of

undul ation in the side edges of the base sheet.

Thus, the independent clains of the first auxiliary
request are also unall owable for |ack of inventive
st ep.

Second auxiliary request

I n substance the subject-matter of claim1l of the
second auxiliary request differs fromthat of claim?7
of the first auxiliary request only in the foll ow ng
respects: In the preanble it is stated that there are
bl i ster pockets arranged on either side of a

| ongi tudi nal axis of the blister pack (corresponding in
essence to what is stated in claim1 of the main
request in this respect) and that a heat sealing
process is used to peel able secure the |idding sheet to
t he base sheet. In the characterising clause of the
claimit is specified that the |idding sheet is not
secured to the stepped portions of the base sheet.

It is evident froma consideration of the reasons given
above for denying an inventive step in the subject-
matter of the independent clains of the main and first
auxiliary requests that the features added to the
preanbl e of claim1l of the second auxiliary request,
known per se from docunent D1, cannot lead to a
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di fferent conclusion. As for the feature added to the
characterising clause of the claimthis appears to be
inplicit in the requirenent of claiml1 of the main
request that "tabs" are fornmed in the Iidding sheet. In
any case it is clear in docunent D2 that the |idding
sheet overlays but is not secured to the recesses in
the base sheet in order to formthe required gripping
tabs. This feature can also therefore nake no inventive
contribution to the nethod clai ned.

Accordingly, the subject-matter of claim1l1l of the
second auxiliary request also |acks an inventive step.

Third and fourth auxiliary requests

Claim1 according to third auxiliary request has been
derived fromclaim1l of the nmain request by the
addition of the indication that the formation of the
stepped portions in the side edges of the base sheet is
also "to reinforce the base sheet"” as well as to
facilitate renoval of the lidding sheet. Caiml
according to the fourth auxiliary request has been
derived fromclaim1l according to the first auxiliary
request in the same nanner.

It is apparent from what has been said in point 2 above
that the Board is of the opinion that reinforcenent of
t he base sheet would be the inevitable result of the
obvi ous step of providing stepped portions along the

si des edges of the blister pack disclosed in

docunent D1, on which the preanble of claim1 of both
the third and fourth auxiliary requests is based. The
specific statenent in the clains of this collateral
advant age of that obvious step cannot | ead to any ot her
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conclusion as to the lack of inventive step of the
blister pack defined in the clainms in terns of its
structural features. Thus the third and fourth
auxiliary requests nust al so be rejected.

O der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

S. Fabi ani F. Gunbel
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