IN THE HIGH COURT OF MALAYA IN KUALA LUMPUR
(COMMERCIAL DIVISION)
CIVIL SUIT NO: 22IP-72-12/2014

BETWEEN
1.
2.

MERCK SHARP & DOHME CORP.
MERCK SHARP & DOHME (M) SDN. BHD.
(Company No. 60181-P)

…

PLAINTIFFS

…

DEFENDANT

AND
HOVID BHD. (Company No. 58476-A)
JUDGMENT
(After trial)

A.

Introduction

1.

In this patent case, I have to highlight the following two matters:

(1) I have had the pleasure and privilege of learned senior Intellectual
Property (IP) counsel, Mr. Wong Sai Fong (Mr. Wong), appearing in
this case for the plaintiff companies (Plaintiffs). Mr. Wong had acted
for the Plaintiffs in this trial with a high level of competence and
professionalism. Sadly, after the trial and before the delivery of the oral
decision of this case, Mr. Wong passed away on 19.5.2016. This is
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indeed a great loss to the Malaysian legal profession in general and to
the closely knit IP legal practitioners in particular; and

(2) all parties have sensibly consented for their foreign expert witnesses
to give evidence and be cross-examined through Skype. Such a novel
approach meant that foreign witnesses did not have to expend time,
effort and expense to travel to Malaysia to testify. This assisted in the
expeditious disposal of this case.

2.

The first plaintiff company (1st Plaintiff) is a company incorporated in the
United States of America (USA) which has been granted a Malaysian
Patent No. MY-118194-A (194 Patent) under the Patents Act 1983 (PA).
Under 194 Patent, the 1st Plaintiff produced a pharmaceutical product of
alendronic acid or a pharmaceutically acceptable salt (alendronate) under
the trade name “Fosamax” to inhibit bone resorption in humans. The
second plaintiff company is a Malaysian company which holds the
exclusive license from the 1st Plaintiff to distribute, sell and offer to sell
“Fosamax” products in Malaysia.

3.

The defendant company (Defendant), a Malaysian company, has been
granted approval by the National Pharmaceutical Control Bureau to market
“Alendronate” 70 mg tablets (Defendant’s Alendronate 70 mg Tablets).

4.

In this suit, the Plaintiffs claimed that the Defendant’s import, manufacture,
offer for sale, sale and stocking for the purpose of sale or offer for sale of
Alendronate 70 mg Tablets have infringed 194 Patent (Plaintiffs’ Claim).
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The Defendant counterclaimed for a declaration that 194 Patent is invalid
on certain grounds (Counterclaim).

B. Issues

5.

The issues which arise in this case are, among others:

(1)

whether the Defendant could tender as evidence unpleaded
publications alleged to constitute “prior art” under s 14(2)(a) PA;

(2)

can the Court consider decisions of European Patent Office’s (EPO)
Board of Appeal (BOA) and Enlarged Board of Appeal (EBOA) in
construing PA?;

(3)

whether 194 Patent is a method for the treatment of human body by
therapy which is not patentable under s 13(1)(d) PA. In this regard, is
194 Patent a second use of a known medical product (Swiss-type
Claim) which is patentable under s 14(4) PA?;

(4)

who is the notional person ordinarily skilled in the art (POSITA)
regarding 194 Patent?;

(5)

what is the invention of 194 Patent and its scope? Does 194 Patent’s
“core of invention” require Claims 3, 14, 15 and 20 to be read onto
Claim 1?;
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(6)

what was the common general knowledge possessed by POSITA on
15.4.1998, the priority date of 194 Patent (Priority Date) regarding
194 Patent?;

(7)

can 194 Patent be invalidated on the ground of lack of sufficient
disclosure under reg. 12(1)(c) and (f) of the Patent Regulations 1986
(PR) read with ss 23 PA and 56(2)(b) PA?;

(8)

whether Claim 1 was novel and had not been anticipated by prior art
within the meaning of s 11 read with s 14(1) and (2)(a) PA;

(9)

does Claim 1 involve an inventive step which is not obvious to a
POSITA under ss 11 and 15 PA?; and

(10) if Claim 1 is invalid for lacking an inventive step, can the Court
invalidate only Claim 1 under s 56(3) PA and uphold the remaining 21
Claims?

C. Plaintiffs’ case

6.

194 Patent provides for the following Claims:

(1)

Claim 1 - use of alendronic acid or a pharmaceutically acceptable
salt thereof, or a mixture thereof, for the manufacture of a
medicament for inhibiting bone resorption in a human wherein said
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medicament is adapted for oral administration, in a unit dosage form
which comprises from about 8.75 mg to 140 mg of alendronic acid
or a pharmaceutically acceptable salt thereof, on an alendronic acid
active weight basis, according to a continuous schedule having
periodicity from about once every 3 days to about once every 16
days;

(2)

Claim 2 - use according to Claim 1 wherein said continuous
schedule has a dosing interval selected from the group of onceweekly dosing, twice-weekly dosing, biweekly dosing, and twicemonthly dosing;

(3)

Claim 3 - use according to Claim 1 or Claim 2 wherein said dosing
interval is once-weekly;

(4)

Claim 4 - use according to Claim 3 wherein said unit dosage
comprises from about 17.5 mg to about 70 mg of alendronic acid or
a pharmaceutically acceptable salt thereof, on an alendronic acid
active weight basis;

(5)

Claim 5 - use according to any one of Claims 1 to 4 using a sodium,
potassium, calcium, magnesium or ammonium salt of alendronic
acid;

(6)

Claim 6 - use according to any one of Claims 1 to 5 using a sodium
salt of alendronic acid;
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(7)

Claim 7 - use according to any one of Claims 1 to 6 using a
monosodium salt of alendronic acid;

(8)

Claim 8 - use according to any one of Claims 1 to 7 wherein said
alendronic acid or a pharmaceutically acceptable salt thereof is
hydrated;

(9)

Claim 9 - use according to any one of Claims 1 to 8 using a
monosodium trihydrate salt of alendronic acid;

(10)

Claim 10 - use according to any one of Claims 4 to 9 wherein said
unit dosage comprises about 70 mg of alendronic acid or a
pharmaceutically acceptable salt thereof, on an alendronic acid
active weight basis;

(11)

Claim 11 - use according to Claim 10 using alendronic monosodium
trihydrate;

(12)

Claim 12 - use according to any one of Claims 4 to 9 wherein said
unit dosage comprises about 35 mg of alendronic acid or a
pharmaceutically acceptable salt thereof, on an alendronic acid
active weight basis;

(13)

Claim 13 - use according to Claim 12 using alendronic monosodium
trihydrate;
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(14)

Claim 14 - use according to any one of Claims 1 to 9 for the
manufacture of a medicament for treating osteoporosis in a human
in need thereof;

(15)

Claim 15 - use according to Claim 14 wherein said unit dosage
comprises about 70 mg of alendronic acid or a pharmaceutically
acceptable salt thereof, on an alendronic acid active weight basis;

(16)

Claim 16 - use according to Claim 15 using alendronic monosodium
trihydrate;

(17)

Claim 17 - use according to any one of Claims 1 to 9 for the
manufacture of a medicament for preventing osteoporosis in a
human in need thereof;

(18)

Claim 18 - use according to Claim 17 wherein said unit dosage
comprises about 35 mg of alendronic acid or a pharmaceutically
acceptable salt thereof, on an alendronic acid active weight basis;

(19)

Claim 19 - use according to Claim 18 using alendronic monosodium
trihydrate;

(20)

Claim 20 - use according to any one of Claims 1 to 19 wherein said
medicament is in the form of a tablet;
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(21)

Claim 21 - use according to any one of Claims 1 to 19 wherein said
medicament is in the form of a capsule; and

(22)

Claim 22 - use according to any one of Claims 1 to 19 wherein said
medicament is in the form of a liquid.

7.

The Plaintiffs called 3 witnesses, namely –

(1) SP1, Professor Michael Brian Fennerty (Prof. Fennerty);

(2) SP2, Mr. Nicholas Edge (Mr. Edge); and

(3) SP3, Encik Abu Bakar bin Hussein (Encik Abu Bakar).

8.

Prof. Fennerty’s witness statement stated, among others, as follows:

(1) Prof. Fennerty is a Professor of Medicine in the Division of
Gastroenterology in the Oregon Health and Science University, USA,
where he is engaged in teaching, research and clinical care of patients
with digestive disorders. Prof. Fennerty has practiced, taught and done
research throughout the world in the field of gastroenterology for over
28 years;
(2) Prof. Fennerty has the following impressive curriculum vitae (CV) –
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(a) Bachelor of Biology (Magna Cum Laude) from the State
University of New York at Albany, New York (1976);

(b) Doctor of Medicine (Cum Laude) from Creighton University,
Omaha, Nebraska (1980);

(c) Prof. Fennerty was in the Gastroenterology Section, Department
of Internal Medicine, University of Arizona for 5 years before
joining Oregon Health and Science University;

(d) Prof. Fennerty has authored over 170 peer reviewed publications,
primarily in the field of gastroenterology. Professor Fennerty has
edited numerous gastroenterology scientific publications and
books;
(e) Prof. Fennerty has been consulted by USA’s Food and Drug
Administration (FDA);

(f)

Prof. Fennerty is a member and Chair of the American Board of
Internal Medicine Gastrointestinal (GI) Committee; and

(g) Prof. Fennerty was the past President of the American Society for
GI Endoscopy;
(3) regarding 194 Patent –
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(a) the invention in 194 Patent is related to the administration of
tablets of alendronate to avoid GI side effects found in the
previous 10 mg daily product. This invention is more specifically
described in Claims 1, 3, 14, 15 and 20. If Claims 3, 14, 15 and
20 are read onto Claim 1, Claim 1 would read as follows “Use of alendronic acid or a pharmaceutically acceptable salt
thereof, or a mixture thereof, for the manufacture of a
medicament for inhibiting bone resorption in a human to treat
osteoporosis [Claim 14] wherein said medicament is adapted
for oral administration, in a unit dosage form in the form of a
tablet [Claim 20] which comprises about 70 mg [Claim 15] of
alendronic acid or a pharmaceutically acceptable salt thereof,
on an alendronic acid active weight basis, according to a
continuous schedule having periodicity once-weekly [Claim
3]”; and

(b) the scope of Claims 1 and 15 is clear and permits 194 Patent to
be unambiguously distinguished from prior art;

(4) Prof. Fennerty described in detail the development of alendronate in
various clinical trials for –
(a) patients with “Paget’s Disease”;

(b) healthy individuals; and
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(c) prevention of osteoporosis;
(5) the 1st Plaintiff’s development of once-weekly dosage of 70 mg of
alendronate was a result of an unexpected finding in the 1st Plaintiff’s
experiments to investigate the side effect problems encountered by
alendronate patients following the launch of 10 mg of alendronate daily
administration formulation as reported in “Esophagitis Associated With
The Use of Alendronate”, Piet C. De Groen et al, The New England
Journal of Medicine (NEJM), Vol. 335, p. 200-214, 3.10.1996
[Common Bundle of Documents (CBD) Vol. B, Tab 13] [De Groen’s
Article (3.10.1996)];
(6) the 1st Plaintiff then carried out a series of experiments of
administering alendronate to dogs (Dog Experiments). The Dog
Experiments have been included in 194 Patent;
(7) the 1st Plaintiff had carried out clinical trials to support the once-weekly
dosage of 70 mg of alendronate – please see “Therapeutic
equivalence of alendronate 70 mg once-weekly and alendronate 10
mg daily in the treatment of osteoporosis”, T. Schnitzer et al. Aging
Clinical & Experimental Research, Vol. 12, p. 1-12, 2000 (CBD
Volume C, Tab 1) [Schnitzer’s Article (2000)];
(8) according to Prof. Fennerty, “Lunar News”, relied on by the
Defendant’s expert witnesses, is a “marketing desktop publication”
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which is neither peer-reviewed nor published through normal channels
for reputable scientific articles. On the Priority Date, the solution to GI
side effect problems as a result of daily dosage of 10 mg of
alendronate, was not suggested by Lunar News dated April 1997
[Lunar News (April 1997)]. Such a problem was only solved by the
invention of 194 Patent; and

(9) Prof. Fennerty had perused the packaging box and insert of the
Defendant’s Alendronate 70 mg Tablets. On the assumption that the
Defendant’s Alendronate 70 mg Tablets is available in the market to
the public, Prof. Fennerty was of the opinion that the Defendant’s
Alendronate 70 mg Tablets have infringed Claims 1, 10, 14 and 15.

9.

When cross-examined by the Defendant’s learned lead counsel, Ms. Cindy
Goh Joo Seong (Ms. Goh), Prof. Fennerty disagreed with many matters
put or suggested by Ms. Goh. I highlight the following testimony of Prof.
Fennerty which has agreed with Ms. Goh’s questions:

(1)

Prof. Fennerty does not treat Paget’s Disease, osteoporosis or any
kind of bone disease [p. 26, Notes of Proceedings, Volume 1 (NOP
Vol.1)]. Prof. Fennerty only manages the complications to
treatments of bone diseases which relate to GI tract (p. 26 NOP
Vol.1).

Prof.

Fennerty

confirms

that

Paget’s

Disease

and

osteoporosis are types of bone diseases which concern abnormal
bone resorption (p. 27 NOP Vol.1). Prof. Fennerty has not published
any paper on bone diseases, including Paget’s Disease and
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osteoporosis (p. 27 NOP Vol.1). Prof. Fennerty agreed with Ms. Goh
that he is not an expert on diseases concerning abnormal bone
resorption (p. 27 NOP Vol.1);

(2)

Prof. Fennerty agreed that he does not administer alendronate of
any type on patients suffering from abnormal bone resorption (p. 2728 NOP Vol.1);

(3)

Prof. Fennerty agreed that Claim 1 is the only independent claim
and is the most important claim in 194 Patent (p. 30 NOP Vol.1).
Regarding Claim 1 –

(a) Prof. Fennerty confirmed that the use of alendronate for the
manufacture of a medicament for inhibiting bone resorption in a
human

wherein

said

medicament

is

adapted

for

oral

administration, was well known as on the Priority Date (p. 30
NOP Vol.1); and

(b) Prof. Fennerty agreed that the essential elements of Claim 1
are –

(i)

the dosage of alendronate administered orally which
ranges from 8.75 mg to 140 mg; and
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(ii) the dosing schedule of a continuous schedule that ranges
from once every 3 days to once every 16 days (p. 31 NOP
Vol.1);

(4)

Prof. Fennerty agreed that all 22 Claims in 194 Patent did not
mention about alendronate being used for the reduction or
avoidance of adverse GI side effects (p. 31-32 NOP Vol.1);

(5)

Prof. Fennerty stated that he had previously worked as an internal
medicine specialist who treated patients with Paget’s Disease and
osteoporosis (p. 50-51 NOP Vol.1);

(6)

Prof. Fennerty agreed that GI side effect from alendronate could
have been probably caused by a patient’s non-compliance with
dosing instructions (p. 83 NOP Vol.1). Prof. Fennerty further agreed
that one solution to reduce the risk of a tablet being lodged in the
esophagus is to ensure the patient’s compliance with dosing
instructions (p. 7 NOP Vol.2). Prof. Fennerty stated that the greatest
severity of adverse effect (caused by alendronate) is to the
esophagus (p. 10 NOP Vol.2);

(7)

Prof. Fennerty agreed that as on the Priority Date –
(a) one “area of focus” of the POSITA (but not the whole “area of
focus”) was to ensure a patient’s compliance with dosing
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instructions as a solution to reduce the risk of GI side effect (p.
11 NOP Vol.2); and

(b) at a given dose of alendronate, less frequent dosing is likely to
be less injurious (p. 11 NOP Vol.2);

(8)

Prof. Fennerty confirmed that the daily use of 10 mg of alendronate
for osteoporosis had been approved by FDA since 1995 (p. 16 NOP
Vol.2);

(9)

Prof. Fennerty agreed that much of what was written in Lunar News
related to osteoporosis, a bone disease (p. 20 NOP Vol.2); and

(10)

regarding the Dog Experiments, Prof. Fennerty agreed as follows –

(a) the Dog Experiments were qualitative and not quantitative in
nature (p. 30 NOP Vol.2);

(b) for the Dog Experiments, the dogs had been anaesthetized and
were lying down with a continuous infusion of alendronate
solution (p. 31 NOP Vol.2). Humans are advised to take
alendronate tablet in an upright position (p. 31 NOP Vol.2).
Prof. Fennerty agreed that the manner of administration of
alendronate in the Dog Experiments was different from the
manner of administration to humans (p. 31 NOP Vol.2); and
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(c) the 8 groups of dogs in the Dog Experiments had different
“sacrifice time periods” and dosing schedules (p. 33-34 NOP
Vol.2).

10. Mr. Wong re-examined Prof. Fennerty as follows, among others:

(1) according to Prof. Fennerty, the POSITA would understand that 194
Patent would allow a manufacturer of a medicament to manufacture a
70 mg dose of alendronate wherein the said medicament is adapted
for oral administration in the form of a tablet, for inhibiting bone
resorption in a human to treat osteoporosis, according to a continuous
schedule having periodicity once-weekly (p. 40 NOP Vol.2); and

(2) Claims 1, 3, 4, 15 and 20 are relevant to the invention of 194 Patent
(p. 41 NOP Vol.2). Regarding Claim 15, the expression of “70 mg of
alendronic acid or a pharmaceutically acceptable salt thereof, on an
alendronic acid active weight basis”, means that 70 mg of alendronic
acid is the constituent which has to be present in the invention or
product of 194 Patent (p. 41 NOP Vol.2).

11. According to Mr. Edge’s witness statement, among others –
(1) Mr. Edge is a Quality System Analyst (QSA) at the 1st Plaintiff’s
European Stability Unit (ESU) since November 2013. Mr. Edge has a
Bachelor of Science (Honours) degree in Chemistry;
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(2) as a QSA, Mr. Edge’s main responsibility involves coordinating the
transfer of new analytical methods to ESU and Quality Control
laboratories in Cramlington, United Kingdom (UK);
(3) Mr. Edge’s prior work experience was -

(a) Laboratory Systems Analyst, ESU, Cramlington (2004-2013);

(b) Quality Standard Analyst, ESU, Cramlington (2000-2004);

(c) Product Testing Team Leader, ESU, Cramlington (1997-2004);
and

(d) Product Testing Analyst, ESU, Cramlington (1995-1997);

(4) sometime in July, 2015, Mr. Edge took instructions from Mr. James
Horgan (head of European Patent Department in the 1st Plaintiff) (Mr.
Horgan) through Mr. Geoffrey Albert-Bolinski (Mr. Albert-Bolinski)
vide the 1st Plaintiff’s approved “Generic/Competitive Product Testing
Form” database tracking no. BAAM#159. Mr. Horgan had instructed
Mr. Albert-Bolinski (who coordinates testing of generic products within
the 1st Plaintiff) to investigate the Defendant’s Alendronate 70 mg
Tablets Batch No. BD05734 (Batch No. BD05734) for the presence
and quantity of alendronate sodium. On 17.8.2015, Mr. Albert-Bolinski
passed the request on to Mr. Edge;
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(5) on 7.8.2015 Mr. Edge received Batch No. BD05734 via courier “DHL
Express” from the Plaintiffs’ solicitors. DHL’s airway bill regarding
Batch No. BD05734 had been adduced in this Court. Mr. Edge
confirmed that upon receipt of Batch No. BD05734, none of the
Defendant’s Alendronate 70 mg Tablets in Batch No. BD05734 were
damaged. Batch No. BD05734 had 10 boxes (containing blister packs
of 4 units each) (10 Boxes) with numbers appearing on holographic
security stickers on each of the 10 Boxes. Mr. Edge compared the
batch number as well as the unique holographic security stickers of all
the 10 Boxes against details provided by the Plaintiffs’ solicitors and
Mr. Edge confirmed that the 10 Boxes were indeed sent by the
Plaintiffs’ solicitors. Photographs of the 10 Boxes had been tendered
as evidence in this Court;
(6) Mr. Edge had left the 10 Boxes on his table unopened under “ambient
conditions” until 14.8.2015 (when he moved the 10 Boxes to a metal
sample cabinet in the 1st Plaintiff’s laboratory). The laboratory is
monitored in terms of its temperature and humidity;

(7) Mr. Edge passed the 10 Boxes to Mr. Fraser Wilson (Mr. Wilson) who
carried out an analytical test on the 10 Boxes under Mr. Edge’s direct
supervision. Mr. Wilson is an analytical chemist based at Cramlington
who has a Masters in Science degree in Drug Chemistry and has
worked as an analytical chemist in the 1st Plaintiff for 5 years; and
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(8) Mr. Edge had used “Quality System Method” (QSM), a validated
testing method used by the 1st Plaintiff, to analyse the contents of the
10 Boxes. Mr. Edge’s testing confirmed the presence of alendronate
sodium in the 10 Boxes of 103.6% of the labeled claim which meant
that the 10 Boxes contained slightly more than 70 mg of alendronate
sodium.

12. During cross-examination, Mr. Edge gave the following evidence, among
others:

(1) the 10 Boxes were not tested by a third party laboratory (p. 53 NOP
Vol.2);
(2) the 1st Plaintiff’s laboratory is accredited by “Good Laboratory Practice”
(GLP) (p. 53 NOP Vol.2); and

(3) Mr. Edge agreed that under GLP, once a sample is received, the
sample should be stored in a proper facility (p. 54 NOP Vol.2). Mr.
Edge further agreed that when the 10 Boxes had been left on his table
for 5 days, this was not in accordance with GLP (p. 54-55 NOP Vol.2).
13. Upon Mr. Wong’s re-examination, Mr. Edge clarified that the noncompliance with GLP (the 10 Boxes had been left on Mr. Edge’s table for 5
days) did not affect the analysis carried out by Mr. Edge and his results of
the analysis (p. 55 NOP Vol.2).
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14. Encik Abu Bakar testified as follows in his witness statement:

(1) Encik Abu Bakar is an executive in the IP Department of the Plaintiffs’
solicitors;
(2) Encik Abu Bakar received instructions from the Plaintiffs’ solicitors to
purchase the Defendant’s Alendronate 70 mg Tablets. Consequently,
Encik Abu Bakar had purchased, among others, Batch No. BD05734,
from RMS Pharmacy Sdn. Bhd. The sale receipt of Batch No.
BD05734 (Sale Receipt) had been adduced as evidence in this case;
and
(3) Encik Abu Bakar had signed a “Specimen Chain of Custody Form”
(Encik Abu Bakar’s Chain of Custody Form)

15. Encik Abu Bakar was not cross-examined.

D. Defendant’s case

16. The Defendant called the following 2 experts to testify on its behalf in this
case:

(1) Professor Ego Seeman (Prof. Seeman); and

(2) Professor Dr. Robert S. Langer (Prof. Langer).
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17. Prof. Seeman gave the following evidence in his 2 witness statements,
among others:

(1) Prof. Seeman is presently an endocrinologist at the Austin Hospital
and Professor in the Department of Medicine, University of Melbourne.
Prof. Seeman is also the Head of Metabolic Bone Disease Clinic,
Austin Hospital;

(2) Prof. Seeman has an illustrious CV, of which I will only highlight the
following –

(a) Prof. Seeman has a doctorate in medicine from University of
Melbourne (1991);
(b) editor of “Progress in Osteoporosis” and associate editor of
“Osteoporosis International”;

(c) member of World Health Organization committee in defining
osteoporosis;

(d) Prof. Seeman has published over 360 publications. Prof.
Seeman’s citation index is 66 and his work has been cited more
than 19,000 times in various publications. Prof. Seeman has
worked in osteoporosis research for more than 36 years and has
published over 350 papers in that field; and
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(e) Prof. Seeman has received various awards, such as –

(i)

Fred C. Bartter Award from the American Society of Bone
Mineral Research (2002); and

(ii) International Osteoporosis Foundation Medal of Achievement
for Outstanding Investigation in Osteoporosis Research
(2009);
(3) Prof. Seeman had been asked by the Defendant’s solicitors to provide
his view on the novelty, inventiveness and sufficiency of disclosure of
194 Patent;

(4) 194 Patent concerns an oral dosing regimen for alendronate taken by
a patient on a continuous schedule but with a period between each
dose. The purported inventive step claimed in 194 Patent is the
dosage and dosing schedule. Claim 1 claimed dosage of alendronate
ranging from 8.75 mg to 140 mg and a dosing schedule ranging from
once every 3 days to once every 16 days;

(5) according to Prof. Seeman, the POSITA regarding 194 Patent -

(a) would be a person who was interested in an improved medical
treatment for osteoporosis and other bone disorders caused by
increased bone resorption; and
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(b) would include clinicians interested in bone diseases and the
treatment, such as Prof. Seeman;

(6) the common general knowledge of POSITA as on the Priority Date,
was –

(a) information which would have been widely known by persons
skilled in the art regarding 194 Patent;

(b) the use of alendronate was effective in treating or preventing
osteoporosis in humans;

(c) alendronate is a type of bisphosphonate which has low oral
bioavailability (1%) which will be reduced further if taken with a
meal. However once alendronate is absorbed, alendronate has a
long duration of action. It was thought that this is a feature of
bisphosphonate which allows it to be administered on an
intermittent, relatively infrequent basis;

(d) the magnitude of the biological effect of bisphosphonates on bone
mainly depends on the total dose administered over a period of
time and does not depend on the frequency of administration
(Total Dose Effect). Daily treatment of bisphosphonates is not
critical to their effect on bones. Prof. Seeman has explained in
detail the Total Dose Effect and has relied on “Preclinical
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Pharmacology of Alendronate”, GA Rodan et al, Osteoporosis
International, Vol. 3 (Supp.), p. 3-12, 1993, CBD Vol B, Tab 9
[Rodan’s Article (1993)]. It is to be noted that the authors of
Rodan’s Article (1993) worked at that time in “Merck Research
Laboratories”, West Point, Pennsylvania, USA;

(e) as at April 1998, alendronate had been in the market approved in
2 oral dosage forms – 10 mg daily for osteoporosis and 40 mg
daily for Paget’s disease. For this expert opinion, Prof. Seeman
relied on the following publications -

(i)

“Effect of Oral Alendronate on Bone Mineral Density and the
Incidence of Fractures in Postmenopausal Osteoporosis”, Uri
A. Liberman et al, NEJM, Vol. 333, p. 1437-1443,
30.11.1995, CBD Vol. B, Tab 12 [Liberman’s Article
(30.11.1995)]. Prof. Seeman was one of the co-authors of
Liberman’s Article (30.11.1995);

(ii) “Alendronate in the Treatment of Paget’s Disease of Bone”,
SA Khan et al, Bone Vol. 20, p. 263-271, March 1997, CBD
Vol. B, Tab 17 [Khan’s Article (March 1997)];
(iii) “Biochemical

and

Radiologic

Improvement

in

Paget’s

Disease of Bone Treated with Alendronate: A Randomized,
Placebo-controlled Trial”, Ian R. Reid et al, The American
Journal of Medicine (AJM), Vol. 101, p. 341-411, October
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1996, CBD Vol. D, Tab 13 [Reid’s Article (October 1996)];
and
(iv) “Randomised trial of effect of alendronate on risk of fracture
in women with existing vertebral fractures”, Dennis M. Black
et al, The Lancet, Vol. 348, p. 1535-1541, 7.12.1996, CBD
Vol. B, Tab 14 [Black’s Article (7.12.1996)];

(f)

alendronate was generally well tolerated, even in high doses,
although

there

were

side

effects

associated

with

oral

administration. It was thought that alendronate was better
tolerated than other bisphosphonates (such as etidronate). For
this expert view, Prof. Seeman relied on -

(i)

De Groen’s Article (3.10.1996); and

(ii) the 1st Plaintiff’s letter dated 15.3.1996 to all physicians, CBD
Vol. F, Tab 59 [1st Plaintiff’s Letter (15.3.1996)]; and
(iii) “Bisphosphonates in Bone Diseases – from Laboratory to the
Patient”, Herbert Fleisch 2nd Edition, 1995, p. 491-562, CBD
Vol. E, Tab 11 [Fleisch (1995)];

(g) the major cause of GI side effects associated with administration
of alendronate is due to the failure of alendronate to pass through
the esophagus (Major Cause of GI Side Effects). As such,
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patient compliance to facilitate transit of alendronate through the
esophagus, is very important; and

(h) episodic (once per week) or cyclical (one week every month)
administration of alendronate could be more effective in
minimizing potential side effects of GI events associated with the
use of bisphosphonates (including alendronates), as compared
with daily dosing regimen;

(7) Prof. Seeman was of the opinion that the dosing regimen in 194
Patent was obvious to a POSITA in the light of the common general
knowledge that existed prior to the Priority Date. Prof. Seeman relied
on –

(a) Fleisch (1995), at p. 509 and 516;

(b) Lunar News, April 1996, at p. 31, CBD Vol. B, Tab 9 [Lunar News
(April 1996)]; and

(c) Lunar News, July 1996, at p. 23, CBD Vol. B, Tab 10 [Lunar
News (July 1996)].

Prof. Seeman is of the view that Lunar News articles are not intended
to replace its previous publications as each edition of Lunar News has
different information which is very informative and usually accurate;
and
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(8) the Dog Experiments were “flawed in design” because –

(a) there were 2 variables in the Dog Experiments, namely the dosing
regimen (dosage and frequency) and the examination time which
differed by groups of dogs based on the time of sacrifice of the
dogs. It would therefore be hard to determine whether the timing
of the sacrifice of the dogs, the dosing regimen or both accounted
for the observations made in the Dog Experiments. As the time to
sacrifice the dogs varied, the dogs might have time to heal or
partly heal after the last dose of alendronate;

(b) the dogs were administered with alendronate in simulated gastric
juice in a supine position while a human patient takes an
alendronate tablet orally while remaining in an upright position for
30 minutes;

(c) the

Dog

Experiments

did

not

test

whether

intermittent

administration of alendronate would result in fewer upper GI
adverse effect than daily administration of alendronate in human
subjects; and

(d) there was no quantitative or statistical analysis in the Dog
Experiments by using the histopathological changes in the dogs’
esophagus.
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18. During cross-examination by Mr. Wong, Prof. Seeman testified, among
others, as follows:

(1) taking into account all the cited documents that were available on the
Priority Date, Prof. Seeman stated that those documents disclosed
clinical trials with alendronate for treating osteoporosis on a
continuous schedule other than daily administration (p. 78-80 NOP
Vol.2). Prof. Seeman relied on “Effects of Oral Alendronate and
Intranasal Salmon Calcitonin on Bone Mass and Biochemical Markers
of Bone Turnover in Postmenopausal Women with Osteoporosis”, S.
Adami et al, Bone Vol. 17, p. 383-390, October 1995, CBD Vol. E, Tab
22 [Adami’s Article (October 1995)] (p. 79 NOP Vol.2);

(2) when asked about the meaning to be given by a POSITA to the 70 mg
of alendronate acid in Claim 15, Prof. Seeman explained that he was
not a pharmacologist (p. 81 NOP Vol.2). Prof. Seeman however
agreed that the prior art discussed amounts of alendronate used in
clinical trials were often 5 mg, 10 mg, 20 mg, 40 mg and 80 mg (p. 8283 NOP Vol.2);

(3) Mr. Wong asked whether it was correct that there was no prior art
disclosure of a tablet comprising 70 mg of alendronate. Prof. Seeman
however stated that he could not answer that question because there
were several studies which had been done with 40 mg and 80 mg
alendronate per day (p. 83 NOP Vol.2);
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(4) Prof. Seeman was referred by Mr. Wong to “Alendronate Treatment of
the Postmenopausal Osteoporotic Woman: Effect of Multiple Dosages
on Bone Mass and Bone Remodeling”, Charles H. Chestnut et al,
AJM, Vol. 99, at p. 150, August 1995, CBD Vol. E, Tab 23 [Chestnut’s
Article (August 1995)] which stated that patients withdrew from a
clinical study after receiving 40 mg alendronate dose due to adverse
GI effects (p. 87-88 NOP Vol.2). Prof. Seeman agreed that his view
that “alendronate was generally well tolerated, even in high doses,
although there were side effects associated with oral administration. It
was thought that alendronate was better tolerated than other
bisphosphonates (such as etidronate)”, was not supported by data (p.
88 NOP Vol.2);

(5) Prof. Seeman agreed that reflux into the esophagus may be a possible
cause of serious upper GI side effects (p. 103-104 NOP Vol.2). Based
on De Groen’s Article (3.10.1996) and the 1st Plaintiff’s Letter
(15.3.1996), Prof. Seeman agreed “entirely” that the solution to avoid
GI side effects is to adhere carefully to dosing instructions (p. 104
NOP Vol.2);

(6) Mr. Wong suggested to Prof. Seeman that if there were 2 causes of
injury from a drug to the esophagus, namely pill esophagus (the pill is
stuck in the esophagus) and gastric reflux, improving patient
compliance with dosing instruction, would not solve the problem of GI
side effect (p. 104-105 NOP Vol.2). Prof. Seeman initially said that he
did not know and then stated that it would depend on the patient (p.
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104-105 NOP Vol.2). Prof. Seeman subsequently testified that he was
not a gastroenterologist and he wanted to be cautious in his answer
(p. 105 NOP Vol.2). Prof. Seeman however stated that it is possible
that a higher concentration of drugs present in a localized area, may
cause more damage (p. 107 NOP Vol.2);
(7) regarding Lunar News –

(a) Prof. Seeman agreed that Lunar News does not appear in review
journals (p. 114 NOP Vol.2);

(b) later editions of Lunar News do not replace earlier publications (p.
115 NOP Vol.2). Prof. Seeman agreed that it was possible Lunar
News (April 1997) could be an update (p. 123 NOP Vol.2); and

(c) Prof. Seeman disagreed with Mr. Wong that a POSITA reading
Lunar News (April 1997), in trying to maintain the efficacy of
alendronate and at the same time, to reduce its side effects,
would administer the alendronate by infusion and not by oral
administration (p. 125 NOP Vol.2). This is because infusion of
alendronate in elderly people, has its own problems (p. 125 NOP
Vol.2); and
(8) Prof. Seeman agreed that after the publication of De Groen’s Article
(3.10.1996), one of the concerns for a physician to give 40 mg or 80
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mg alendronate to osteoporosis patients was the upper GI side effects
(p. 122 NOP Vol.2).

19. When re-examined by Ms. Goh, Prof. Seeman explained as follows,
among others:

(1) Lunar News -

(a) was evidence of prior knowledge among individuals who practiced
in the art (p. 80 NOP Vol.3); and

(b) is not so much regarding the experimentation of evidence but is
more of a review or extemporaneous discussion (p. 80 NOP
Vol.3). Prior to Lunar News publication, it was common
knowledge based on rigorously designed studies regarding
Paget’s disease that many doctors used 40 mg or 80 mg in their
practice (p. 80 NOP Vol.3); and
(2) regarding De Groen’s Article (3.10.1996), Prof. Seeman could not
make any inference about the causal relationship between doses,
drugs, frequency and etc because –

(a) there was no control regarding the sex and age of the
participants;

(b) the doses and frequency were not quoted;
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(c) the type of underlying disease was not quoted; and

(d) how the patients took the medication was not quoted

(p. 88 NOP Vol.3).

20. Prof. Langer’s witness statement, stated, among others, as follows:

(1)

Prof. Langer has most impressive credentials. I will only highlight the
following (a) Prof. Langer is currently an “Institute Professor” at the
Massachusetts

Institute

of

Technology

(MIT).

Institute

Professorship is the highest rank awarded to a faculty member in
MIT and there are only 13 Institute Professors in MIT (including
Prof. Langer);
(b) Prof. Langer has –

(i)

authored or co-authored over 1,300 articles; and

(ii) over 1,080 patents issued or pending worldwide. Prof.
Langer’s patents have been licensed or sublicensed to over
300 pharmaceutical, chemical, biotechnology and medical
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device companies. A number of these companies has been
launched on the basis of Prof. Langer’s patent licenses;

(c) Prof. Langer has served as a member of FDA’s SCIENCE Board
(FDA’s highest advisory board) from 1995 through 2002 and as
its Chairman from 1999 through 2002; and

(d) Prof. Langer has received over 220 major awards;

(2)

Prof. Langer considers himself an expert, and his peers consider him
an expert, with respect to pharmaceutics and pharmaceutical
formulation technology, including bisphosphonate drugs. Accordingly,
Prof. Langer can therefore speak as an expert on bisphosphonate
drugs, including alendronate;

(3)

Prof. Langer had been asked by the Defendant’s solicitors to provide
his opinion on 194 Patent. Prof. Langer is familiar with –

(a) the reading of patent claims as he has over 1080 issued or
pending patents worldwide; and

(b) alendronate because he has conducted research, filed patent
applications and received granted patents on various drug
delivery and implant devices dealing with the administration of
bisphosphonates (including alendronate) and other agents, for
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the treatment of various diseases of bone resorption and related
syndromes, including osteoporosis;

(4)

regarding 194 Patent -

(a) Claim 1 is the only independent claim. Prof. Langer is of the view
that Claim 1 has 2 essential elements, namely -

(i)

unit dosage that comprises from about 8.75 to 140 mg of
alendronate; and

(ii) continuous dosing schedule having a periodicity from about
once every 3 days to once every 16 days; and

(b) 194

Patent

acknowledged

the

fact

that

the

use

of

bisphosphonates such as alendronate for the treatment of
diseases associated with abnormal bone resorption, such as
osteoporosis and Paget’s disease, was well known in the art as
at the Priority Date;

(5)

as at the Priority Date -

(a) tablets containing alendronate, and specifically alendronate
monosodium trihydrate, were known in the art as being useful
dosage forms for administration in the treatment of a variety of
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diseases of abnormal bone resorption, including osteoporosis
and Paget’s disease; and

(b) tablet strengths in the range of approximately 40 to 80 mg
alendronate were also taught in the art as being suitable for
administration for the treatment of abnormal bone resorption;

(6)

Prof. Langer is of the opinion that as at the Priority Date, the use of
alendronate in a unit dosage form from about 8.75 to about 140 mg,
including dosages of up to about 70 mg of alendronate for weekly
dosing regimens, was not new but had been anticipated by prior art.
Prof. Langer relied on the following publications -

(a) Lunar News (July 1996); and

(b) 3 patent applications which had been published prior to the
Priority Date, namely –

(i)

European Patent Application No. 0600834A1, CBD Vol. D,
Tab 1 (834 European Patent Application) which was
published on 8.6.1994;

(ii) International Patent Application No. WO 95/30421, CBD Vol.
D, Tab 3 (421 WIPO Patent Application) which was
published on 16.11.1995; and
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(iii) European Patent Application No. EP 0758241B1, CBD Vol.
D, Tab 4 (241 European Patent Application) which was
published on 19.2.1997.

According to Prof. Langer, the prior art documents gave sufficient and
clear instructions to enable a POSITA to make tablets containing
alendronate according to the dosing regimen stated in 194 Patent,
including amounts of approximately 70 mg for administration and use
for the treatment of diseases of bone resorption and generalized or
localized bone loss, including osteoporosis, according to a continuous
schedule having a periodicity exceeding about once every two days,
including weekly;

(7)

Prof. Langer expressed the opinion that as of the Priority Date, the
purported inventive steps set out in 194 Patent were obvious to a
POSITA with regard to the common general knowledge existing on
the Priority Date. Prof. Langer was of the view a POSITA would have
possessed the following common general knowledge as of the
Priority Date –

(a) the use of alendronate is effective in treating or preventing
osteoporosis in humans;

(b) alendronate, a type of bisphosphonate, possesses low oral
bioavailability, which is reduced further if taken with food (hence
the dosing instructions for administration in a fasted state);
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(c) once absorbed, alendronate is known to possess a very long
duration of action;

(d) the size of the effect of bisphosphonates such as alendronate on
bone mainly depends on the total amount administered over
time, not on the frequency of administration, with daily
administration not being critical to their effect on bone;

(e) alendronate had come onto the market in 1995, approved in two
oral dosage forms, these being a 10 mg daily dose for
osteoporosis and a 40 mg daily dose for Paget's disease;

(f)

alendronate was generally well tolerated, although there were
known side effects associated with oral administration. With
respect to these side effects, alendronate was thought to be
more tolerated than other bisphosphonates such as etidronate.
For this opinion, Prof. Langer relied on –

(i)

Liberman’s Article (30.11.1995);

(ii) “The Effect of Short Term Treatment with Alendronate on
Vertebral Density and Biochemical Markers of Bone
Remodeling in Early Postmenopausal Women”, ST Harris et
al, Journal of Clinical Endocrinology and Metabolism
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(JCEM), Vol. 76, No. 6, p. 1399-1406, 1993, CBD Vol. B,
Tab 15 [Harris’ Article (1993)];
(iii) Black’s Article (7.12.1996);
(iv) Khan’s Article (March, 1997);

(v) USA Patent No. 5,366,965, CBD Vol. D, Tab 5 (965 USA
Patent) which had been filed on 29.1.1993;
(vi) Reid’s Article (October 1996); and
(vii) “Comparative Study of Alendronate Versus Etidronate for
the Treatment of Paget’s Disease of Bone”, E Siris et al,
JCEM Vol. 81, No. 3, p. 961-967, March 1996, CBD Vol. D,
Tab 2 [Siris’ Article (March 1996)];

(g) the Major Cause of GI Side Effects is due to the failure of the
alendronate dosage form to pass through the esophagus,
resulting in local irritant effects due to the acidic nature of
bisphosphonates. For this view, Prof. Langer cited the following
prior art –

(i)

De Groen’s Article (3.10.1996);

(ii) Liberman’s Article (30.11.1995); and
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(iii) “Pill Esophagitis” – The Case of Alendronate”, Donald O.
Castell, NEJM, Vol. 335, No. 14, p. 1058-1059, 3.10.1996,
CBD Vol. D, Tab 12 [Castell’s Article (3.10.1996)];

(h) episodic (once per week) or cyclical (one week every month)
administration could minimize the potential side effects of GI
events associated with the use of alendronate, compared to the
conventional continuous daily dosing regimen. Such an opinion
by Prof. Langer is supported by the following publications –

(i)

“The Bisphosphonate Alendronate (MK-217) Inhibits Bone
Loss Due to Ovariectomy in Rats”, JG Seedor et al, Journal
of Bone and Mineral Research (JBMR), Vol. 6, No. 4, p.
339-346, 1991, CBD Vol. D, Tab 10 [Seedor’s Article
(1991)];

(ii) “The Bisphosphonate, Alendronate, Prevents Bone Loss in
Ovariectomized Baboons”, Thompson et al, JBMR Vol. 7,
No. 8, p. 951-960, 1992; CBD Vol. D, Tab 8 [Thompson’s
Article (1992)]; and
(iii) Rodan’s Article (1993).

According to Prof. Langer, the above publications support the
conclusion that the state of the art as of the Priority Date taught that
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episodic (e.g. once per week) administration of alendronate was
effective and could be utilized to minimize the potential occurrence of
GI events associated with the use of alendronate, compared to the
conventional continuous daily dosing regimen;

(8)

Prof. Langer expressed the view that Lunar News (July 1996) had
proposed the very same solution purportedly disclosed in 194 Patent,
namely, a dosing regimen based on the use of tablets containing
increased amounts of alendronate administered once a week. Prof.
Langer further opined that having regard to the common general
knowledge as stated above, it would be obvious to a POSITA that –

(a) a 70 mg weekly dose (based on a 7 times increase of the 10 mg
daily dose); and

(b) a weekly dosing regimen

-

could be utilized to significantly reduce the dosing frequency, in
order to reduce the potential for the occurrence of an adverse
events arising from the 10mg/day dosing of alendronate while
maintaining efficacy, and thus would have arrived at the
purported invention of 194 Patent;

(9)

Prof. Langer was of the opinion that the purported invention of 194
Patent had been rendered obvious by a combination of Lunar News
(April 1996) and Lunar News (July 1996). The Lunar News (April
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1996) has taught that once-weekly oral administration of alendronate
would overcome the limitations of –

(a) GI side effects; and

(b) poor patient compliance;

(10) a combination of 834 European Patent Application and Lunar News
(July 1996) had rendered obvious the purported invention of 194
Patent. This was because 834 European Patent Application had
disclosed the use of alendronate, as well as other bisphosphonates,
for the manufacture of pharmaceutical formulations for fracture
healing;
(11) Prof. Langer expressed the opinion that a combination of –

(a) European Patent Application No. 0617624B1, CBD Vol. D, Tab 2
(624 European Patent Application) (published on 5.10.1994
and filed by Merck & Co. Inc.); and

(b) Lunar News, July 1996

-

had rendered obvious the purported invention of 194 Patent.
This was because 624 European Patent Application had
disclosed

the

use

of

large

doses

of

alendronate

administration for the treatment of periodontal disease;
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for

(12) Prof. Langer stated that 194 Patent lacked sufficient disclosure, in
particular (a) the “in vivo” data provided in 194 Patent did not fully support the
claims in 194 Patent, especially regarding the Dog Experiments
data and its relevance to the use of the purported invention in
humans. Prof. Langer explained in detail as to why the deduction
made from the Dog Experiments data was wrong and could not
be used as a basis to arrive at the purported inventive claims in
194 Patent;

(b) there was no relation made between the results seen in this
single animal model experiment versus expected results in
humans;

(c) no human data was provided in 194 Patent;
(d) the dogs utilized in the 1st Plaintiff’s study were anesthetized
(and thus likely lying prone) and administered alendronate in
solution (simulated gastric fluid vehicle). Both of these features
were very different than for the case of a patient being dosed
sitting upright with an alendronate tablet following the prescribed
dosing recommendations; and
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(e) only one of the 8 examples in 194 Patent contained actual
experimental data (from the Dog Experiments). The remaining 7
examples in 194 Patent were simply descriptions of proposed
dosing

regimens

for

the

treatment

and

prevention

of

osteoporosis.

Prof. Langer further testified that considering only the specifications
of 194 Patent and not the state of the art stated by Prof. Langer, one
could not readily arrive at the same invention claimed in 194 Patent;
and

(13) Prof. Langer was of the view that all of the claims in 194 Patent
merely constituted a method of medical treatment based on different
variations of the use of a periodic dosing regimen of alendronate.

21. Ms. Goh orally asked Prof. Langer whether Claims 3, 4, 15 and 20 could
be read onto Claim 1. Prof. Langer answered in the negative unless Claim
1 was ambiguous and Claim 1 was not ambiguous in 194 Patent (p. 9-10
NOP Vol.3). Furthermore, according to Prof. Langer, the patentee is his
own lexicographer and can choose what to include in the claims in the
patent (p. 10 NOP Vol.3).

22. During cross-examination by Mr. Wong, Prof. Langer gave the following
evidence, among others, as follows:

(1) Prof. Langer admitted that he has no medical qualification and has 43

(a) not prescribed bisphosphonates to a patient; and

(b) not carried out endoscopies of GI tract

(p. 13 NOP Vol.3);

(2) Prof. Langer agreed that the prior art discussed the amounts of
alendronates used in clinical trials or given to patients in quantities of 5
mg, 10 mg and 20 mg (p. 24 NOP Vol.3);

(3) regarding 834 European Patent Application -

(a) Prof. Langer agreed that 834 European Patent Application would
tell a POSITA about the healing of fractures and not about
osteoporosis and Paget’s disease (p. 31 NOP Vol.3);

(b) Prof. Langer did not know whether on the date of filing of 834
European Patent Application (23.11.1993), 70 mg of alendronate
was used to treat osteoporosis (p. 33-34 NOP Vol.3);

(c) Prof. Langer admitted that 834 European Patent Application did
not specifically mention 70 mg of alendronate (p. 44 NOP Vol.3);

(d) 834 European Patent Application stated weekly dosage as one of
the three alternatives (p. 44 NOP Vol.3); and
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(e) Prof. Langer agreed that the authors of 834 European Patent
Application were not aware of serious upper GI side effects which
were only described in De Groen’s Article (3.10.1996) (p. 62-63
and 64-65 NOP Vol.3);

(4) Prof. Langer agreed that 421 WIPO Patent Application and 241
European Patent Application did not specifically mention -

(a) alendronate; and

(b) 70 mg

(p. 48-49 NOP Vol.3);
(5) Prof. Langer admitted that De Groen’s Article (3.10.1996) stated that
there is a possibility of gastric reflux being a cause of GI side effects
(p. 50-51 NOP Vol.3);

(6) Prof. Langer agreed that the damage caused by alendronate to the
esophagus is local (limited to the area of contact of the alendronate
with the esophagus) (p. 53 NOP Vol.3); and
(7) Prof. Langer admitted that Seedor’s Article (1991), Thompson’s Article
(1992) and Rodan’s Article (1996) –
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(a) discussed pre-clinical use of alendronate;
(b) were published before De Groen’s Article (3.10.1996); and

(c) were written without the knowledge of serious upper GI side
effects described in De Groen’s Article (3.10.1996)

(p. 58-60 NOP Vol.3).

23. Upon re-examination by Ms. Goh, Prof. Langer testified as follows, among
others:

(1) Prof. Langer explained that although Lunar News, 834 European
Patent Application, 421 WIPO Patent Application and 241 European
Patent Application did not specifically mention 70 mg, nonetheless
these documents are important because -

(a) Claim 1 cited 8.75 mg to 140 mg and 70 mg is within that range;
and
(b) a POSITA “will certainly” think about 70 mg

(p. 68-69 NOP Vol.3);

(2) Prof. Langer cited Lunar News, 834 European Patent Application, 421
WIPO Patent Application and 241 European Patent Application
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although these documents did not specifically mention osteoporosis
because Claim 1 concerns medicament to inhibit bone resorption and
is not limited to osteoporosis (p. 69-70 NOP Vol.3);

(3) Prof. Langer clarified that every element of Claim 1 had been
anticipated by 834 European Patent Application, namely –

(a) alendronate was mentioned in 834 European Patent Application;

(b) 834 European Patent Application dealt with 3.75 mg to 180 mg;
and

(c) 834 European Patent Application discussed about administration
of alendronate in doses which would be effective in the treatment
of Paget’s disease and osteoporosis

(p. 70 NOP Vol.3);
(4) Prof. Langer stated that in De Groen’s Article (3.10.1996) –

(a) 475,000 patients had been prescribed alendronate but only 51 of
those 475,000 suffered serious or severe side effects related to
the esophagus. This percentage was “incredibly small”;
(b) one could not tell from De Groen’s Article (3.10.1996) the cause
of the severe side effects related to the esophagus. Was there an
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underlying

disease,

was

it

patient’s

non-compliance

with

instruction or had it got to do with alendronate? In fact, De
Groen’s Article (3.10.1996) stated “A reexamination of adverse
esophageal effects in these trials revealed no evidence of a
higher incidence of serious or severe adverse effects among
patients taking alendronate than among those taking placebo, as
reported elsewhere in this issue of the Journal”; and

(c) placebo gave the same results as alendronate. As such, it was
hard to see why it was alendronate which had caused the serious
or severe side effects related to the esophagus

(p. 70-71 and 73 NOP Vol.3);

(5) regarding gastric reflux, Prof. Langer explained that there was no
sufficient information to know what was the cause of serious or severe
side effects related to the esophagus (p. 74 NOP Vol.3); and

(6) although Prof. Langer is not a medical doctor and does not prescribe
bisphosphonates to patients or conduct endoscopy, Prof. Langer’s
laboratory –
(a) carries out an “awful” lot of GI work;

(b) does endoscopy;
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(c) has developed all kinds of pills and new delivery systems; and

(d) has a gastroenterologist who reports directly to Prof. Langer.

(p. 75-76 NOP Vol.3).

Prof. Langer has won many medical prizes, such as Albany Medical
Center Prize (p. 76 NOP Vol.3). Prof. Langer has been consulted on
medical issues by hundreds of companies, including the 1st Plaintiff (p.
76 NOP Vol.3).

E. 3 preliminary objections (PO’s)
24. Three PO’s were raised in this case, two by Mr. Wong and one by Ms.
Goh.
25. Firstly, Mr. Wong objected to the Defendant’s reliance on the following 2
publications which had not been pleaded by the Defendant (1st PO):

(1) Siris’ Article (March, 1996); and

(2) Fleisch (1995)

(2 Unpleaded Publications).
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26. Secondly, Mr. Wong objected to the admissibility of Prof. Seeman’s second
witness statement (WSSD1B) on the ground that WSSD1B had only been
served on the Plaintiffs’ solicitors the day before Prof. Seeman testified (2nd
PO). According to Mr. Wong, Order 38 rule 2(4) of the Rules of Court 2012
(RC) requires all witness statements, including WSSD1B, to be served not
less than 7 days before the witness statements are tendered at a trial.

27. Ms. Goh objected to the admissibility of evidence regarding GI side effects
on the ground that the Plaintiffs had failed to plead such evidence (3rd PO).

E(1).

1st PO

28. The Defendant’s Amended Defence and Counterclaim (ADCC) had
pleaded as follows, among others:
(1) paragraph 15 – 194 Patent was “not new in view of the following, inter
alia, published documents” before the Priority Date (paragraph 15 had
expressly pleaded certain publications but not the 2 Unpleaded
Publications); and
(2) paragraph 16 – 194 Patent did not involve inventive step in view of the
prior art before the Priority Date “including but not limited to”
documents pleaded in the ADCC and paragraph 2 of the Amended
Particulars of Objection (APO).
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29. It is clear from the ADCC that the Plaintiffs had been put on guard
regarding, among others –

(1) the grounds of the Counterclaim to invalidate 194 Patent; and

(2) the publications pleaded in the ADCC as prior art, were not
exhaustive.

30. I dismiss the 1st PO on the following grounds:

(1) “prior art” documents within the meaning of s 14(2)(a) PA, only
constitute evidence which need not be pleaded according to Order 18
rule 7(1) RC. Order 18 rule 7(1) RC provides as follows “Subject to the provisions of this rule and rules 10, 11 and 12, every
pleading shall contain, and contain only, a statement in a summary
form of the material facts on which the party pleading relies for his
claim or defence, as the case may be, but not the evidence by which
those facts are to be proved, and the statement shall be as brief as
the nature of the case admits.”

(emphasis added);

(2) Order 1A RC provides that in the administration of RC, including the
application of Order 18 rule 7(1) RC, the Court shall have regard to the
overriding interest of justice and not only to the technical non51

compliance with RC. Order 2 rule 1(2) RC further provides that the RC
are a procedural code subject to the overriding objective of enabling
the Court to deal with cases justly. Cases decided prior to the
introduction of Order 1A and Order 2 rule 1(2) RC, should be read with
caution.

The ADCC and APO had expressly enumerated publications relied on
by the Defendant to invalidate 194 Patent. I do not see how the
overriding interest of justice can be defeated by the Defendant’s mere
omission to plead the 2 Unpleaded Publications. On the contrary, the
overriding interest of justice is served by allowing the Defendant to
admit the 2 Unpleaded Publications as prior art so as to enable this
Court to decide justly the Plaintiffs’ Claim and Counterclaim;

(3) there was no prejudice occasioned to the Plaintiffs by allowing the
Defendant to admit as evidence the 2 Unpleaded Publications
because –
(a) Siris’ Article (March, 1996) had been referred to in answer no. 14,
p. 14, in Prof. Fennerty‘s witness statement (WSSP1). Answer no.
17, p. 17-18, in WSSP1 had also referred to Fleisch (1995). It is
therefore clear that the Plaintiffs’ expert had considered the 2
Unpleaded Publications; and

(b) Mr. Wong had been allowed to cross-examine Prof. Seeman and
Prof. Langer on the 2 Unpleaded Publications. In fact, Mr. Wong
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had questioned Prof. Seeman on Fleisch (1995) (p. 110-112
NOP, Vol.2); and

(4) even if it is assumed that the Plaintiffs have suffered prejudice due to
the admissibility of the 2 Unpleaded Publications, such a prejudice can
be compensated in the form of costs to be paid by the Defendant to
the Plaintiffs. As such, I award costs of the 1st PO to the Plaintiffs. I will
discuss the amount of costs for the 1st PO subsequently in this
judgment.
31. Before I discuss the 2nd PO, I should state that the Court of Appeal’s
judgment in Cheong Heng Loong Goldsmiths (KL) Sdn Bhd & Anor v
Capital Insurance Bhd and another appeal [2004] 1 MLJ 353 (cited by
the Plaintiffs) has been reversed by the Federal Court in Capital Insurance
Bhd v Cheong Heng Loong Goldsmiths (KL) Sdn Bhd [2005] 4 CLJ 1.

E(2). 2nd PO

32. When the 2nd PO was raised, Ms. Goh applied orally for an extension of
time to file and serve WSSD1B (EOT Application). In the finest tradition of
the Bar, Mr. Wong did not object to the EOT Application (p. 69-70 NOP,
Vol.2). I granted the EOT Application under Order 3 rule 5(1) RC which
reads as follows:
“The Court may, on such terms as it thinks just, by order extend or
abridge the period within which a person is required or authorized by
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these Rules or by any judgment, order or direction, to do any act in any
proceedings.”

(emphasis added).

33. In view of the extension of time granted by this Court for the Defendant to
file and serve WSSD1B, the 2nd PO is dismissed. I made no order as to
costs for the dismissal of the 2nd PO because Mr. Wong had
magnanimously conceded to the EOT Application.

E(3). 3rd PO

34. The 3rd PO is dismissed for the following reasons:
(1) the Plaintiffs’ Claim concerned solely an infringement of 194 Patent.
Order 18 rule 7(1) RC did not require the Statement of Claim to plead
GI side effects;

(2) in paragraph 16 ADCC, among others, GI side effects had been
pleaded by the Defendant. Paragraph 16 ADCC had been denied by
the Plaintiffs in paragraph 18 of the Amended Reply and Amended
Defence to Counterclaim. In view of these pleadings, it is not just to
exclude evidence regarding GI side effects; and
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(3) there is no prejudice to the Defendant if this Court admits evidence
regarding GI side effects. This finding is premised on the following
reasons:

(a) Ms. Goh had cross-examined Prof. Fennerty regarding GI side
effects; and
(b) both the Defendant’s experts, Prof. Seeman and Prof. Langer,
had testified regarding GI side effects.

35. Based on the above reasons, the 3rd PO is dismissed with costs to be paid
by the Defendant to the Plaintiffs. I will address the sum of costs for the
dismissal of the 3rd PO later in this judgment.

F.

Certain grounds to invalidate patent

36. Under the PA, a patent may be invalidated on any one of the following
grounds, among others:
(1) the patent does not pertain to an “invention” – please see ss 11 and
12(1) PA read with s 56(2)(a) PA;

(2) the invention falls within any of the paragraphs in s 13(1)(a) to (d) PA
read with s 56(2)(a) PA;
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(3) the invention is not new – please see ss 11 and 14(1) PA read with s
56(2)(a) PA;

(4) the invention does not involve an inventive step - please see ss 11 and
15 PA read with s 56(2)(a) PA;

(5) the invention is not industrially applicable - please see ss 11 and 16 PA
read with s 56(2)(a) PA; and

(6) the description or claim of the patent does not comply with s 23 PA
which requires a patent application to comply with PR – please see s
56(2)(b) PA.

G. Locus standi, burden and standard of proof regarding Counterclaim

37. I will first decide on the Counterclaim. This is because if the Defendant
succeeds in invalidating 194 Patent, the Plaintiffs’ Claim will be
consequentially dismissed. In any event, I will also decide on the merits of
the Plaintiffs’ Claim.

38. Section 56 PA provides as follows:
“56. Invalidation of patent.
(1)

Any aggrieved person may institute Court proceedings against the
owner of the patent for the invalidation of the patent.

56

(2)

The Court shall invalidate the patent if the person requesting the
invalidation proves ‐

(a)

that what is claimed as an invention in the patent is not an
invention within the meaning of section 12 or is excluded from
protection under section 13 or subsection 31(1) or is not
patentable because it does not comply with the requirements
of sections 11, 14, 15 and 16;

(b)

that the description or the claim does not comply with the
requirements of section 23;
…

(3)

Where the provisions of subsection (1) apply on only some of the
claims or some parts of a claim, such claims or parts of a claim
may be declared invalid by the Court and the invalidity of part of a
claim shall be declared in the form of a corresponding limitation of
the claim in question.”

(emphasis added).

39. Firstly, the Defendant has the legal onus to prove that it has the locus
standi to file the Counterclaim as a person “aggrieved” by 194 Patent within
the meaning of s 56(1) PA. I have no hesitation to find that the Defendant
is a person “aggrieved” by 194 Patent under s 56(1) PA. This is because
the Plaintiffs’ Claim has been filed against the Defendant. If this Court
allows the Plaintiffs’ Claim, the Defendant will be “aggrieved” by 194 Patent
within the meaning of s 56(1) PA as the Defendant will be liable to the
Plaintiffs for, among others, perpetual restraining injunction, perpetual
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mandatory injunction and damages. I refer to the following High Court
decisions regarding the meaning of “aggrieved person” in s 56(1) PA:
(1) Low Hop Bing J’s (as he then was) decision in Heveafoam Asia Sdn
Bhd v PF (Teknologi) Sdn Bhd [2001] 2 MLJ 660, at 666;
(2) Ramly Ali J’s (as he then was) judgment in IEV International Pty Ltd
v Sadacharamani a/l Govindasamy [2008] 2 MLJ 754, at paragraphs
18-20;
(3) Mariana Yahya J’s decision in Nehemiah Reinforced Sdn Bhd v
Patrick Cyril Augustine & Anor [2012] 9 MLJ 112, at paragraphs 3,
4, 41 and 42; and

(4) Iradar Sdn Bhd v Nutech Co Ltd & Anor [2016] AMEJ 1833, at
paragraphs 11-14.

40. The next question concerns who has the legal burden to invalidate 194
Patent. I am of the view that the Defendant bears the legal burden to
invalidate 194 Patent under s 56(1) PA. This view is based on the following
reasons:
(1) s 56(2) PA has provided for the invalidation of a patent “if the person
requesting the invalidation proves” any of the paragraphs (a) to (e) of s
56(2) PA;
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(2) ss 101(1), (2) and 102 of the Evidence Act 1950 (EA) provides that a
party who has filed a counterclaim, has the legal onus to prove the
counterclaim;

(3) when the Registrar of Patents (Registrar) grants a patent under s
31(2) PA, such an act is an “official” act which is presumed to be
regularly performed under s 114(e) EA until the contrary is proven;

(4) according to s 33A(1) PA, the Register of Patents (Register) which
contains 194 Patent, “shall be prima facie evidence” of all matters
required and authorized by PA to be entered in the Register; and

(5) the judgment of the English Court of Appeal delivered by Sachs LJ in
The General Tire & Rubber Co v The Firestone Tyre and Rubber
Co Ltd & Ors [1971] FSR 417, at 436.

41. Lastly, the Defendant has to prove any of the paragraphs (a) to (e) of s
56(2) PA to invalidate 194 Patent on a balance of probabilities.

H. Is 194 Patent patentable under s 13(1)(d) PA?

42. The relevant parts of ss 13(1)(d) and 14(4) PA provide as follows:
“13. Non‐patentable inventions.
(1)

Notwithstanding the fact that they may be inventions within the meaning
of section 12, the following shall not be patentable:
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…
(d)

methods for the treatment of human or animal body by surgery
or therapy, diagnostic methods practised on the human or animal
body:
Provided that this paragraph shall not apply to products used
in any such methods.

14. Novelty
…
(4)

The provisions of subsection (2) shall not exclude the patentability
of any substance or composition, comprised in the prior art, for
use in a method referred to in paragraph 13(1)(d), if its use in any
such method is not comprised in the prior art.”

(emphasis added).

43. Ms. Goh has submitted that 194 Patent constitutes a dosing regimen which
is a method for the treatment of human body by therapy and is therefore
not patentable under s 13(1)(d) PA. Ms. Goh has relied on the English
Court of Appeal case of Bristol-Myers Squibb Co v Baker Norton
Pharmaceuticals Inc [2001] RPC 1.

44. The Plaintiffs contended that 194 Patent constitutes a Swiss-type Claim
which is not a method of medical treatment prohibited by s 13(1)(d) PA.
The Plaintiffs relied on the following cases:
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(1) the decision of EPO’s EBOA in EISAI/Second Medical Indication
[1985] OJ EPO 64 (EISAI); and
(2) the English Court of Appeal’s judgment in Actavis UK Ltd v Merck &
Co Inc [2008] RPC 26.

H(1). Whether Plaintiffs were required to plead 194 Patent was a Swisstype Claim

45. The Defendant had contended that the Plaintiffs did not plead that 194
Patent was a Swiss-type Claim which could be patented under PA. I am
not able to accept this submission as the legal burden to invalidate 194
Patent is on the Defendant (please see the above Part G). There is no
onus on the Plaintiffs to justify the validity of 194 Patent. Hence, there is no
requirement under Order 18 rule 7(1) RC for the Plaintiffs to plead that 194
Patent constitutes a Swiss-type Claim which is patentable under PA.

H(2). Effect of decisions of EPO’s BOA and EBOA
46. Ms. Goh has submitted that decisions of EPO’s BOA and EBOA are not
applicable in this country for the following reasons:

(1) Malaysia is not a party to the Convention on the Grant of European
Patents (EPC); and
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(2) EPO is not a Court. In a decision of a French Court, “Tribunal De
Grande Instance of Paris”, in Actavis Group v Merck Sharp &
Dohme Corp, Docket No. 07/16296, 28.9.2010, it was held that
French Courts are not bound by EPO’s decisions, even if these
decisions are made by EBOA, because EPO is not a Court (as
opposed to the European Union’s Courts).

47. Under the EPC –

(1) the EPO is an organ of the European Patent Organization [Article
4(2)(a) EPC];
(2) the EPO’s BOA shall decide appeals against decisions of EPO’s
Receiving Section, Examining Divisions, Opposition Divisions and
Legal Division [Article 21(1) EPC]; and
(3) the EPO’s EBOA shall –

(a) decide points of law referred by BOA [Article 22(1)(a) EPC];
(b) give opinions on points of law referred to it by EPO’s President
[Article 22(1)(b) EPC]; and
(c) decide on petitions for review of BOA’s decisions [Article 22(1)(c)
EPC].
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48. I am of the following view regarding decisions of EPO’s BOA and EBOA:
(1) the decisions of EPO’s BOA and EBOA are not binding on Malaysian
Courts; and
(2) the decisions of EPO’s BOA and EBOA are persuasive and may be
applied by Malaysian Courts in respect of a particular issue when the
applicable provision in EPC is identical or similar to our PA. This view
is further supported by the following reasons –

(a) if the patent in question has been registered by both the EPO and
our Registrar, unless there are compelling reasons otherwise, the
effect and enforcement of that patent should be consistent in the
European Union (EU) and Malaysia; and

(b) the BOA and EBOA consist of, among others, technically qualified
members [Article 21(3)(a) and (b) EPC (for BOA); Article 22(2)
EPC (for EBOA)]. There is no principle or policy consideration
which bars Malaysian Courts from referring to the decisions and
the expertise of the BOA and EBOA. In Merrell Dow
Pharmaceuticals Inc v HN Norton & Co Ltd [1996] RPC 76, at
82, Lord Hoffmann held as follows in the House of Lords “… the United Kingdom Courts … must have regard to the
decisions of the European Patent Office (“EPO”) on the
construction of the EPC . These decisions are not strictly
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binding upon courts in the United Kingdom but they are of
great persuasive authority; first, because they are decisions
of expert courts (the Boards of Appeal and Enlarged Board of
Appeal of the EPO) involved daily in the administration of the
EPC and secondly, because it would be highly undesirable for the
provisions of the EPC to be construed differently in the EPO from
the way they are interpreted in the national courts of a Contracting
State.”

(emphasis added).

49. Articles 53(c) and 54(4) EPC provide as follows:
“Article 53

Exceptions to patentability

European patents shall not be granted in respect of:
…
(c)

methods for treatment of the human or animal body by surgery or
therapy and diagnostic methods practised on the human or animal
body; this provision shall not apply to products, in particular
substances or compositions, for use in any of these methods.

Article 54

Novelty

…
(4)

Paragraphs 2 and 3 shall not exclude the patentability of any
substance or composition, comprised in the state of the art, for
use in a method referred to in Article 53(c), provided that its use
for any such method is not comprised in the state of the art.”

(emphasis added).
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50. Articles 53(c) and 54(4) EPC are substantially similar to ss 13(1)(d) and
14(4) PA. Accordingly, I am of the opinion that decisions of EPO’s BOA
and EBOA on Articles 53(c) and 54(4) EPC are persuasive and may be
resorted to in the construction of ss 13(1)(d) and 14(4) PA.

H(3). Is 194 Patent a method for treatment of human body?

51. I am not able to find any Malaysian case which has interpreted ss 13(1)(d)
and 14(4) PA.

52. Firstly, s 13(1)(d) PA bars the patentability of a “method” of treatment of
human body by therapy (Treatment Method). Having said that, I am of the
view that 14(4) PA allows the patentability of the “use” of a Treatment
Method. It is noted that s 14(4) PA has been inserted by Parliament by way
of Patents (Amendment) Act 1993 with effect from 1.8.1993. The 22 Claims
in 194 Patent concern the “use” of alendronate for the manufacture of a
medicament to inhibit bone resorption in humans which is adapted for oral
administration of certain dosages according to certain continuous
schedules. 194 Patent is not a Treatment Method in itself but is instead a
“use” of a Treatment Method to inhibit bone resorption. Accordingly, s
13(1)(d) PA does not bar the patentability of 194 Patent.

53. The above view is consistent with EBOA’s decision in EISAI. In EISAI, the
EBOA interpreted the previous Articles 52(4) and 54(5) EPC (1973) [the
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present Articles 53(c) and 54(4) EPC] which are substantially similar to ss
13(1)(d) and 14(4) PA. As such, EISAI may be referred to in the
construction of s 13(1)(d) PA. The EBOA decided as follows in EISAI, at
paragraph 19:

“19. … having regard to the statement of practice of the Swiss Federal
Intellectual Property Office, the [EBOA] has also given careful
consideration to the possibility of protecting second (and
subsequent) medical indications by means of a claim directed by
the use of a substance or composition for the manufacture of a
medicament for a specified (new) therapeutic application. Such
claims do not conflict with Article 52(4) or Article 57 [EPC 1973]
but there may be a problem concerning the novelty of the
invention.”

(emphasis added).

54. EISAI has been followed in the following cases:
(1) the BOA’s decision in GENENTECH/Method of Administration of
IGF-I [2006] EPOR 9; and
(2) the English Court of Appeal’s judgment delivered by Jacob LJ in
Actavis UK Ltd, at p. 642 and 645, as follows –
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“Accordingly on the basis of EISAI alone we would hold that Swiss
form claims are allowable where the novelty is conferred by a new
dosage regime or other form of administration of a substance.
…
We pause to summarise. In the EPO, Germany, and even in New
Zealand, Swiss form claims whose novelty depends on a new
treatment

by

a

different

dosage

regime

or

method

of

administration are treated as novel and not as claims to a method
of administration. The position is settled.”

(emphasis added)

55. With respect, I am not able to follow Bristol-Myers Squibb Co for the
following reasons:

(1) Bristol-Myers Squibb Co was decided based on the previous s 4(2)
and (3) of UK’s Patents Act 1977 [PA 1977 (UK)] which had no
provision equivalent to our s 14(4) PA. By way of the Patents Act
2004, the UK Parliament repealed s 4(2) and (3) and introduced s 4A
in PA 1977 (UK). Section 4A PA 1977 (UK) reads as follows “4A Methods of treatment or diagnosis
(1)

A patent shall not be granted for the invention of –

(a)

a method of treatment of the human or animal body by
surgery or therapy, or
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(b)

a method of diagnosis practised on the human or animal
body.

(2)

Subsection (1) above does not apply to an invention consisting of
a substance or composition for use in any such method.

(3)

In the case of an invention consisting of a substance or
composition for use in any such method, the fact that the
substance or composition forms part of the state of the art shall
not prevent the invention from being taken to be new if the use of
the substance or composition in any such method does not form
part of the state of the art.

(4)

In the case of an invention consisting of a substance or
composition for a specific use in any such method, the fact
that the substance or composition forms part of the state of
the art shall not prevent the invention from being taken to be
new if that specific use does not form part of the state of the
art.”

(emphasis added).

It is clear that Bristol-Myers Squibb Co did not concern any statutory
provision which is identical or substantially similar to our s 14(4) PA;
and

(2) the English Court of Appeal held in Actavis UK Ltd, at p. 646-653,
that Bristol-Myers Squibb Co did not lay down any clear ratio
decidendi to constitute a binding precedent.
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56. Prof. Langer had expressed his expert opinion that 194 Patent constituted
a Treatment Method which was not patentable. I am not able to accede to
this expert view because the question of whether 194 Patent is patentable
under ss 13(1)(d) and 14(4) PA is a question of pure law regarding the
construction of those statutory provisions. Such an issue of statutory
interpretation does not depend on evidence of any witness, including a
POSITA.

I.

POSITA

I(1).

Importance of POSITA

57. In SKB Shutters Manufacturing Sdn Bhd v Seng Kong Shutter
Industries Sdn Bhd & Anor [2015] 6 MLJ 293, at paragraphs 38, 39 and
41, Zulkefli CJ (Malaya) delivered the following judgment of the Federal
Court:

“[38] On the said questions (5) and (6) posed by the appellant we are of
the view the general principles relating to the construction of
patent claims and the role to be played by the "experts" are well
established. The function of the expert is to educate the court in
technology and that they come as teachers, as makers of the
mantle for the court to don. For that purpose it does not matter if
they do not approximate a person skilled in the art. (See the case
of Technip France SA's Patent (2004) RPC 46). As such, clearly the
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court can construe patent claims without the assistance of a
person skilled in the art. Any assistance required is from an expert
and he need not approximate a skilled person.

[39] It is our judgment that the Court of Appeal was entitled to construe
the claims of the appellant's patent and compare them with the
prior art. Any assistance required on the technology, technical
terms and common general knowledge had been led through the
evidence of DW3, the respondents' expert at trial, whose evidence
was before the Court of Appeal.
…
[41] We are of the considered view that as the experts who educate the
court on technology, technical terms and common general
knowledge do not have to approximate persons skilled in the art,
the Court of Appeal was entitled to hold that neither DW3 (the
respondents' experts) nor PW1 (the appellant's expert) were
"unimaginative skilled addressees" and yet make reference to their
evidence on technical terms and common general knowledge
when assessing if the claims of a patent were obvious.”

(emphasis added).
58. Based on SKB Shutters Manufacturing –

(1) the Court may be assisted by the evidence of a POSITA in respect of 70

(a) construction

of

a

patent,

especially

its

claims

(Patent

Construction);

(b) whether a patent has made sufficient disclosure under regs. 12,
15 and 16 PR read with s 23 PA (Disclosure Requirement). The
importance of a POSITA is provided in reg. 12(1)(c) PR;

(c) whether an invention is novel and has not been anticipated by
prior

art

under

ss

11,

14(1)

and

(2)(a)

PA

(Novelty

Requirement); and

(d) whether a patent involves an inventive step which is not obvious
to a POSITA within the meaning of ss 11 and 15 PA
(Inventiveness Requirement). Section 15 PA has recognized
the role of a POSITA regarding the inventive step embodied in a
patent

(4 Matters);

(2) the Court is not bound to accept the evidence of a POSITA; and

(3) the Court may sieve the evidence of a POSITA by accepting part and
rejecting the rest of the POSITA’s evidence.
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I(2).

Who is a POSITA regarding 194 Patent?

59. The Federal Court in SKB Shutters Manufacturing has followed the
English Court of Appeal case of Rockwater Ltd v Technip France SA &
Anor [2005] IP & T 304. In Rockwater, at paragraphs 6-10, 12 and 15,
Jacob LJ held as follows:

“[6] The 'man skilled in the art' is invoked at many critical points of
patent law. The claims of a patent must be understood as if read
by that notional man - in the hackneyed but convenient phrase the
'court must don the mantle of the skilled man'. Likewise many
questions of validity (obviousness, and sufficiency for instance)
depend upon trying to view matters as he would see them. …

[7]

It is settled that this man, if real, would be very boring - a nerd.
Lord Reid put it this way in Technograph Printed Circuits Ltd v
Mills & Rockley (Electronics) Ltd [1972] RPC 346 at 355:

'. . . the hypothetical addressee is a skilled technician
who is well acquainted with workshop technique and
who has carefully read the relevant literature. He is
supposed to have an unlimited capacity to assimilate the
contents of, it may be, scores of specifications but to be
incapable of a scintilla of invention. When dealing with
obviousness, unlike novelty, it is permissible to make a
“mosaic” out of the relevant documents, but it must be a
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mosaic which can be put together by an unimaginative
man with no inventive capacity.'

[8]

The no-mosaic rule makes him also very forgetful. He reads all the
prior art, but unless it forms part of his background technical
knowledge, having read (or learnt about) one piece of prior art, he
forgets it before reading the next unless it can form an uninventive
mosaic or there is a sufficient cross-reference that it is justified to
read the documents as one.

[9]

He does, on the other hand, have a very good background
technical knowledge - the so-called common general knowledge.
…

[10] The man can, in appropriate cases, be a team - an assembly of
nerds of different basic skills, all unimaginative. But the skilled
man is not a complete android, for it is also settled that he will
share the common prejudices or conservatism which prevail in the
art concerned.
…
[12] I must explain why I think the attempt to approximate real people
to the notional man is not helpful. It is to do with the function of
expert witnesses in patent actions. Their primary function is to
educate the court in the technology - they come as teachers, as
makers of the mantle for the court to don. For that purpose it does
not matter whether they do or do not approximate to the skilled
man. What matters is how good they are at explaining things.
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…
[15] Because the expert's conclusion (eg obvious or not), as such,
although admissible, is of little value it does not really matter what
the actual attributes of the real expert witness are. What matters
are the reasons for his or her opinion. And those reasons do not
depend on how closely the expert approximates to the skilled
man.”

(emphasis added).

60. I am of the following view regarding a POSITA:
(1) a POSITA is a –

(a) notional person; or

(b) hypothetical group of persons (please see Rockwater)

-

who is or are ordinarily skilled in respect of the patented invention
[please see Ramly Ali JCA’s (as he then was) judgment in the
Court of Appeal case of Ranbaxy (M) Sdn Bhd v Ei Du Pont De
Nemours & Co [2012] 4 MLJ 34, at paragraphs 29-36].

In the House of Lords case of Catnic Components Ltd & Anor v Hill
& Smith Ltd [1982] RPC 183, at 242-243, Lord Diplock held that a
POSITA should have a practical interest, knowledge and experience in
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the invention in question. Catnic Components has been followed by
Azahar Mohamed J (as he then was) in the High Court case of
Kendek Industry Sdn Bhd v Ecotherm (TFT) Sdn Bhd [2010] 10
CLJ 210, at paragraph 36;

(2) a POSITA has the common general knowledge which existed on the
priority date of the patented invention (please see Ranbaxy and
Rockwater);

(3) a POSITA is generally unimaginative and does not have any inventive
capacity (please see Rockwater);

(4) a POSITA may possess common prejudices or conservatism
regarding the patented invention which existed on the priority date of
the patent (please see Rockwater);

(5) a POSITA should be able to explain the 4 Matters to the Court with
cogent reasons (please see Rockwater); and

(6) for an expert to qualify as a POSITA, the expert need not necessarily
resemble closely the POSITA provided that the expert is able to
explain the 4 Matters to the Court with sufficient reasons (please see
SKB Shutters Manufacturing and Rockwater). Under s 51 EA, the
grounds of an expert’s opinion are relevant.
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61. Regarding 194 Patent, I am of the view that the POSITA should possess
the following attributes:

(1) the POSITA should be ordinarily skilled with practical interest,
knowledge and experience in -

(a) the manner of administration;

(b) the dosage amount; and

(c) the dosage frequency

-

of alendronate as a medicament to inhibit bone resorption in
humans (Required Skill);

(2) the POSITA should have common general knowledge regarding the
Required Skill which existed on the Priority Date;

(3) the POSITA is generally unimaginative and does not have any
inventive capacity;

(4) the POSITA may possess common prejudices or conservatism
regarding the Required Skill which existed on the Priority Date;

(5) the POSITA should be able to explain the 4 Matters to the Court with
cogent reasons; and
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(6) the POSITA need not necessarily have actually practiced the Required
Skill provided that the POSITA is able to explain the 4 Matters to the
Court with cogent reasons.

62. I make a finding of fact that Prof. Fennerty, Prof. Seeman and Prof. Langer
(3 Experts) qualify as POSITA regarding 194 Patent. This is because the
impressive CV’s of the 3 Experts have proven on a balance of probabilities
that the 3 Experts have the Required Skill. The question that arises is
whether this Court should accept the reasons given by the 3 Experts
regarding the 4 Matters.

63. The Plaintiffs have contended that Prof. Langer is not a POSITA regarding
194 Patent because Prof. Langer –

(1) has no medical qualification;

(2) has not prescribed bisphosphonates (including alendronate) for
patients; and

(3) has not conducted endoscopy to ascertain adverse GI side effects.
I am unable to accept such a submission because –

(a) as explained in the above paragraph 62, Prof. Langer’s CV had
satisfied this Court of the Required Skill;
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(b) Prof. Langer’s testimony during Mr. Wong’s cross-examination, had
shown that Prof. Langer had the Required Skill;

(c) as held in SKB Shutters Manufacturing and Rockwater, Prof.
Langer was not required to have actually practiced the Required Skill
provided that he was able to explain the 4 Matters to this Court with
cogent reasons; and

(d) in Merck & Co v Apotex Inc [2005] FCJ 937, at paragraphs 48 and
49 (Canadian Decision), a decision of the Federal Court of Canada
regarding a similar invention as 194 Patent, it was contended that
Prof. Langer had given expert testimony beyond his expertise because
he was not a medical doctor. Such a contention was rejected by
Mosley J in the Canadian Decision. It is to be noted that the Federal
Court in the Canadian Decision is only a Court of first instance. My
decision that Prof. Langer is a POSITA regarding 194 Patent, is
supported by the Canadian Decision regarding a similar patent.

64. The Defendant has submitted that Prof. Fennerty is not a POSITA
regarding 194 Patent because he does not administer alendronate in his
course of practice and he does not have vast experience in dealing with
alendronate or bone disease. I reject such a contention for the following
reasons:
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(1) as elaborated in the above paragraph 62, Prof. Fennerty has the
Required Skill as evidenced in his CV;
(2) Prof. Fennerty’s Required Skill was demonstrated when he gave
evidence during a rigorous cross-examination;

(3) as held in SKB Shutters Manufacturing and Rockwater, Prof.
Fennerty was not required to have actually practiced the Required Skill
provided that he was able to explain the 4 Matters to this Court with
good reasons; and

(4) Prof. Fennerty gave expert evidence in the Canadian Decision and
had been accepted as a POSITA in that case.

J.

Patent Construction

65. In construing a patent, I am guided by the following considerations:

(1) the Court may construe a patent without the assistance of a POSITA SKB Shutters Manufacturing, at paragraph 38. Having said that, the
Court may nevertheless be assisted by a POSITA’s expert opinion in
patent construction;
(2) the claims shall define the invention in terms of the invention’s
technical features [reg. 13(5) PR]. According to SKB Shutters
Manufacturing, at paragraph 19 79

(a) the primary objective of the claims is to limit and not to extend the
monopoly of the invention; and

(b) what is not claimed, is disclaimed by the patent owner;

(3) a claim is an independent one if it is not dependent on another claim SKB Shutters Manufacturing, at paragraph 21;

(4) a claim is a dependent claim if that claim includes all the features of
one or more of other claims – reg. 14(1) PR;

(5) the Court shall construe a patent in a purposive and not in a literal
manner - Catnic Components, at p. 243; and
(6) the Court cannot consider the patentee’s subjective thoughts, intention
and purpose - Kendek Industry, at paragraph 44.

66. Based on the above guidelines on patent construction, I am of the following
view regarding 194 Patent:

(1) Claim 1 is an independent claim which is not dependent on Claims 2
to 22. In fact, the parties had agreed in paragraph 1 of the “Experts’
Points

of

Convergence/Concurrence”

(Bundle

O)

(Experts’

Agreement) that Claim 1 is the only independent claim in 194 Patent.
Order 40A rule 5(5) RC has provided that the Experts’ Agreement
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binds parties if the parties have expressly agreed to be bound by the
Experts’ Agreement (as in this case);

(2) Claims 2 to 22 are dependent claims within the meaning of reg. 13(5)
PR; and

(3) adopting a purposive interpretation of Claim 1, the monopoly claimed
by the 1st Plaintiff has the following 4 essential elements -

(a) the use of alendronate for the manufacture of a medicament to
inhibit bone resorption in humans;

(b) the said medicament is adapted for oral administration;

(c) the said medicament is administered in a unit dosage form which
comprises from about 8.75 mg to 140 mg of alendronate; and

(d) the said medicament is administered in a continuous schedule
having a periodicity from about once every 3 days to about once
every 16 days

(4 Elements of Claim 1).

The 4 Elements of Claim 1 have been agreed to in paragraph 2 of the
Experts’ Agreement.
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67. I am not able to accept the Plaintiffs’ submission that Claims 3, 14, 15 and
20 should be read onto Claim 1. This decision is based on the following
reasons:

(1) the Federal Court has decided in SKB Shutters Manufacturing, at
paragraphs 26 and 27, that if an independent claim is held by the
Court to be invalid for any reason, the claims which are dependent on
that independent claim will consequentially be invalid. In other words,
the validity of an independent claim cannot depend on, let alone be
saved by, the dependent claims. If Claims 3, 14, 15 and 20 are
allowed to be read onto Claim 1, this will unlawfully allow Claims 3, 14,
15 and 20 to prop up the validity of independent Claim 1. Such a
patent construction is contrary to SKB Shutters Manufacturing which
is binding on the High Court as a matter of stare decisis;

(2) as explained in the above paragraph 66, Claim 1 is the only
independent claim in 194 Patent. To read Claims 3, 14, 15 and 20
onto Claim 1 amounts to an unlawful restriction of the wide scope of
the 4 Elements of Claim 1 by dependent Claims 3, 14, 15 and 20. I
accept the judgment by Pelletier J in the Federal Court of Canada in
James W Halford & Anor v Seed Hawk Inc & Ors [2004] FC 88, a
case cited by Ms. Goh. It was held in James W Halford, at
paragraphs 91-93, as follows -

“91. It is clear from section 87 of the Patent Rules that a dependent
claim includes all the features and limitations of the claim which it
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incorporates by reference. As a result, the independent claim
cannot be given a construction which is inconsistent with the
claims which are dependent upon it. My colleague Campbell J.
adopted this reasoning in Heffco Inc. v. Dreco Energy Services
Ltd. (1997) 73 CPR (3d) 284, at page 298.

92. This principle is well known in the American jurisprudence
dealing with the construction of patents where it is known as
the principle of claim differentiation. …

93. In its simplest form, claim differentiation simply requires that
"limitations of one claim not be 'read into' a general claim".
Wolens v. F. W. Woolworth Co., 703 F. 2d, 983 at p. 988. … A
more expansive comment on claim differentiation appears in
D.M.I., Inc. v. Deere & Co., 755 F. 2d, 1570 at page 1574 (Fed.
Cir. 1985):

The district court said "As a general rule a limitation
cannot be read into a claim to avoid infringement"
citing Kalman v. Kimberly-Clark Corp. 713 F.2d
760 ...

Where some claims are broad and others narrow, the narrow
claim limitations cannot be read into the broad whether to
avoid invalidity or to escape infringement.”

(emphasis added).
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James W Halford has been followed by Hughes J in the Federal
Court of Canada in Eli Lilly Canada Inc v Apotex Inc & Anor [2008]
FCA 142, at paragraph 52; and

(3) if Claims 3, 14, 15 and 20 are to be read onto Claim 1, this would have
been expressly stated as such in Claim 1, especially when Claim 1 is
the only independent claim. Claims 2 to 22 have expressly stated that
such claims are used “according to” specified Claims therein. As such,
if Claims 3, 14, 15 and 20 are to be read onto Claim 1, Claim 1 would
have been expressly worded “use according to Claims 3, 14, 15 and
20”.

K. Common general knowledge regarding 194 Patent on Priority Date

68. Common general knowledge possessed by a POSITA regarding a patent
on the patent’s priority date is explained by Sachs LJ in General Tire &
Rubber, at p. 439, 440 and 442, as follows:
“The common general knowledge imputed to such an addressee must,
of course, be carefully distinguished from what in patent law is
regarded as public knowledge. This distinction is well explained in
Halsbury's Laws of England, Vol. 29, para. 63. As regards patent
specifications it is the somewhat artificial (see per Lord Reid in the
Technograph case [1971] FSR 188, at 193) concept of patent law that each
and every specification, of the last 50 years, however unlikely to be looked at
and in whatever language written, is part of the relevant public knowledge if it
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is resting anywhere in the shelves of the Patent Office. On the other hand,
common general knowledge is a different concept derived from a
commonsense approach to the practical question of what would in fact
be known to an appropriately skilled addressee - the sort of man, good
at his job, that could be found in real life. …
…
As regards scientific papers generally, it was said by Luxmoore, J. in
British Acoustic Films (53 R.P.C. 221 at 250):

“In my judgment it is not sufficient to prove common general
knowledge that a particular disclosure is made in an article,
or series of articles, in a scientific journal, no matter how
wide the circulation of that journal may be, in the absence of
any evidence that the disclosure is accepted generally by
those who are engaged in the art to which the disclosure
relates. A piece of particular knowledge as disclosed in a
scientific

paper

does

not

become

common

general

knowledge merely because it is widely read, and still less
because it is widely circulated. Such a piece of knowledge
only becomes general knowledge when it is generally known
and accepted without question by the bulk of those who are
engaged in the particular art; in other words. when it
becomes part of their common stock of knowledge relating to
the art”.

And a little later, distinguishing between what has been written and what has
been used, he said:
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“It is certainly difficult to appreciate how the use of something
which has in fact never been used in a particular art can ever be
held to be common general knowledge in the art”.

Those passages have often been quoted, and there has not been cited to us
any case in which they have been criticised. We accept them as correctly
stating in general the law on this point, though reserving for further
consideration whether the words “accepted without question” may not
be putting the position rather high: for the purposes of this case we are
disposed, without wishing to put forward any full definition, to
substitute the words “generally regarded as a good basis for further
action”.
…
… the state of common general knowledge at any specified date is a
question of fact to be decided upon evidence, …”

(emphasis added).

69. I find as a fact that the common general knowledge possessed by the
POSITA regarding 194 Patent on Priority Date is as follows:
(1) as agreed in the Experts’ Agreement -

(a) it was known before the Priority Date that bisphosphonates,
including alendronate, were effective in inhibiting bone resorption
in humans;
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(b) on the Priority Date, alendronate was available in the market as
approved oral medications at 10 mg daily for osteoporosis and 40
mg daily for Paget’s disease;

(c) it was known before the Priority Date that bisphosphonates,
including alendronate, have low bioavailability from the GI tract,
namely the amount absorbed by the GI tract is a small percentage
of the amount orally consumed by the patient, and this
bioavailability is reduced further if the drug is consumed together
with food. However, once absorbed, the drugs have a long
duration of action; and

(d) the efficacy of alendronate in inhibiting bone resorption mainly
depends on Total Dose Effect over a period of time;

(2) alendronate was generally well tolerated although there were side
effects associated with oral administration (General Tolerance of
Alendronate). On a balance of probabilities, I accept the expert
evidence of Prof. Seeman and Prof. Langer on General Tolerance of
Alendronate. Prof. Seeman’s expert view on General Tolerance of
Alendronate is corroborated by the following prior art –
(a) De Groen’s Article (3.10.1996);
(b) the 1st Plaintiff’s Letter (15.3.1996); and
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(c) Fleisch (1995).

The expert opinion by Prof. Langer on General Tolerance of
Alendronate is supported by the following publications –

(i)

Liberman’s Article (30.11.1995);

(ii) Harris’ Article (1993);
(iii) Black’s Article (7.12.1996);
(iv) Khan’s Article (March, 1997);

(v) 965 USA Patent;
(vi) Reid’s Article (October 1996); and
(vii) Siris’ Article (March 1996).

I am not satisfied on a balance of probabilities that the expert
testimony of Prof. Fennerty and the prior art cited by him (alleging that
there were serious side effects due to the oral administration of
alendronate), could disprove General Tolerance of Alendronate as
common general knowledge on the Priority Date. This is because the
preponderance of prior art (relied on by Prof. Seeman and Prof.
Langer) supported General Tolerance of Alendronate as common
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general knowledge on the Priority Date. If there were severe side
effects associated with the oral administration of alendronate on or
before the Priority Date, there would have been much more prior art
(than those cited by Prof. Fennerty) to warn medical practitioners and
patients of such serious side effects. In fact, doctors would have
stopped prescribing alendronate if there were severe side effects
arising from its oral administration. There might even had been law
suits filed against the manufacturers of alendronate. The above
decision is consistent with the Canadian Decision, at paragraphs 7897. I must emphasize that the above decision is made for the above
reasons without any influence from the Canadian Decision;

(3) the expert evidence of Prof. Seeman and Prof. Langer proves on a
balance of probabilities the following common general knowledge on
the Priority Date –

(a) the Major Cause of GI Side Effects is due to the failure of
alendronate to pass through the esophagus; and

(b) patient compliance to facilitate transit of alendronate through the
esophagus, is very important (Patient Compliance).

The above expert opinions of Prof. Seeman and Prof. Langer on
Major Cause of GI Side Effects and Patient Compliance, are
substantiated by the following prior art –
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(i)

De Groen’s Article (3.10.1996);

(ii) the 1st Plaintiff’s Letter (15.3.1996);
(iii) Liberman’s Article (30.11.1995); and
(iv) Castell’s Article (3.10.1996).

With respect, I am not persuaded by the expert testimony of Prof.
Fennerty and the publications cited by him that failure of alendronate
to pass through the esophagus and Patient Compliance were not part
of common general knowledge on the Priority Date. This is because
there were sufficient publications on or before the Priority Date
regarding failure of alendronate to pass through the esophagus and
Patient Compliance; and

(4) episodic (once per week) or cyclical (one week every month)
administration of alendronate could be more effective in minimizing
potential side effects of GI events associated with the use of
bisphosphonates (including alendronates), as compared with daily
dosing regimen (Dosing Frequency). Once again, this aspect of
common general knowledge is based on the expert views of Prof.
Seeman and Prof. Langer which is corroborated by the following prior
art -

(a) Fleisch (1995);
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(b) Seedor’s Article (1991);
(c) Thompson’s Article (1992); and
(d) Rodan’s Article (1993).

The above publications prove the Dosing Frequency on a balance of
probabilities.

L.

194 Patent is an invention which is industrially applicable

70. It is not disputed by the Defendant that 194 Patent is an “invention” as
understood in s 12(1) PA because the alendronate dosing regimen in 194
Patent is “an idea of an inventor which permits in practice the solution to a
specific problem in the field of technology”. Section 12(2) PA provides that
an “invention” may relate to a “product”. Section 3 PA gives a wide
definition of “product” to mean “any thing which appears in tangible form”,
including alendronate.
71. It is clear that 194 Patent is “industrially applicable” under s 16 PA because
the alendronate dosing regimen in 194 Patent can be made or used in the
healthcare industry. In the English High Court case of Eli Lilly & Co v
Human Genome Sciences Inc [2008] RPC 29, at paragraph 226, Kitchin
J (as he then was) held as follows:
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“The notion of industry must be construed broadly. It includes all
manufacturing, extracting and processing activities of enterprises that
are carried out continuously, independently and for commercial gain
(BDPI Phosphatase/Max-Plank) [decision of EPO’s BOA]. However, it
need not necessarily be conducted for profit (Chiron) and a product
which is shown to be useful to cure a rare or orphan disease may be
considered capable of industrial application even if it is not intended for
use in any trade at all (Hematopoietic cytokine receptor/Zymogenetics)
[decision of EPO’s BOA].”

(emphasis added).
I will revert to the wide meaning of a patent’s industrial application in s 16
PA

when

I

discuss

the

Defendant’s

submission

on

Disclosure

Requirement.

M. Did 194 Patent comply with Disclosure Requirement?

72. Section 56(2)(b) PA provides that a patent may be invalidated if the
description or claim does not comply with s 23 PA. According to s 23 PA,
every patent application shall comply with PR. The relevant parts of regs.
5(1)(b), 12(1) and 13(1) PR are reproduced below:
“reg 5.
(1)

Application for Grant of Patent

An application shall contain …
(b)

a description; …
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reg 12. Description
(1)

The description shall first state the title of the invention as appearing in
the request and shall ‐
…
(c)

disclose the invention in such terms that it can be understood
and in a manner sufficiently clear and complete for the
invention to be evaluated and to be carried out by a person
having ordinary skill in the art, and state any advantageous
effects of the invention with reference to the background art;
…

(f)

indicate explicitly, when it is not obvious from the description
or nature of the invention, the way in which the invention is
industrially applicable and the way in which it can be made
and used or, if it can only be used, the way in which it can be
used.

reg 13.
Claims.
(1) The claims shall be clear and concise and fully supported by the
description; …”

(emphasis added).

73. Ms. Goh had submitted that 194 Patent should be invalidated under ss 23
and 56(2)(b) PA read with reg. 12(c) and (f) PR. According to Ms. Goh, the
inventor of 194 Patent had not provided a “sound basis that would be able
to demonstrate the usefulness of the claimed invention” by failing to show
that the claimed invention did work on the Priority Date. This was because
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(1) 194 Patent did not provide any clinical evidence from controlled
studies with human patients. 194 Patent was solely based on Dog
Experiments data;

(2) Prof. Seeman and Prof. Langer had given expert testimony that the
Dog Experiments were not properly conducted;

(3) Prof. Seeman and Prof. Langer had testified that there were
“unacceptable” variations between the groups of dogs tested in the
Dog Experiments which made it “impossible” to conclude the accuracy
of Dog Experiments data;

(4) the Dog Experiments were qualitative in nature and no statistical
analysis of Dog Experiments data was done; and

(5) the disclosure in 194 Patent did not demonstrate that the increased
dose of alendronate would be safe and at the same time maintain the
desired therapeutic benefits. This was because if one waited
sufficiently

long

between

administrations

of

alendronate,

esophageal tract would heal and the results might be different.

Ms. Goh had relied on the following cases:

(a) Kendek Industry;
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the

(b) Heveafoam Asia; and

(c) Canadian Decision.

74. In Ranbaxy, at paragraphs 25-28, 44 and 45, the Court of Appeal decided
as follows:
“[25] The provisions of reg 12(1)(c) [PR] has similar wordings to those in
s 14(3) [PA 1977 (UK)] and art 83 [EPC]. The provisions of reg 13(1)
[PR] has similar wordings to those in s 14(5)(c) [PA 1977 (UK)] and art
84 [EPC].

[26] Both regs 12(1)(c) and 13(1) [PR] are intended to be mutually
dependent with one another. Therefore, the court has to look at the
description part of the specifications of the 414 patents to
ascertain if it discloses the invention sufficiently and in a clear and
complete manner to support the claims found in the 414 patent.

[27] In the House of Lords' case of Generics (UK) Ltd and others v H
Lundbeck A/S [2009] All ER 963, Lord Walker referred to a previous
House of Lords' case of Asahi Kasei Kogyo KK's Application [1991]
RPC 485 and took the view that the requirements of the UK's
sufficiency provision, ie s 14(3) [PA 1977 (UK)] is one that takes into
account the requirement laid out in its s 14(5). Lord Walker went on to
say:
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There is therefore high authority that the requirements of s
14(3) and s 14(5) are closely connected. The main difference
between them is that s 14(3) relates to the specification as a
whole, whereas s 14(5)(c) relates to the claims which define
the monopoly sought by the inventor ….

Lord Walker further said:

Section 14(3) and (5)(c) operate together, as EPC articles
83 and 84 operate together, to spell out the need for an
'enabling disclosure', which is central to the law of
patents. … The disclosure must be such as to enable the
invention to be performed (that is, to be carried out if it is
a process, or to be made if it is a product) to the full
extent of the claims. The question whether there is
sufficient enabling disclosure often interacts with a
question of construction as to the extent of the claims.

(See also Asahi Kasie Kogyo KK's Application; Biogen Inc v
Medeva plc [1996] 38 BMLR 149; [1997] RPC 1;and Kirin-Amgen Inc
v Hoechst Marion Rousel Ltd [2004] All ER (D) 286).

[28] Owing to the similar wordings used in regs 12(1)(c) and 13(1) [PR],
we are of the view that the approach taken by the House of Lords
in the above mentioned cases is equally applicable to the present
case. Applying the above principle to the facts of the present case
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and the wordings of reg 12(1)(c) it is clear that the description in
the patient specifications of the 414 patent, would be required by
law to comply with the relevant regulations.
…
[44] The test of inherent disclosure in the patent's specification would
be sufficient for the purpose of the description. The disclosure is
sufficient to show that the natural result following from the
operation as taught would result in the performance of the
questioned function. It is well settled that the disclosure of this
nature should be regarded as sufficient for its purpose (see Re
Oelrich, 666 F 2d 578, 581 (CCPA 1981); Synthon BV v Smithkline
Beecham plc [2006] 1 All ER 685 and Merrell Dow Pharmaceuticals
Inc v HN Norton & Co Ltd [1996] RPC 76).

[45] The second limb of reg 12(1)(c) [PR] requires that the description
shall 'state any advantageous effects of the invention with
reference to the background art'.”

(emphasis added).

75. I am of the following view regarding regs. 12(1)(c), (f) and 13(1) PR:
(1) according to reg. 13(1) PR, the claims “shall be clear and concise and
fully supported by the description”. As explained in Ranbaxy, at
paragraph 26, regs. 12(1)(c) and 13(1) PR are intended to be mutually
dependent on each other;
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(2) reg. 12(1)(c) PR requires the description in a patent to –

(a) disclose the invention in such terms that it can be understood and
in a manner sufficiently clear and complete for the invention to be
evaluated and to be carried out by a POSITA with the possession
of common general knowledge on the priority date of the patent
[please see Ranbaxy]; and

(b) state any advantageous effects of the invention with reference to
the background art.

The High Court held in Kendek Industry, at paragraphs 55-57, as
follows –

“[55] One of the principles of construction is that the specification
should be read and construed objectively through the eyes of
the persons to whom it is addressed and to whom common
general knowledge is imputed (see: Narayanan (2006) Patent
Law). Sufficiency is decided by the court judged through the
eyes of a person skilled in the art (see: Intellectual Property
Law by L Bently and B Sherman (3rd edn) Oxford)

[56] In the case of Mentor Corporation And Anor v. Hollister
Inc [1993] RPC 7, Lloyd LJ has this to say:
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The question for decision in the present case is
whether the specification discloses the invention
clear enough and completely enough for it to be
performed by a person skilled in the art. This
obviously involves a question of degree. Disclosure
of an invention does not have to be complete in
every detail, so that anyone, whether skilled or not,
can perform it. Since the specification is addressed
to the skilled man, it is sufficient if the addressee
can understand the invention as described, and can
then perform it. In performing the invention the
skilled man does not have to be told what is selfevident, or what is part of common general
knowledge, that is to say, what is known to persons
versed in the art. But then, comes the difficulty.
How much else may the skilled man be expected to
do for himself?

[57] What I gather from decided cases is that DW1 is not required
to undertake any detailed analysis, research, experimentation
or inquiry to determine what is the subject of the innovation
attempted to be described in the description and sought to be
claimed in the claim (see: Mentor Corporation And Anor v.
Hollister Inc [1993] RFC 7 and Valensi v. British Radio
Corporation [1973] RFC 337).”

(emphasis added);
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(3) when it is not obvious from the description or nature of the invention,
only then the description shall indicate explicitly –

(a) the way in which the invention is industrially applicable; and

(b) the way in which the invention can be made and used or, if it can
only be used, the way in which it can be used

[please see reg. 12(1)(f) PR]; and

(4) whether a patent fulfils the Disclosure Requirement or not depends on
–

(a) the particular wording of the claims and description in the patent
regarding the claimed invention;

(b) who is the POSITA and his or her attributes; and

(c) the nature and extent of common general knowledge possessed
by the POSITA on the priority date of the patent.

76. Regarding the Claims and Description in 194 Patent -

(1) I am satisfied that the 22 Claims are clear, concise and are fully
supported by the Description (p. 10-35). Hence, reg. 13(1) PR has
been fulfilled by 194 Patent;
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(2) the Description need not state any detailed analysis, research,
experimentation or inquiry - Kendek Industry, at paragraph 57. As
such, I reject the Defendant’s submission regarding the need for 194
Patent to provide clinical evidence from controlled studies with human
patients;

(3) a POSITA (as described in the above paragraphs 61 and 62) with the
common general knowledge on the Priority Date (as elaborated in the
above paragraph 69) can understand the invention in 194 Patent [4
Elements of Claim 1 as stated in the above sub-paragraph 66(3)] so
as to evaluate and to carry out the invention. This is clear from the
expert evidence of the 3 Experts who were able to understand the
invention in 194 Patent so as to evaluate and carry out the invention.
Accordingly, the first limb of reg. 12(1)(c) PR is satisfied by 194
Patent;

(4) as POSITA, the 3 Experts could clearly give evidence regarding any
advantageous effects of the invention in 194 Patent with reference to
the background art. As such, 194 Patent has fulfilled the second limb
of reg. 12(1)(c) PR; and

(5) as the Description in 194 Patent has clearly described the invention in
194 Patent, there is therefore no room to apply reg. 12(1)(f) PR.
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77. The Canadian Decision concerned a similar patent as in this case. It is to
be noted that the Canadian Decision, at paragraphs 128-132, had rejected
the contention that the patent’s specification was insufficient or ambiguous.
78. The Canadian Decision, at paragraphs 121-127, had held that the patent’s
claimed invention must be useful because the Federal Court of Canada in
that case was bound by an earlier decision of Canada’s apex court, the
Supreme Court, in Apotex Inc v Wellcome Foundation Ltd (1998) 79
CPR (3d) 193. Our ss 11 and 16 PA only provide for the industrial
application of the claimed invention in a patent (please see the above
paragraph 71). The PA and PR do not provide for the utility of a patent as
submitted by Ms. Goh. Hence, this Court is unable to accede to Ms. Goh’s
above contention that 194 Patent has failed to prove the utility of its
claimed invention.

79. Kendek Industry and Heveafoam Asia can be easily distinguished from
this case because –

(1) the utility innovations (UI’s) in Kendek Industry and Heveafoam Asia
had been invalidated based on the particular wording of the UI’s in
question; and

(2) the expert evidence of the relevant POSITA in Kendek Industry and
Heveafoam Asia was clearly different from the testimonies of the 3
Experts in this case.
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N.

Novelty Requirement

80. Sections 11 and 14(1) PA provide that an invention must be “new” and has
not been anticipated by “prior art”. Section 14(2)(a) PA provides that “prior
art” shall consist of “everything disclosed to the public, anywhere in the
world, by written publication, by oral disclosure, by use or in any other way,
prior to the priority date of the patent application claiming the invention”.

81. My understanding of case law regarding the Novelty Requirement is as
follows:

(1) firstly, the Court has to construe the claims in the patent to ascertain
the scope and monopoly claimed by the patent. The importance of
Patent Construction is laid down by the Federal Court in SKB
Shutters Manufacturing, at paragraph 34, as follows “[34] We are of the view the law is clear that when it has to
determine if an invention which is the subject of a patent
claim lacks novelty or inventive step, one looks at the
language of the claims which define the scope and monopoly
claimed (see the case of Electric and Musical Industries Ltd &
Ors v Lissen Ltd & Anor (1939) 56 RPC 23). The reference
in The General Tire & Rubber Co v The Firestone Tyre &
Rubber Co Ltd & Ors to a device is still in the context of a device
as disclosed by the claims. It is ultimately the claims which
must be looked at and considered.”
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(emphasis added);

(2) the Court has to ascertain who is the POSITA and the common
general knowledge in question – please see the English Court of
Appeal’s judgment in General Tire & Rubber Co, at p. 438;

(3) the Court has to identify the prior art in question under s 14(2)(a) PA.
In Seng Kong Shutter Industries Sdn Bhd & Anor v SKB Shutters
Manufacturing Sdn Bhd [2014] 5 MLJ 98, at paragraph 18, Aziah Ali
JCA (as she then was) held as follows in the Court of Appeal -

“[18] Novelty is not something which can be proved or established,
only its absence can be proved or established. The
determination of novelty of an invention strictly consists of
consideration of two aspects - the invention claimed for
protection and the prior art information available in the
concerned field. The knowledge of an invention in order to be
considered as relevant prior art should satisfy any one or
more of the following:

(a)

by the description of the invention in a published writing
or document or in any tangible form;

104

(b)

by description of the invention in spoken words uttered
in public, such a disclosure is known as oral disclosure;
and

(c)

by the use of the invention in public or by putting the
public in a position where any member of the public may
access to it.

The test for establishing the lack of novelty is that each and
every ingredient element of the claimed invention must be
present in a single prior art (see Subbaram on Patent Law,
Practices & Procedures (2nd Ed)).”

(emphasis added).
The Court of Appeal’s decision in Seng Kong Shutter Industries has
been affirmed by the Federal Court in SKB Shutters Manufacturing;

(4) the relevant date for the POSITA to consider the prior art is the date of
publication of the prior art and not the priority date of the patent. This
is clear from the following cases –

(a) General Tire & Rubber Co, at p. 442-443; and
(b) Lai Kew Chai J’s judgment in the Singapore High Court case of
Trek Technology (S) Pte Ltd v FE Global Electronics Pte Ltd
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& Ors and other suits (No 2) [2005] 3 SLR 389, at subparagraph 87(a).

In deciding the Novelty Requirement, the POSITA cannot consider
events, information and materials which have occurred or have been
published after the date of publication of the prior art in question;

(5) the Court cannot combine or "mosaic" disparate pieces of prior art in
determining whether the Novelty Requirement has been met. Each
prior art document should be considered separately – please see Trek
Technology, at sub-paragraph 87(b); and

(6) an invention is not novel and has been anticipated by a prior art if each
element of the claimed invention is contained in that prior art - the
Court of Appeal’s decision in Seng Kong Shutter Industries, at
paragraph 18 (1st Test). This Court of Appeal’s judgment has been
affirmed by the Federal Court.

There are 2 other tests for determining compliance with the Novelty
Requirement as follows -

(a) the prior art must disclose the claimed invention and enable the
POSITA to perform the invention (2nd Test). The 2nd Test has
been propounded by Lord Hoffmann in the following House of
Lords cases –
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(i)

Smithkline

Beecham

PLC’s

(Paroxetine

Methanesulfonate) Patent [2006] RPC 10, at paragraph 22;
and

(ii) H Lundbeck A/S v Generics (UK) Ltd [2008] RPC 437, at
443; and

(b) if the alleged anticipation in the prior art constitutes an
infringement of the patent, the invention is not novel. This is called
the “reverse infringement test” (3rd Test) and is illustrated in the
following cases –

(i)

Aickin J’s judgment in the High Court of Australia in Meyers
Taylor Pty Ltd v Vicarr Industries Ltd & Ors (1976-1977)
137 CLR 228, at 235. It is noted that High Court is the apex
court in Australia; and

(ii) Lockhart J’s decision in the Federal Court of Australia in RD
Werner & Co Inc v Bailey Aluminium Products Pty Ltd
[1989] IPR 513, at 517.
As a matter of stare decisis, I am bound by the Court of Appeal’s
decision in Seng Kong Shutter Industries to apply the 1st Test.

82. Ms. Goh had submitted that Claim 1 was not novel because –
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(1) in Arrow Pharmaceuticals Ltd v Merck & Co Inc [2004] FCA 1282,
at paragraphs 104 and 105, Gyles J in the Federal Court of Australia
had invalidated a patent which is similar to 194 Patent, on the ground
of lack of novelty. This decision had been affirmed by the Full Court of
the Australian Federal Court in Merck & Co Inc v Arrow
Pharmaceuticals Ltd [2006] FCAFC 91 (Australian Decision);

(2) Jacob J (as he then was) in the English High Court case of Merck &
Co Inc’s Patents [2003] FSR 29, at paragraph 81, had decided that a
patent similar to 194 Patent was not new. This decision had been
affirmed by the Court of Appeal in [2004] FSR 16 (UK Decision); and

(3) 194 Patent had also been anticipated by Lunar News (July 1996) and
834 European Patent Application.

83. Firstly, I hold that Lunar News constitutes prior art within the meaning of s
14(2)(a) PA even though Lunar News is not peer-reviewed. This is due to
the following reasons:

(1) there is no requirement in s 14(2)(a) PA that a prior art must have
been reviewed by a POSITA’s peers;

(2) Prof. Seeman and Prof. Langer, whom this Court has found to be
POSITA (please see the above paragraph 62), have accepted Lunar
News as a prior art in respect of 194 Patent; and
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(3) Lunar News have been accepted as prior art in respect of similar
patents in the following cases –

(a) Canadian Decision, at paragraphs 98-112 and 119;

(b) Australian Decision, at paragraphs 96-102;

(c) at the High Court in UK Decision, at paragraphs 83-94; and
(d) the majority judgment of USA’s Court of Appeal by Gajarsa J for
the Federal Circuit in Merck & Co Inc v Teva Pharmaceuticals
USA 395 F.3d 1364, at 1372-1377 (US Decision).

84. As explained in the above sub-paragraph 66(3), there are 4 Elements of
Claim 1. Applying the 1st Test, I am not able to find any prior art, including
Lunar News (April 1996), Lunar News (July 1996) and Lunar News (April
1999), which had all the 4 Elements of Claim 1.
85. Additionally or alternatively –

(1) an application of the 2nd Test in respect of all the prior art cited by Prof.
Seeman and Prof. Langer, including Lunar News (April 1996), Lunar
News (July 1996), Lunar News (April 1999) and 834 European Patent
Application, does not disclose the claimed invention of 194 Patent and
does not enable the POSITA to perform the invention;
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(2) I do not find the prior art relied on by Prof. Seeman and Prof. Langer,
including Lunar News (April 1996), Lunar News (July 1996), Lunar
News (April 1999) and 834 European Patent Application, to constitute
an infringement of Claim 1. Accordingly, an invocation of the 3rd Test
does not show that Claim 1 had been anticipated by prior art; and

(3) Jacob LJ decided as follows in the English Court of Appeal case of
Actavis UK Ltd, at paragraph 23 –
“23 In the course of argument Rimer L.J. noted that the Board
considered that a new dosage form would be enough to
confer novelty. Mr Prescott seized upon that, submitting that
the Board clearly contemplated that a new dosage - even for
treating a disease previously treated with the same substance
in a different dosage was regarded as novel. We agree. A
claim to a pill containing a 1 mg dose of finasteride would be
a claim to a new thing. No one had made or proposed such a
thing, so why should it not be novel? Whether it would
obvious is a quite different matter.”

(emphasis added).

Based on Actavis UK Ltd, a new dosage for treating a disease
(previously treated with the same substance in a different dosage) may
be regarded as novel, as in 194 Patent.
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86. It is noted that in the Canadian Decision, at paragraphs 114-120, a similar
patent was not invalidated on the ground of lack of novelty.

87. 834 European Patent Application concerns “Use of methanebisphosphonic
acid derivatives for the manufactures of a medicament for fracture healing”.
I accept the expert opinion of Prof. Fennerty that 834 European Patent
Application concerns the use of compounds (such as alendronate) to treat
fractures and this is not the same as treating osteoporosis. Such a fact in
itself excludes 834 European Patent Application from anticipating Claim 1.

88. I am mindful that the Australian and UK Decisions have invalidated similar
patents on the ground of lack of novelty. It is solely my misfortune to have
decided differently.

O. Inventiveness Requirement

89. Sections 11 and 15 PA require the invention in 194 Patent to involve an
“inventive step” which “would not have been obvious” to a POSITA.

90. I am of the following view regarding Inventiveness Requirement based on
my understanding of the relevant cases:

(1) I adopt the approach laid down by the English Court of Appeal in
Pozzoli Spa v BDMO SA & Anor [2007] FSR 37. In Pozzoli, at
paragraphs 14-23, Jacob LJ had restated and rearranged the “four
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questions” test formulated by Oliver LJ (as he then was) in
Windsurfing International Inc v Tabur Marine (Great Britain) Ltd
[1985] RPC 59, at 73-74, in the following five stages -

(a) identify the POSITA;

(b) identify the common general knowledge to be attributed to the
POSITA;

(c) identify the inventive concept of the patent and if that cannot be
readily done, construe the patent. In this inquiry, prior art is
irrelevant;

(d) identify what, if any, differences exist between the prior art and
the inventive concept of the claim or the claim as construed; and

(e) viewed without any knowledge of the alleged invention as
claimed, do those differences constitute steps which would have
been obvious to the POSITA or do they require any degree of
invention?

In SKB Shutters Manufacturing, at paragraph 34, the Federal Court
has explained the importance of the wording of the claims in a patent
in

deciding

whether

the

patent

Requirement;
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complies

with

Inventiveness

(2) the relevant time to decide whether a patent complies with
Inventiveness Requirement is the priority date of the patent and not
the date of the prior art – please see Jacob LJ’s judgment in the
English Court of Appeal case of Actavis UK Ltd, at paragraphs 109,
118 and 119;

(3) identify the prior art on the priority date of the patent;

(4) unlike Novelty Requirement, to decide whether a patent has complied
with the Inventiveness Requirement, a POSITA may consider together
all the prior art on the priority date of the patent. In other words,
“mosaicing” of all prior art documents is permissible - please see Lord
Reid’s judgment in the House of Lords’ case of Technograph Printed
Circuits Ltd v Mills & Rockley (Electronics) Ltd [1972] RPC 346, at
355;

(5) the test of whether a claimed invention in a patent is obvious to a
POSITA on the priority date of the patent (Obviousness Test) is
applied without the benefit of hindsight and there should not be any ex
post facto analysis of the invention – please see Lord Russell’s
judgment in the House of Lords case of Non-Drip Measure Coy Ltd v
Strangers Ltd & Ors (1943) 60 RPC 135, at 142; and

(6) the Obviousness Test is an objective and qualitative (not quantitative)
one – please see Donald Nicholls VC’s (as he then was) judgment in
the English Court of Appeal case of Molnlycke AB & Anor v Procter
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& Gamble Ltd & Ors (No 5) [1994] RPC 49, at 112. In this regard,
certain phrases used in previous cases may not be helpful in applying
the Obviousness Test, as pointed out in Molnlycke, at p. 112, as
follows “We do not consider that it assists to ask whether “the patent discloses
something sufficiently inventive to deserve the grant of a monopoly”.
Nor is it useful to extract from older judgments expressions such as
“that scintilla of invention necessary to support a patent”. ”.

O(1). Does Claim 1 involve inventive step?

91. The Plaintiffs had submitted as follows, among others:

(1) on or before the Priority Date, according to Prof. Fennerty, a POSITA
would know of the following -

(a) oral administration of alendronate to osteoporotic patients would
cause GI side effects;

(b) GI side effects was dose-related, namely, the higher the dose of
alendronate, the greater the GI side effects;
(c) the Major Cause of GI Side Effects –
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(i)

was not only because the alendronate failed to pass through
the esophagus but was also due to gastric reflux; and

(ii) was not due to Patience Compliance; and

(d) if a dose higher than then approved 10 mg daily of alendronate
was orally administered to osteoporotic patients, this would cause
upper GI side effects. This was still Prof. Fennerty’s expert view
despite the fact that on the Priority Date, patients with Paget’s
disease were orally given the then approved 40 mg daily of
alendronate. This is because, according to Prof. Fennerty, there
are differences between osteoporosis and Paget’s disease;
(2) on the Priority Date, the POSITA’s “obvious response” was to “reduce
the dosage of alendronate so as to decrease the quantity and
concentration of the toxic active substance to which the esophageal
tissue is exposed”. The POSITA would concentrate on proposed
solutions to prevent drug-induced esophagitis by –

(a) adjusting the formulation of the tablet, eg by changing its shape,
size or coating; or

(b) to reduce the quantity and lower the concentration of alendronate
by reducing the unit dosage in the form of dividing the total daily
dosage into smaller doses or by sustained release etc;
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(3) Prof. Fennerty’s expert view is that by reading Claims 3, 14, 15 and 20
onto Claim 1, the “core of the invention” of 194 Patent is the oral
administration of 70 mg of alendronate in a single weekly dose (70 mg
Weekly Dose). On the Priority Date, the POSITA would not be
“motivated” to arrive at 70 mg Weekly Dose because on the Priority
Date, the POSITA would have considered GI side effects to be doserelated. The 70 mg Weekly Dose was therefore not obvious to a
POSITA on the Priority Date; and

(4) the 70 mg Weekly Dose was a result of an unexpected finding in
experiments set up by the 1st Plaintiff to investigate GI side effects
following the launch of the 10 mg daily tablet of alendronate. The 1st
Plaintiff carried out the Dog Experiments to explore the mechanisms
by which bisphosphonate-induced esophagitis was caused. The Dog
Experiments and their results were included in 194 Patent. The
findings in Dog Experiments were supported by subsequent clinical
trials and reported in Schnitzer’s Article (2000).

92. Based on the above cases as discussed in the above paragraph 90, I
adopt the following approach in applying the Obviousness Test in respect
of Claim 1:

(1) the POSITA on the Priority Date should be identified. This has been
done in the above paragraphs 61 and 62;
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(2) the common general knowledge possessed by the POSITA on the
Priority Date (Relevant CGK) should be ascertained. In the above
paragraph 69, I have identified the Relevant CGK;

(3) the inventive concept of 194 Patent (Inventive Concept) is
determined by way of Patent Construction. As explained in the above
sub-paragraph 66(3), there are 4 Elements of Claim 1. The Inventive
Concept must be embodied in the 4 Elements of Claim 1. Based on
the expert testimony of Prof. Fennerty as a POSITA, I accept that
within the 4 Elements of Claim 1, the Inventive Claim is the 70 mg
Weekly Dose;

(4) I find that the following constituted prior art on the Priority Date
(Relevant Prior Art) –

(a) Lunar News (April 1996) (please see the above paragraph 83);

(b) Lunar News (July 1996) (please see the above paragraph 83);
(c) De Groen’s Article (3.10.1996);

(d) all the prior art which supports my finding of fact on General
Tolerance of Alendronate [please see the above sub-paragraph
69(2)];
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(e) the prior art which substantiates the findings that the Major Cause
of GI Side Effects is due to the failure of alendronate to pass
through the esophagus and Patient Compliance [please see the
above sub-paragraph 69(3)]; and

(f)

the prior art which taught about the Dosing Frequency [which I
have found to be part of the Relevant CGK in the above subparagraph 69(4)].

I do not find the following publications to be part of the Relevant Prior
Art –

(i)

834 European Patent Application could not be part of the
Relevant Prior Art for the reasons given by Prof. Fennerty and
elaborated in the above paragraph 87; and

(ii) 624 European Patent Application could not constitute part of the
Relevant Prior Art because as explained by Prof. Fennerty, 624
European Patent Application concerned “Treatment of Periodontal
Disease with Alendronate”;

(5) I shall now ascertain whether there is any difference between the
Relevant Prior Art and the Inventive Concept (70 mg Weekly Dose). I
find as a fact the following 2 differences between the Relevant Prior
Art and 70 mg Weekly Dose (2 Differences) -
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(a) the Relevant Prior Art taught regarding the daily dosage of 10 mg
of alendronate for patients of osteoporosis (10 mg Daily Dose);
and

(b) 70 mg Weekly Dose is clearly different from 10 mg Daily Dose in
respect of firstly, the dosage, and secondly, the dosing frequency;
and

(6) the last inquiry is - viewed without any knowledge of the Inventive
Concept (70 mg Weekly Dose), on the Priority Date, did the 2
Differences constitute steps which would have been obvious to a
POSITA or did the 2 Differences require any degree of invention by
the POSITA? This inquiry assumes that the POSITA has no
knowledge of 194 Patent.

I find as a fact that on the Priority Date, without any knowledge of the
Inventive Concept (70 mg Weekly Dose), the 2 Differences constituted
steps which would have been obvious to a POSITA and the 2
Differences did not require any degree of invention. This finding is
based on the following evidence and reasons:

(a) it was stated at p. 31, Lunar News (April, 1996), as follows “One of the difficulties with alendronate is its low oral
bioavailability. … An intermittent treatment program (for
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example, once per week or one week every three months) with
higher oral dosing, needs to be tested.”

(emphasis added).

As early as Lunar News (April 1996), it would have been obvious
to a POSITA that an increase in the dosage of alendronate and a
change of the dosing frequency (to once weekly), should be
tested;

(b) it was published at p. 23, Lunar News (July, 1996), as follows “The difficulties with oral bisphosphonates may favor their
episodic (once/week), or cyclical (one week each month)
administration. Even oral alendronate potentially could be
given in a 40 or 80 mg dose once/week to avoid dosing
problems and reduce costs.”

(emphasis added).

Lunar News (July, 1996) constituted the most convincing Relevant
Prior Art whereby the 2 Differences constituted steps which would
have been obvious to a POSITA and the 2 Differences did not
require any degree of invention by the POSITA.

The Plaintiffs had contended that Lunar News (July, 1996) was
published before De Groen’s Article (3.10.1996) [which highlighted
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the severity of GI side effects of alendronate]. As explained in the
above sub-paragraph 69(2), I have found as a fact that there was
General Tolerance of Alendronate on the Priority Date. As such, I
cannot accept De Groen’s Article (3.10.1996) regarding the
severity of GI side effects of alendronate;

(c) reading together Lunar News (April, 1996) and Lunar News (July,
1996) in a mosaic manner, on the Priority Date, without any
knowledge of the Inventive Concept (70 mg Weekly Dose), the 2
Differences would have been obvious to a POSITA and the 2
Differences did not require any degree of invention; and

(d) for the above reasons, I prefer the expert views of Prof. Seeman
and Prof. Langer to that of Prof. Fennerty.

In view of the above evidence and reasons, I am satisfied that the
Defendant has succeeded to discharge the legal burden under s
56(2)(a) PA to prove on a balance of probabilities that Claim 1 lacks
an inventive step under ss 11 and 15 PA.

93. The above finding that Claim 1 was obvious to a POSITA on the Priority
Date is supported by the following 4 decisions in different jurisdictions
regarding similar patents:

(1) Canadian Decision, at paragraphs 70-113;
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(2) before Gyles J at the first instance in the Australian Decision, at
paragraph 124 and 125;

(3) in the UK Decision at the High Court before Jacob J (as he then was),
at paragraphs 82-87; and

(4) US Decision, at p. 1372-1375

(4 Foreign Decisions).

I must reiterate that the 4 Foreign Decisions are not binding on me. Nor
was I influenced by the 4 Foreign Decisions in any manner. This Court’s
invalidation of Claim 1 for not complying with the Inventiveness
Requirement, is fortified by a similar finding of fact in the 4 Foreign
Decisions. There are also practical and policy reasons to consider the 4
Foreign Decisions as I have explained in GS Yuasa Corporation v GBI
Marketing Sdn Bhd [2016] AMEJ 2114, at paragraphs 40 and 41, as
follows:
“K. Effect of Indonesian Supreme Court’s Decision

40. It is undeniable that Intellectual Property rights (IP Rights) in respect of a
particular product may be protected and enforced in many jurisdictions.
The Court should not take a blinkered view regarding the protection and
enforcement of IP Rights. If a foreign court, especially its apex court, has
decided on an issue regarding IP Rights of a particular product and an
identical or similar issue also arises regarding the same product in a
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Malaysian case, the Malaysian Court should consider the foreign
judgment in deciding that issue. Needless to say, Malaysian Courts are
not bound in any manner by any decision from a different jurisdiction. If a
Malaysian Court however reaches a decision which is identical or similar
to that decided by a foreign court regarding IP Rights of the same
product, this will ensure consistency and predictability in the protection
and enforcement of IP Rights of that product in different jurisdictions.
41. This Court has considered the Indonesian Supreme Court’s Decision
and is comforted to know that the decision in the above Part J (the use
of the Defendant’s Registered Trade Mark on the Defendant’s goods is
likely to deceive and/or confuse the public under s 14(1)(a) read with s
37(b) TMA), is consistent with the Indonesian Supreme Court’s
Decision.”

O(2). Whether Plaintiffs can rely on secondary evidence

94. The Plaintiffs had relied on documents which were published after the
Priority Date (Subsequent Documents) as “secondary evidence” to
support the inventiveness of Claim 1. The following 2 English Court of
Appeal cases had been cited by the Plaintiffs to justify this Court’s
consideration of the Subsequent Documents in respect of the application of
the Obviousness Test:

(1) Molnlycke; and

(2) Schlumberger Holdings Ltd v Electromagnetic Geoservices AS
[2010] RPC 33.
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95. I am of the view that the Plaintiffs cannot rely on the Subsequent
Documents in this case. My reasons are as follows:

(1) it was decided in Molnlycke that secondary evidence is only an aid to
assess primary evidence and cannot displace primary evidence. I
quote the following judgment in Molnlycke, at p. 113 “In applying the statutory criterion and making these findings the
court will almost invariably require the assistance of expert
evidence. The primary evidence will be that of properly qualified
expert witnesses who will say whether or not in their opinions the
relevant step would have been obvious to a skilled man having
regard to the state of the art. All other evidence is secondary to that
primary evidence. …

In the nature of things, the expert witnesses and the court are
considering the question of obviousness in the light of hindsight. It
is this which may make the court's task difficult. What with
hindsight, seems plain and obvious, often was not so seen at the
time. It is for this reason that contemporary events can be of
evidential assistance when testing the experts' primary evidence.
For instance, many people may have been industriously searching for a
solution to the problem for some years without hitting upon the allegedly
obvious invention. When this type of evidence is adduced, the court can
quickly find itself caught up in an investigation of what was or was not
obvious to certain identified individuals at certain dates during the history
of the development of the product or process involved. This gives rise to
complications because the state of knowledge of these individuals,
124

though skilled, may not correspond to the statutory definition of the state
of the art. A particular inventor may have been unaware of some aspect
of the state of the art as defined in section 2(2) [PA 1977 (UK)], and may
therefore have genuinely taken what was actually an inventive step, but
nevertheless be unable to claim a patentable invention since the step
was, in the terms of the statute, obvious. Further, this type of evidence
invites the court to speculate whether particular individuals were of an
inventive disposition, because the earlier making of the same invention
by another or others does not necessarily mean that at a later date the
invention was obvious. Yet again, evidence of the commercial success
of the invention can lead into an investigation of the reasons for this
success; there may be commercial reasons for this success unrelated to
whether the invention was or was not obvious in the past.

Secondary evidence of this type has its place and the importance,
or weight, to be attached to it will vary from case to case. However,
such evidence must be kept firmly in its place. It must not be
permitted, by reason of its volume and complexity, to obscure the
fact that it is no more than an aid in assessing the primary
evidence.”

(emphasis added);

(2) as held in Molnlycke, at p. 112, the Obviousness Test is a qualitative
(not quantitative) one. For the reasons expressed in the above subparagraphs 92(6)(a) and (b), this Court attaches great weight to Lunar
News (April, 1996) and Lunar News (July, 1996). It is the finding of this
Court that the Subsequent Documents cannot rebut the overwhelming
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evidence and reasons as stated in the above paragraph 92 (regarding
the obviousness of 194 Patent); and

(3) Jacob LJ decided as follows in Schlumberger Holdings, at
paragraphs 76 and 77 –
“The Place of Secondary Evidence
76

In answering these questions it is also important to consider
the secondary evidence. I shall go to the details of this in due
course, but before I do so I should say something about secondary
evidence generally.
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It generally only comes into play when one is considering the
question “if it was obvious, why was it not done before?” That
question itself can have many answers showing it was nothing
to do with the invention, for instance that the prior art said to
make the invention obvious was only published shortly before the
date of the patent, or that the practical implementation of the patent
required other technical developments. But once all other
reasons have been discounted and the problem is shown to
have been long-standing and solved by the invention,
secondary evidence can and often does, play an important
role. If a useful development was, in hindsight, seemingly
obvious for years and the apparently straightforward technical
step from the prior art simply was not taken, then there is
likely to have been an invention.”

(emphasis added).
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Based on Schlumberger Holdings, the Inventive Concept (70 mg
Weekly Dose) was obvious to the POSITA and “had been done before”
when Lunar News (July 1996) proposed a “80 mg dose once/week to
avoid dosing problems”. As such, there cannot be any resort to
secondary evidence in this case.

P.

Can Court invalidate only part of 194 Patent?

96. The Plaintiffs have submitted as follows, among others:

(1) the invalidity of independent Claim 1 does not affect the validity of all
the dependent Claims in 194 Patent (Dependent Claims). Reliance
had been placed on s 26 PA read with regs. 13(5) and 19(3) PR to
support the Plaintiffs’ contention regarding “Claim Differentiation” each dependent claim (which defines a specific form of invention) is
independent of the independent claim and is also independent of all
other dependent claims. The Plaintiffs cited the following decisions in
support of this contention (a) Laddie J’s judgment in the English High Court case of Raychem
Corp’s Patents [1998] RPC 31;
(b) Snider J’s decision in the Federal Court of Canada in HoffmannLaroche Ltd v Mayne Pharma (Canada) Inc [2005] FC 814;

127

(c) 2 judgments of Floyd J in the English High Court in Molnlycke
Health Care AB & Anor v BSN Medical Ltd & Anor [2012]
EWHC 3157 and Samsung Electronics Co Ltd v Apple Retail
UK Ltd & Anor [2013] EWHC 467; and
(d) Arnold J’s decision in the English High Court in Generics (UK)
Ltd trading as Mylan v Warner-Lambert Co LLC and other
cases [2015] EWHC 3370;
(2) the Federal Court’s judgment in SKB Shutters Manufacturing is
confined to its own peculiar facts. SKB Shutters Manufacturing did
not consider the Court’s power to amend notionally the Dependent
Claims by reading into the Dependent Claims –

(a) limitations of the invalid Claim 1; and

(b) without expanding the scope of the Dependent Claims
(Court’s Notional Amendment Power);

(3) the Court has a discretion under s 56(3) PA to declare invalid Claim 1
without affecting the validity of the Dependent Claims. Accordingly,
even if Claim 1 is invalid for not complying with the Inventiveness
Requirement, all the Dependent Claims are still valid;
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(4) the Defendant bears the legal burden to invalidate all the Dependent
Claims. The Defendant however had failed to lead evidence to
invalidate each and every Dependent Claim; and
(5) in the “Defendant’s Issues To Be Tried”, the Defendant had not
challenged the validity of Claims 12, 13, 18, 19, 21 and 22 of 194
Patent. As such, Claims 12, 13, 18, 19, 21 and 22 should not be
invalidated in this case.

97. The Federal Court held as follows in SKB Shutters Manufacturing, at
paragraphs 22-24 and 26-30:
“[22] … Learned counsel for the appellant submitted that the Court of
Appeal’s findings of invalidation are unsound in its entirety,
because the invalidation of entire Patent 431 following a finding of
only one invalid claim and/or invalid parts of a claim is
unsustainable in law. It was contended for the appellant that at
most the Court of Appeal could only partially invalidate Patent 431.

[23] The appellant also contended that the Court of Appeal failed to
assess each claim individually for lack of novelty and or an
inventive step. As such, it was argued that those claims which had
not been assessed individually ought not to have been declared
invalid by the Court of Appeal.
[24] It is noted that claims (1) and (11) of the appellant’s Patent 431 are
independent claims. Claims (2) to (10) of the appellant are
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dependent claims, being dependent on the preceding claims. All
are ultimately dependent on claim (1).
…
[26] As regards the rest of the claims which are dependent claims
(claims (2) to (10)), we are of the view that having considered claim
(11) and claim (1) and found them to be invalid, the Court of Appeal
was entitled to then hold that the appellant’s Patent 431 was invalid
as the rest of the claims, being claims dependent on claim (1),
would also fall.

[27] The dependent claims in essence incorporate all the features of the
claim upon which it depends but are drafted to only make reference
to the claim upon which it depends without expressly setting out all
the features of that claim. As such, in the event that the
independent claim upon which they depend is invalid, the only way
the dependent claims can survive and stand if at all is if the
dependent claims are redrafted to incorporate the features of the
claim upon which they are dependent and are made an independent
claim. They cannot remain as “dependent claims” when the claim
upon which they depended is invalid. We agree with the contention
of the respondents as that was not done in the present case and as
it could not be redrafted, the dependent claims must fall. (See the
case of E I Du Pont De Nemours & Co v. Imperial Chemical
Industries Plc & Anor (2007) FCAFC 163].

[28] The position in Malaysia relating to amendments of patent claims
must be distinguished from the position in the United Kingdom. In
the United Kingdom, the patent claim can be amended pending
litigation in respect of its validity. (See s. 75 of the UK Patents Act
1977). There is a further provision which gives the court in the
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United Kingdom express power to enforce the part of the patent
which is found to be valid. Section 63(1) of the UK Patents Act 1977
states as follows:

If the validity of a patent is put in issue in proceedings for
infringement of the patent and it is found that the patent is
only partially valid, the court or the comptroller may,
subject to subsection (2) below, grant relief in respect of
that part of the patent which is found to be valid and
infringed.

[29] There is no such provision in the Malaysian Patents Act 1983
similar to the provisions of ss. 63 and 75 of the UK Patents Act
1977. It is clearly by reason of the said provision of s. 63 in the United
Kingdom that one can enforce a partially valid patent without
amendment. Section 56(3) of our Patents Act 1983 is clearly not the
equivalent of s. 63 of the UK Patents Act 1977. It merely states that
some claims or part of a claim may be declared invalid which in our
view it can only refer to the independent claims of a patent.

[30] On the issue of lack of inventive step we agree with the
submissions of respondents that each of the 11 claims lacked an
inventive step. Although the Court of Appeal did not expressly
state that they dealt with each of the said claims, it should be
obvious it must have been so dealt with in light of the submission
of the respondents and the finding of a lack of inventive step in the
appellant’s Patent 431 with regard to claims 1 and 11.”

(emphasis added).
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98. The issue (whether the Court may invalidate only independent claims
under s 56(3) PA without invalidating other dependent claims) and the
parties’ contentions in SKB Shutters Manufacturing are similar to this
case. As a matter of stare decisis, I am bound by the Federal Court’s
judgment in SKB Shutters Manufacturing and upon the invalidation of
Claim 1 for lack of an inventive step –

(1) all the Dependent Claims shall be consequentially invalidated without a
need for the Defendant to adduce evidence to invalidate each
Dependent Claim. Nor is there a requirement for the Court to consider
separately the validity of each Dependent Claim; and

(2) s 56(3) PA only allows the Court to invalidate some independent
claims or part of an independent claim. Unlike ss 63 and 75 PA 1977
(UK), the Malaysian Court has no power under s 56(3) PA to amend a
dependent claim when the independent claim in question is invalid.
Accordingly, the Court has no power under s 56(3) PA, let alone the
Court’s Notional Amendment Power, to amend the Dependent Claims
so as not to invalidate the Dependent Claims.

99. For the sake of completeness -

(1) s 26 PA, regs. 13(5) and 19(3) PR do not confer any discretionary
power on the Court to amend the Dependent Claims. The “Claim
Differentiation” does not exclude the binding effect of our apex Court’s
decision in SKB Shutters Manufacturing;
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(2) Raychem Corp’s Patents, Molnlycke Health Care and HoffmannLaroche Ltd did not concern the Court’s power to amend dependent
claims; and

(3) as pointed out in SKB Shutters Manufacturing, ss 63 and 75 PA
1977 (UK) are different from our s 56(3) PA. The English Court
amended the patent in Samsung Electronics but the patent
amendment application in Generics (UK) was dismissed because the
application had not been made before the commencement of trial.
100. In view of the invalidation of 194 Patent –

(1) there cannot be any infringement of 194 Patent by the Defendant. As
such, the Plaintiffs’ Claim is dismissed; and

(2) the Counterclaim is allowed with the following orders -

(a) a declaration is granted that 194 Patent shall be regarded as null
and void from date of grant of 194 Patent, 30.9.2004 [please see
s 57(1) PA];

(b) a declaration is granted that the manufacture and/or sale of the
Defendant’s Alendronate 70 mg Tablets does not infringe 194
Patent; and
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(c) an order to invalidate 194 Patent and upon this judgment being
served on the Registrar, the Registrar shall take all necessary
action to remove 194 Patent from the Register, including the
publication of such a removal in the Gazette [please see s 57(2)
PA].

Q. Costs
101. In respect of the costs of the Plaintiffs’ Claim and Counterclaim (Costs),
the Court has a wide discretion under Order 59 rules 3(1), (2), 8(b), 16(1)
to (3), 19(1) and (2) RC to decide the following:

(1) whether a party is entitled to Costs;

(2) the basis of assessment of the amount of Costs, be it on the standard
or indemnity basis; and

(3) the quantum of Costs.

102. Under Order 59 rule 19(1) RC, the amount of Costs excludes
disbursements.

103. In view of the invalidation of 194 Patent, Costs and disbursements should
be paid by the Plaintiffs to the Defendant because “costs to follow the
event” [please see Order 59 rule 3(2) RC].
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104. Except for the professional fees of Prof. Seeman and Prof. Langer,
learned counsel for Plaintiffs and Defendant had amicably agreed to the
sum of disbursements to be paid by the Plaintiffs to the Defendant. I have
ordered the following sums of professional fees to be paid:

(a) a sum of RM300,000.00 to Prof. Langer; and

(b) an amount of RM75,000 to Prof. Seeman.

A higher professional fee is paid to Prof. Langer in view of his more
impressive CV. I am of the view that the Defendant need not have called 2
POSITA in this case. If a party wants “assurance” in a case by calling 2
POSITA, the Court should only award professional fee for one POSITA,
especially when the basis of assessment is on a standard basis.

105. There is no exceptional reason why the quantum of Costs should be
assessed on an indemnity basis. Hence, the amount of Costs shall be
assessed on the standard basis in accordance with Order 59 rule 16(3).

106. There are valid grounds to reduce the sum of Costs to be awarded to the
Defendant because -

(1) the Defendant had tendered 2 Unpleaded Publications [please see
Part E(1)] and such a conduct should be penalized in costs under
Order 59 rule 8(b) RC;
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(2) the 3rd PO was raised by the Defendant and had been dismissed by
this Court with costs [please see Part E(3)]; and

(3) the Defendant had raised the following contentions which did not
succeed in this case –

(a) 194 Patent is a Treatment Method which is not patentable under s
13(1)(d) PA (please see Part H);

(b) 194 Patent should be invalidated for non-compliance with the
Disclosure Requirement under s 23 PA read with reg. 12(1)(c)
and (f) PR (please see Part M); and

(c) Claim 1 is not novel and has been anticipated by prior art within
the meaning of ss 11, 14(1) and (2)(a) PA (please see Part N).

107. In view of the reasons stated in the above paragraph 106, I only award
25% of the total Costs to the Defendant.

108. Using the standard basis of assessment, I assess the total Costs to be
RM1 million. This amount is premised on the following reasons:

(1) this is a highly complex case concerning bone diseases, the dosage,
dosing frequency of pharmaceutical products [please see Order 59
rule 16(1)(a) RC];
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(2) specialized skill, knowledge and experience of a senior IP counsel is
required [please see Order 59 rule 16(1)(b) RC];

(3) there are volumes of documents regarding prior art which have to be
perused by learned counsel [please see Order 59 rule 16(1)(c) RC].
These prior art publications are highly technical in nature and learned
counsel have to be guided by POSITA; and
(4) this case is very important to the Defendant because if the Plaintiffs’
Claim succeeds and the Counterclaim is dismissed, the Defendant
cannot manufacture and sell Defendant’s Alendronate 70 mg Tablets
[please see Order 59 rule 16(1)(e) RC].

109. After 75% deduction is made from the total Costs (Reduced Costs), the
Defendant is entitled to interest at the rate of 5% per annum on the
Reduced Costs from the date of the assessment of the quantum of Costs
until the date of full payment of the Reduced Costs. An allocator fee is
imposed on the total of the Reduced Costs and disbursements in
accordance with Order 59 rule 7(4) RC.

R. Whether Defendant had infringed 194 Patent

110. In the event the Court of Appeal reverses this Court’s invalidation of 194
Patent, my decision regarding the issue of whether the Defendant has
infringed 194 Patent, is as follows:
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(1) the Plaintiff has the legal burden to prove on a balance of probabilities
that the Defendant had infringed 194 Patent under s 36(1)(a), (2),
(3)(a)(i), (ii) read with s 58 PA (Patent Infringement) – please see
Vernon Ong JCA’s judgment in the Court of Appeal case of Yeohata
Machineries Sdn Bhd & Anor v Coil Master Sdn Bhd & Ors [2015]
6 MLJ 810, at paragraph 17;

(2) Encik Abu Bakar had testified that he had bought Batch No.
BDO05734. Encik Abu Bakar’s testimony had not been challenged by
the Defendant;
(3) I am satisfied on a balance of probabilities that the “chain of evidence”,
more accurately “chain of custody”, of Batch No. BDO05734
(containing the 10 Boxes) from the time of purchase by Encik Abu
Bakar until its production in Court, is not broken. This means that the
identity, integrity and composition of Batch No. BDO05734 had not
been compromised in any manner. The chain of custody in this case
had been proven by the following evidence -

(a) the oral evidence of Encik Abu Bakar;

(b) Mr. Edge had given evidence that he had checked the Batch
Number and Box Numbers appearing on the unique holographic
security stickers on all the 10 Boxes; and
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(c) the following documentary evidence supports the oral evidence of
Encik Abu Bakar and Mr. Edge –

(i)

Sale Receipt;

(ii) Encik Abu Bakar’s Chain of Custody Form;
(iii) DHL’s airway bill;
(iv) letter from the Plaintiffs’ solicitors; and

(v) photographs.

I must state that this is a civil case wherein the standard to prove the
chain of custody of the 10 Boxes is only on a balance of probabilities.
The Defendant had not adduced any expert evidence to show that the
identity, integrity and composition of the 10 Boxes had been
compromised;

(4) there is sufficient evidence on a balance of probabilities to prove that
the 10 Boxes contained slightly more than 70 mg of alendronate. No
expert evidence had been led by the Defendant to show that QSM
method used by the 1st Plaintiff to analyse the contents of the 10
Boxes, was not reliable. I must state that GLP does not constitute
“law” which has binding effect. Nor does any Malaysian legislation
mandatorily requires full compliance with GLP;
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(5) in paragraph 8 ADCC, the Defendant had admitted selling and offering
to sell Defendant’s Alendronate 70 mg Tablets in the course of trade
and business;

(6) in view of the above evidence, I am satisfied on a balance of
probabilities that the Defendant’s sale and offer to sell Defendant’s
Alendronate 70 mg Tablets had breached Claims 1 to 11, 14 to 17 and
20; and

(7) as Patent Infringement had been proven, if not for the invalidation of
194 Patent, I would have granted the following remedies to the
Plaintiffs –

(a) a perpetual injunction to restrain the Defendant from infringing
194 Patent by importing, manufacturing, supplying, distributing,
selling and offering for sale the Defendant’s Alendronate 70 mg
Tablets;

(b) a perpetual injunction to restrain the Defendant from causing,
enabling, facilitating, abetting or assisting any person from
infringing 194 Patent;

(c) a mandatory injunction to compel the Defendant to deliver up,
disclose and destroy all the Defendant’s Alendronate 70 mg
Tablets;
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(d) an order for full discovery of all relevant documents, contracts,
purchase orders, delivery orders, invoices, receipts and all other
relevant documents relating to the Defendant’s importation,
manufacture, supply, distribution, sales of the Defendant’s
Alendronate 70 mg Tablets;

(e) an inquiry of damages suffered by the Plaintiffs due to the Patent
Infringement and interest on the assessed damages (if any);

(f)

an order that the Defendant recalls from the market, including
doctors, pharmacies and/or hospitals to whom the Defendant has
supplied the Defendant’s Alendronate 70 mg Tablets; and

(g) full amount of costs of RM1 million and disbursements.

S. Summary of decision

111. In summary –

(1) the Defendant could tender as evidence the 2 Unpleaded Publications;

(2) as Articles 53(c) and 54(4) EPC are substantially similar to ss 13(1)(d)
and 14(4) PA, the decisions of EPO’s BOA and EBOA on Articles
53(c) and 54(4) EPC, may be resorted to in the interpretation of ss
13(1)(d) and 14(4) PA;
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(3) 194 Patent is not a Treatment Method which is prohibited by s 13(1)(d)
PA. Instead, 194 Patent is a “use” of a Treatment Method, a Swisstype Claim, which is patentable according to s 14(4) PA;

(4) Claims 3, 14, 15 and 20 cannot be read onto Claim 1;

(5) the Description in 194 Patent has complied with both limbs of reg.
12(1)(c) PR. As the Description in 194 Patent has clearly described
the invention in 194 Patent, reg. 12(1)(f) PR does not apply to 194
Patent;

(6) Claim 1 is novel and has not been anticipated by prior art within the
meaning of s 11 read with s 14(1) and (2)(a) PA;

(7) Claim 1 does not involve an inventive step which is not obvious to a
POSITA on the Priority Date as required by ss 11 and 15 PA; and

(8) upon the invalidation of independent Claim 1, all the Dependent
Claims are consequentially invalid and cannot be amended under s
56(3) PA.

WONG KIAN KHEONG
Judicial Commissioner
High Court (Commercial Division)
Kuala Lumpur
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