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1. This appeal under Section 117A of the Patents Act, 1970 (“the Act”)
assails order dated 18" February, 2021 passed by the Assistant Controller of
Patents and Designs (“respondent No.2”) in Patent Application
No0.10336/DELNP/2013 dated 29" November, 2013 (“impugned order”).
By the said impugned order, the patent application of the appellant was
rejected primarily under Section 15 read with Section 59(1) of the Act. The

background facts are as under:-

(i)  The appellant has its principal place of business in Oakland, USA.
They filed an International Application No.PCT/US2012/040455 on
01% June, 2012 titled “Blockade of Inflammatory Proteases with
Theta Defensins”. The PCT Application claimed priority to US
Patent Application N0.61/492,753 filed on 02" June, 2011. Based
on the PCT Application, the appellant filed a National Phase
application (NP) in India with the Patent Office in Delhi on 29"
November, 2013, and the said application was assigned number
10336/DELNP/2013 (“impugned application”).

(i)  The impugned application was examined under Sections 12 and 13
of the Act and the First Examination Report (“FER”) was issued on
04™ June, 2019. In the FER, objections inter alia on grounds of lack
of novelty under Section 2(1)(j) and lack of inventive step under
Section 2(1)(j)(a) of the Act were raised in view of prior arts.
Objections under Section 3(i) and Section 3(k) of the Act were also
raised alleging that the subject matter claimed in the Application for

a patent was not permitted.
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(ili)  To address these objections, the appellant amended the claims to be
more definitive and restrictive in its scope by incorporating
technical features implicitly covered under the dependent claims and
submitted them along with the detailed reply to the FER on 31%
October, 2019.

(iv) After considering the reply to the FER, appellant received a hearing
notice dated 26" June, 2020 scheduling the hearing for 27" July,
2020. Respondent No.2 maintained all objections of the FER except
a few related only to certain formal requirements.

(v)  After considering the submissions of the appellant, the impugned
order was passed primarily on the ground that amended claims
submitted along with the reply to the FER could not be allowed
under Section 59(1) of the Act. In order to meet the objections in the
hearing notice, the written submissions were filed by the appellant

along with amendments to their claim.

Submissions of the Appellant

2. Subject application at the time of National Phase entry in India was
filed with 33 claims of which Claims No. 1 and 24 were independent claims,
Claims No. 2 to 23 were dependent on Claim No. 1, and Claims No. 25 to 33

were dependent on Claim No. 24.

3. The claims of subject application were then amended while filing reply
to FER on October 31, 2019 (““first amendment ), wherein preamble of Claim

1 was restricted by substituting expression “marketing” with “testing”.
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Collectively technical features disclosed in Claims No. 5, 6, 8, 9, 15, 16, 24
and 28 were incorporated into Claim 1 to address objections related with
clarity, conciseness, definitiveness. Further, Claims No. 3-6, 8, 9, 11-13, 15,
16, 18-22, and 24-33 were cancelled.

4. The claims of subject application were further amended by the
applicant at the time of filing written submission post-hearing held on August
10, 2020 (“second amendment’’). The applicant amended the claims in view
of the primary objection in the hearing notice raised under Section 59 (1) of
the Act. The applicant restored the preamble of Claim 1 by retaining the
original expression “marketing” to address the objection raised on account of
substituting the expression “marketing” with “testing” in the first
amendment. Collectively, technical features disclosed in Claims No. 5, 6, 8, 9,
15, 16, 24 and 28 were incorporated into Claim No. 1 to address objections
related to clarity, conciseness, definiteness (same as in first amendment).
Claim No. 1 was also appended with a disclaimer- “wherein said method of
marketing does not comprise any steps related with transaction of goods or
services and wherein said method is restricted to evaluating synthetic cyclic
tetradecapeptide mini-6-defensins for their potential to treat chronic
inflammatory condition” for imparting clarity on non-applicability of Section
3(k) of the Act. Claims No. 3-6, 8, 9, 11-13, 15, 16, and 18-33 have been

cancelled.
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5. The appellant provided a table for comparing the claims filed through
the entire prosecution (the original claim, the first amendment and the second

amendment) which is as under:-
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Original claims filed
with the PCT national
phase enfry in India

Amended claims as
filed with reply to
FER on October 31,
2019

Amended claims as
filed with hearing
written submission on
August 10, 2020

(Claim 1) A method
of marketing a drug
composition, wherein
the drug composition
includes a B-defensin,
analog or derivative
thereof, the method
comprising;
determining efficacy
of the drug
composition with
respect to an anti-
inflammatory effect in
a human; and
providing the drug
composition fo a
marketplace to treat a
chronic inflammatory
condition.

(Claim 1) A method

of marketing festing a
drug composition

(Claim 1) A method
of marketing a drug
composition useful for

intended for treating treating chronic
humans presenting inflammatory

with a chronic conditions, wherein
inflammatory, wherein | the-druscompesitien
anslesor derivative thereof the method
thereof the method comprising: (a)

comprising: obtaining

obtaining a synthetic

a synthetic evclic
tetradecapeptide mini-

cvelic tetradecapeptide
mini-0-defensin; (b)

O-defensin: receiving

receiving evidence

evidence that the

synthetic
tetradecapeptide mini-

that the synthetic

tetradecapeptide mini-
O-defensin has a

B-defensin has a

tumour necrosis factor

fumour necrosis factor | alpha (TNF-u)-

alpha (TNF-a)- converting enzyme
converting enzyme (TACE) inhibiting
(TACE) inhibiting activity in a living

activity in a living

cell; and (¢)

cell: and determining

determining efficacy

efficacy of the drag of the drmags
compesition synthetic | eempesitiensynthetic
cyclic tetradecapeptide | cvelic tetradecapeptide

mini- B -defensin with
respect to an anfi-
inflammatory effect in
a model of a human:
and

e
marketplaceto-treata
chronic inflammatory
condition.

mini- 6-defensin with
respect to an anfi-
inflammatory effect in
a model of a human;
and
pfs v iéﬂg‘ lhe di Hg

o
marketplace to-freat s
chronic inflammatory
condition wherein
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said method of
marketing does not

comprises any steps
related with
transaction of goods
or services and
wherein said method
is restricted to
evaluating synthetic
tetradecapeptide
mini-0-defensins for
their potential to
treat chronic
inflammatory
condition.

(Claim 2) The method
of claim 1, wherein the
drug composition is

(Claim 2) The method
of as claimed in claim
1, wherein the drmag

(Claim 2) The method
of as claimed in claim
1, wherein the dmg

RTD-1-27. compeosition synthetic | cempesition synthetic
cyclic tetradecapeptide | cyclic tetradecapeptide
mini-f-defensin is mini- B-defensin is
selected from the selected from the
group consisting of group consisting of
RTD-1-27, RTD-1-28. | RTD-1-279.
and RTD-1-29.

(Claim 3) The method | {Slaim3)The-methed | (Claim 3}y Themethed

of claim 1, wherein the | efelaim 1 —whereinthe | ofclaimtwhereinthe

drug composition is drusecompesitionis drugscompesitienis

RTD-1-28. RTD-1-28: RTD-1-28:

(Claim 4) The method | {Slaim4)The-methed | (Claim4)Themethed

of claim 1, wherein the | efclaim 1. wherein the | of claim 1 wherein the

drug composition is drugcompositionis drogcompositionis

RTD-1-29. RTD-1-29. RTD-1-20;

(Claim 5) The method | {Claim5) The methed | (Claim 5} The methed

of claim 1, wherein the | efelaim 1 whereinthe | ofelaim 1 wherein the

step of determining step-of determining step-of determining
efficacy comprises efficacy comprises efficaeycomprises
sponsoring at least one | spenseringatleastone | sponsoringatleastone
of toxicity study, an eftoxieitrshadv—an oftoxicity studyvan
efficacy study and a efficaevstudyanda effieacy studyanda
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dose-response study dose-respensestady dese-response study
with respect to the withrespeetto-the withrespeetto-the
drug composition. ditre-compesition: die-composition:
(Claim 6) The method | {Elaim6)Themethed | (Claim 6y The method
of claim 1, wherein the | ofelaim 1 wherein the | ofclaim 1 swherein the
step of determining step-of determinine step-ef determining
efficacy comprises etfieacyeomprises effteacycomptises
relying on data relyineondata relyvinsen-data
generated by another | senerated byanether | generatedbyaneother
with respect to at least | withrespeetioatleast | withrespeetto-atleast
one of toxicity study, | ereeftexicitrstady; | oneoftfoxieibystndy
an efficacy study and a | an-efficacystudy anda | anefficacystudy and a
dose response study doserespensestudy deseresponsestady
with respect to the withrespeetto-the withrespeetto-the
drug composition. drug compeosition- drug composition-
(Claim 7) The method | (Claim 7 3) The (Claim Z3) The

of claim 1, wherein the
anti-inflammatory
effect comprises
clinically relevant

method ef as claimed
in any of the preceding

method ef as claimed
in any of the claims 1-

claims 1-2, wherein
the anti-inflammatory

2, wherein the anti-
inflammatory effect

inhibition of a effect comprises comprises clinically
proinflammatory clinically relevant relevant inhibition of a
protease. inhibition of a proinflammatory

proinflammatory protease.

protease.
(Claim 8) The method | {Elaim8)yThemethed | (Claim ) The method
of claim 7, wherein the | efelaim 7 -wherein the | ofelaim 7 whereinthe
proinflammatory proinflammatory proinflammatory
protease is tumor protease-isfumeor protease-is-tumor
necrosis factor alpha necrosis-factoralpha necrosisfactoralpha
(TNF-a)-converting NE-at}-converting FNE-¢)-converting
enzyme (TACE). enzvme (TACE). enzyme (TACE).
(Claim 9) The method | {claim9)Fhe-method | (Claim 9y The-method
of claim 1, wherein the | efelaim 1 whereinthe | ofelaim 1 whereinthe
anti-inflammatory anti-inflammatory anti-inflammatory
effect comprises effect comprises effect comprises
clinically relevant clinteallyrelevant clinieallyrelevant
inhibition of a inhibitienofa inhibitienofa
proinflammatory preinflammatery proinflammatory
protease. protease; pretease:
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(Claim 10) The
method of claim 1,
wherein the anti-
inflammatory effect
comprises clinically
relevant inhibition of a
sheddase.

(Claim 184) The
method ef as claimed
in anv of the preceding

(Claim 184) The
method ef as claimed
in any of the claims 1-

claims 1-3, wherein
the anti-inflammatory
effect comprises
clinically relevant

3. wherein the anti-
inflammatory effect
comprises clinically
relevant inhibition of a

inhibition of a sheddase or of

sheddase or of Cathepsin-C.

Cathepsin-C.
(Claim 11) The {Claim 11} The {Claim 11 The
method of claim 1, method of claim 1 methodofelaim-1-
wherein the anti- wherein-the anti- wherein-the anti-
inflammatory effect inflammatory-effeet inflammatery-effeet
comprises clinically compriseselinieally compriseselinieally
relevant inhibition of | relevantinhibitienof | relevantinhibitienof
Cathepsin-C. Cathepsin-C- Cathepsin-C-
(Claim 12) The {Claim 12} The Claim 12} The
method of claim 1, methedof claim 1= methed-efelaimi-
wherein the step of wherein-the step-of wheretnrthe step-of
providing the drug providing the drug providing the dmgs
composition to the compeositiente-the compesitionto-the
marketplace comprises | marketplace comprises | marketplace comprises
producing for sale at produeine forsaleat producins for saleat
least one kilogram of | leasteneldilesramef | leastoneldlosramof
the drug composition. | the-drmusecomposition: | the dmiscompesitien:
(Claim 13) The {Claim 13} The Claim 131 The
method of claim 12, method of claim 12 methodofclaim12:
wherein the step of wherein-the step-of wheretnrthe step-of
producing comprises produeinge comprises producins comprises
manufacturing the at manufacturings the at manufacturing theat
least one kilogram of | leastone kilogram of | least one kilogram of
the drug composition. | the-drugeomposition: | thedmiscompesition:
(Claim 14) The (Claim 4 5) The (Claim 445) The

method of claim 1.
further comprising
packaging the drug
composition in an oral
formulation.

method of as claimed
in any of the preceding

method ef as claimed
in any of the claims 1-

claims 1-4, further

. kaging
wherein the drug
composition #

4, forther comprising
packagine wherein the
drug composition in
comprises an oral
formulation.
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comprises an oral

formulation.
(Claim 15) The {€laim15) The {Claim15) The
method of claim 1, method of elaim 1 method-of elaim-1-
wherein the wherein the wherein the
inflammatory inflammatery inflammatery
condition is a condition-isa condition-isa
proteolytic-mediated | proteelyte-mediated | proteelytic-mediated
disease. disease: disease:
(Claim 16) The laim-16)-The laim16yThe
method of claim 1, method of elaim 1 method-of elaim-
wherein the wherein-the whereinthe
inflammatory inflammatery inflammatery
condition comprises conditioncomprises condition-comprises
rheumatoid arthritis. rheumatoid-arthritis: rheumatoid arthritis-

(Claim 17) The
method of claim 1,

(Claim 17 6) The
method ef as claimed

(Claim 176) The
method ef as claimed

wherein the
inflammatory

condition comprises
an autoimmune

disease.

in any of the preceding

in any of the claims 1-

claims 1-5, wherein
the chronic
inflammatory
condition is selected

5, wherein the chronic
inflammatory
condition is selected
from the group

from the group
consisting of
comprises an
autoimmune disease,
proteolvtic mediated
disease, and
rheumatoid arthritis.

consisting of
comprises an
autoimmune disease
proteolytic mediated
disease, and
rheumatoid arthritis

and wherein the

chronic inflammatory
condition is associated
with cancer. a

neurodegenerative
disease. an
inflammatory bowel
disease, Alzheimer’s

disease, osteoarthritis.
or to treat persons who
are non-responders to
an anti-TNF-q
treatment.
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(Claim 18) The a8y The claim sy The
method of claim 1, method of claim 1 methed of elaim -
further comprising further comprising further comprising
marketing the drug marketing the drug marketing the dmg
composition as a compeositionasa compeositionasa
treatment for a cancer. | treatment for acancer: | freatmentforacaneer
(Claim 19) The a0y The tctaim 19y The
method of claim 1, methed-efelaimn1- methed-ofelaim -
further comprising forther ecomprising forther comprising
marketing the drug marketing the drag marketins the drmge
composition as a compeositionasa compositionas-a
treatment for a treatment fora treatmentfora
neurodegenerative neurodegenerative nevrodegenerative
disease. diseases chsease:

(Claim 20) The {Claim20)-The (claim 20y The
method of ¢laim 1, method-of eladm - method ofelaim 1
further comprising forther eomprising forther comprising
marketing the drug marketing the drag marketins the drmge
composition as a compeositionasa compositionas-a
treatment for an treatment for an treatment foran
inflammatory bowel inflammatory-bowel inflammatery bewel
disease. disease: disease:

(Claim 21) The a2y The ctaim 2y The
method of claim 1, methed of claim- 1. method of elaim 1.
further comprising forthercomprisine further comprising
marketing the drug marketing the drg marketings the dme
composition as a compesitionasa compositionasa
treatment for treatment for treatment for
Alzheimer's disease. Adzheimer's-disease: Adzheimer's-disease-
(Claim 22) The {Claim22y The (claim 22y The
method of claim 1, method-of claim - methodofelaim 1
further comprising furthercomprising further comprising
marketing the drug marketine the dmg marketins the dme
composition as a compesitionasa compositionasa
treatment for treatment for treatment for
osteoarthritis. osteoarthritis: ostecarthritis:
(Claim 23) The (Claim 23 7) The {Claim 23) The
method of claim 1, method of as claimed | methedofelaim 1
further comprising in any of the preceding | forther comprising
marketing the drug claims 1-6. wherein marketingthe-die
composition to treat the chronic compestion-to-treat
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persons who are non- | inflammatory persons-who-are-non-
responders to an anti- | condition is associated | respenderste-ananti-
TNF-u treatment. with cancer, a TNE-gtreatment:

neurodegenerative

disease. an

inflammatorv bowel

disease. Alzheimer’s

disease, osteoarthritis,

or further comprising

eompesitien to treat

persons who are non-

responders to an anti-

TNF-o treatment.

(Claim 8) A 6-

defensin or analog

thereof as and when

used in freatment of a

chronic inflammatory

condition in an animal.
(Claim 24) A method | {Saim24-A-method | (Claim 249 -A-method
of manufacturing a efmannfactoring a ofmanufactoring a
medicament for medicamentfor medicament-for
administration to an administrationto-an administrationto-an
animal to treat an animalto-treatan animalto-treatan
inflammatory inflammatery inflammatory
condition, wherein the | condition.whereinthe | conditionwhereinthe
medicament includes medicamentincludes | medicamentincludes
at least one of a O- atleastoneofaf- atleasteneofab-
defensin, analog or defensinanalosor defensinanalosor
derivative thereof. derivative thereef derivative thereof
(Claim 25) The {Claim 25y The {Claim 25) The
method of claim 24, method of elaim 24 method-of claim24
wherein the wherein-the wherein-the
medicament includes medicamentincludes | medicamentineludes
at least one of RTD-1- | atleastone of RTD-1- | atleastone of RTD-1-
27, RTD-1-28 and 27 RTD-1-28and 27 RTD-1-28and
RTD-1-29. RIPp-1-20. RTP-1-20.
(Claim 26) The laim26yThe laim 26y The
method of claim 24, method of elaim 24 method-ofelaim 24
wherein the whereinthe wherein-the
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medicament is medicamentis medieamentis
effective to produce a | effectivetoproducea | effectivetoproducea
clinically relevant elinicallyrelevant elinically relevant
inhibition of a inhibitienofa inhibitienofa
proinflammatory preinflammatory proinflammatery
protease. protease: protease:

(Claim 27) The lamm 27 The a2y The
method of claim 26, method of elaim 26 method-of claim 26
wherein the vwherein the whereinthe
proinflammatory proinflammatery proinflammatery
protease is tumor protease-istumer protease-istumer
necrosis factor alpha neerosisfactoralpha neerosisfactoralpha
(TNF-a)-converting FNE-a)-converting NE-a)-converting
enzyme (TACE). enzyme{TACE): enzyme{TACEY
(Claim 28) The claim 28 The elaim 28y The
method of claim 24, method of elaim24- methed-efelaim 24
wherein the wherein the whereinthe
medicament is medicamentis medicamentis
effective to produce a | effeetivetoproducen | effectivetoprodueces
clinically relevant elinteallyrelevant eliniealbyrelevant
inhibition of a inhibitienofa inhibitienofa
proinflammatory preinflammatery preinflammatery
protease. protease: proteases

(Claim 29) The {Claim 29) The {Claim 29y The
method of claim 24, method of elaim24- methed-efelaim 24
wherein the wherein the whereinthe
medicament is medicamentis medicamentis
effective to produce a | effeetivetoproducen | effectivetoprodueces
clinically relevant elinieally relevant cliniealbyrelevant
inhibition of a inhibitienofa inhibitienofa
sheddase. sheddase: sheddase-

(Claim 30) The {claim30y The claim 30y The
method of claim 24, method ofelaim 24 methed-efelaim =4
wherein the vwherein the whereinthe
inflammatory inflammatery inflammatery
condition comprises condition-comprises condition-comprises
theumatoid arthritis. rhenmateid arthritis: rheumateid arthritis-
(Claim 31) The laim 3 The laim3y The
method of claim 24, method of elaim 24 method et elainy 24
wherein the wherein the whereinthe
inflammatory inflammatery inflammatery
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condition comprises condition-comprises condition-comprises

an autoimmune an-aufoinunune an-autoimmtne
disease. disease: disease:
(Claim 32) The {claim 32y The Elaim 32y The

method of claim 24, method of claim 24, method of claim 24,
further comprising forther comprising forther comprising
marketing the drug marlcetine the drg marketins the dmgs

composition as a compesiienas+a compesitionasa
treatment for a cancer. | freatmentforacancer | freatmentforaeaneer
(Claim 33) The laim333The caim33yThe

method of claim 24, method ofelaim 24 method ofelaim 24
further comprising further comprising forther comprising
marketing the drug marketins the drag marketing the drag

composition as a compesittenasa compesitonasa
treatment for a treatment fora treatmentfora
neurodegenerative neurodegenerative neuredegenerative
disease. disease: disease:

6. Appellant’s counsel submitted that the impugned order passed by
respondent No.2 was arbitrary and arose out of a wrong and incorrect
interpretation of the provisions of Section 59(1) of the Act, inter alia on the

following grounds:-

(1)  Amendment of claims was done by way of correction, explanation
and disclaimer as permitted under Section 59(1) of the Act.

(i)  Scope of amended claims was narrower, rather than expanding the
original claims, and was a subset of the original specification in
claims.

(iii)  Amended claims were already disclosed in the original claims and
specification, both implicitly and explicitly.

(iv) Scope offered by the originally filed description read along with the
claims and examples, particularly examples 1-3, 5 and 6, all
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(V)

(vi)

(vii)

(viii)

supported evaluation of 0-defensins, analog or derivative thereof for
their TACE blocking potential.

Amended claims were clearly derived by merging features of
multiple dependent claims of the original specification, and did not
enlarge the scope of the claims. Support for claims in the
description must be seen from the perspective of a person skilled in
the art and processes, one having common knowledge, and one who
is able to identify the inventions and substance. It is in this context
that the expression “not in substance” used in Section 59(1) of the
Act has been specifically introduced by the legislature.

Respondent No.2 failed to apply the test for added matter and
appreciate that from the perspective of a skilled person, nothing new
was discernable from the amendments.

An explanation was permissible under Section 59 of the Act, and
therefore, additional words are permissible from the unamended
specifications in order to explain more clearly.

Renumbering and introducing new numbering and rewording of the
technical features to impart definiteness and conciseness cannot be
construed to take away or change the inherent scope of the

originally filed claims.

In the context of the submissions, the appellant focused essentially on

following aspects of the amendment of claims:-
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(i)  Substitution of the phrase “marketing” with “testing” in the first
amendment and thereafter again to ‘“marketing” in the second
amendment was in the context as explained above in para 3.

(i)  Addition of expression “useful for treating chronic inflammatory
conditions” as introduced in the second amendment was merely
descriptive and was already present in the original Claim No.1.

(ili)  The expression “obtaining a synthetic cyclic tetradecapeptide mini-
G-defensin” is only referring to procurement of the said compound
and not manufacturing the same.

(iv) Particularization in Claim No.1 vide para (a), (b) and (c) was
already part inter alia of Example 5, submitted in support of the

claims and specifications originally filed.

Submissions by the Respondent

8. Mr. Harish Vaidyanathan Shankar, CGSC appearing for the Controller
General of Patents, Designs and Trademarks submitted in support of the
impugned order firstly, reference in the claims to “a method of marketing”
was non-specific and could not have been acceptable; secondly, use of the
word “obtaining” as part of para (a) of Claim No.1 did not emanate from the
original claim and, therefore, could not be allowed under Section 59(1) of the
Act; thirdly, para (b) of Claim No.1 which reads as “ receiving evidence that
the synthetic tetradecapeptide mini-6-defensin has a tumour necrosis factor
alpha (TNF-a)-converting enzyme (TACE) inhibiting activity in a living cell”

added additional specification which was not found in the initially filed claim;
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fourthly, the expression “synthetic cyclic tetradecapeptide mini-&-defensins”
in para (c) of Claim No.1 was also beyond the scope of the initially filed
claim. Thus, he justified the reasoning in the impugned order which is

extracted as under:

6«

Originally filed claims Amended claims filed with hearing

response

A  method of marketing a dmug
A method of marketing a drug . ) .
composition useful for treating chronic
composition, wherein the dru ) .

P & inflammatory conditions, the method
composition includes a 0-defensin, analog o
comprising:
or derivative thereof, the method . o ) .
(a) obtainng a synthetic cyclic

comprising; . . .
tetradecapeptide mini-6-defensin;
determining efficacy of the drug (b) receiving evidence that the synthetic
composition with respect to an anti- tetradecapepride mini-O-defensin has a
inflammatory effect in a human; and tumour necrosis factor alpha (INF-a)-

converting enzyme (TACE) inhibiting

providing the drmig composition to a activity in a living cell: and

marketplace to trear a chrenic (c) determining efficacy of the synthetic

inflammatory condtion. cyclic fetradecapeptide mini-0-defensin
with respect to an anti-inflammatory
effect in a model of a chronic
inflammatory condition,

wherein said method of marketing does
not comprises any steps related with
transaction of goods or services and
wherein said method is restricted to
evaluating synthetic cyclic

teradecapeptide  mini-0-defensins  for

their  potential to ftreat chronic

nflammatory condition.
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Although Applicant is saying that features of dependent claims 5,
6, 8, 9, 15, 16, 24 and 28 have been incorporated into principal
claim 1, however same is not the case. Although the preamble of
claims is same, however the steps (a), (b) and (c) as incorporated
in_amended claim 1 are not disclosed in the originally filed
claims and also are not as such disclosed anywhere in
specification. As the scope of amended claims are beyond the
scope of claims as originally filed and also it describes matter
not in substance disclosed or shown in the specification, thus the
amendments cannot be allowed u/s 59(1) of the Act.”

(emphasis added)
Analysis
Q. Since the controversy revolves around acceptance of refusal of

amendment of claims under Section 59 (1) of the Act, it would be useful first

to extract the provision for ease of reference:

Signature Not Verified
Digitaly{gn‘
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“S. 59. Supplementary provisions as to amendment of
application or specification. —

[(1) No amendment of an application for a patent or a
complete specification or any document relating thereto shall
be made except by way of disclaimer, correction or
explanation, and no amendment thereof shall be allowed,
except for the purpose of incorporation of actual fact, and no
amendment of a complete specification shall be allowed, the
effect of which would be that the specification as amended
would claim or describe matter not in substance disclosed or
shown in the specification before the amendment, or that any
claim of the specification as amended would not fall wholly
within the scope of a claim of the specification before the
amendment. ”

Signing Date:p7.02.2020 (COMM.IPD-PAT) 143/2022

11:48:42



Digitally
By:MANI

Signatu,reNo; Verified
gr’l‘
UMAR R —————————

2024 :DHC: 552

T

(emphasis added)

10. It s, therefore, evident that amendments to the original application can

be made only by way of the following:-

(1)  Disclaimer; or
(i)  Correction; or

(iii)  Explanation.

Additionally, the proposed amendments are tested against the following

parameters:

(iv)  Amendment should serve the purpose of incorporation of actual
facts;

(v) Effect of the amendment should not allow matter not in substance,
disclosed originally or shown in the specification;

(vi) Amended claim of the specification should fall within the scope of

the original claim of the specification.

11.  What needs to be, therefore, assessed is whether the Controller was
correct in its assessment of the amended claims on these six benchmarks and
parameters. For this purpose, the Court must systematically assess the
amendments, in particular, amendments to Claim No.1, whether they fall
within the rubric of Section 59(1) of the Act or not.

12.  Firstly, reference to “method of marketing” may not, in the opinion of
this Court, non-suit the patent applicant considering that the expression used

in original Claim No.1 was ‘“method of marketing a drug composition”,
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b

which was changed to “method of testing a drug composition” when the
amended claims were filed with reply to the FER. However, this was
subsequently reverted to the expression “method of marketing a drug
composition” in the second amendment filed with the written submission.
Therefore, in essence, the appellant was merely reverting to the original
expression used in the original claims and not outside the scope of the original
claims, but quite within it and mirroring the same. In any event, the appellant
provided a sufficient explanation for why the expression was changed from
“marketing” to “testing” in the first amendment. Since an objection was raised
in response to the FER, the appellant in its reply to the FER amended Claim
No.1 to revise the preamble to “a method of testing a drug composition”. The
basis was to be found, inter alia, in para [0010] which discloses that the aim
of the invention is a medicament that treats inflammatory and inflammation
related condition and methods of the same, and in para [0012] which discloses
that invention involves toxicity, efficacy and dose response studies and
determining efficacy of the drug composition. It was, therefore, clear that the
scope of the claim involved the method of determining the efficacy of the said

compound.

13.  However, pursuant to the clarification provided in the first amendment,
the expression was changed back to “marketing”, in response to the hearing
notice. In para 1 of “Other Requirements” of the hearing notice the
following was stated by respondent No.2 - “As filed claims 1-23 for instant

application were directed to “method of marketing a drug composition” and

claims 24-33 to “method of manufacturing a medicament ...” respectively.
Signature Not Verified
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After amendment new claims have been filed wherein claims 1-7 are directed

b

to “A method of testing a drug composition”...”” This objection being taken in
the hearing notice, the appellant, therefore, in order to address this suitably
and out of abundant caution, reverted back to the original expression “method
of marketing a drug composition”. Even at this stage, there was no doubt that
the claim related to testing the inhibitory effect of TACE (Tumour Necrosis
Factor Alpha Converting Enzyme). For this purpose, it would be useful to

extract relevant portions of the specification along with Example 5 as under:-

“Summary of The Invention

[0010] The inventive subject matter provides apparatus,
systems and methods in which a drug composition that
includes a 6 -defensin, analog or derivative thereof is
researched and marketed to treat an inflammatory condition.

XXXXX XXXXX XXXXX XXXXX

[0013] The anti-inflammatory effect(s) contemplated herein
should be interpreted to broadly include all clinically relevant
inhibition of inflammation-related compounds, including for
example, inhibition of tumor necrosis factor alpha (TNF-«)-
converting enzyme (TACE), Cathepsin C, or other
proinflammatory  proteases, the ADAMs family of
metalloproteases and other sheddases.

XXXXX XXXXX XXXXX XXXXX

Example 5 -Anti-TNF-a and TACE inhibition by mini-&
defensins

[0067] Structure-activity analyses of natural and modified 6-
defensins suggested certain sequence features that predicted to
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14,
“method of marketing” was clearly mirroring the original claim and,

therefore, could not be considered, in any manner whatsoever, to be outside

mediate the anti-inflammatory effects of these peptides. As an
example, three tetradecapeptides (mini-6-defensins) were
designed to contain features deemed important for the anti-
inflammatory properties of natural #-defensins. These were
incorporated into the sequences of the peptides shown in Fig.
8A. Each peptide was evaluated for its efficacy in murine CLP
sepsis. As shown in Fig. 8B, all three mini-@ -defensins
reduced lethality in mice compared to the PBS sham
treatment. The inventors further evaluated each mini-é&
defensin for its effect on TNF-o release from stimulated
human blood (Fig. 8C) and for its inhibitory activity against
TACE (Fig. 8D). As the data in Figure 8 show, the mini-&
defensins had similar or superior activity to RTD-1 in the CLP
assay (compare to Fig. 3), the TNF-« inhibition assay (Fig.
8C), or the TACE inhibition assay (Fig. 8D.)”

In the opinion of this Court, therefore, the use of the expression

the scope and purview of Section 59(1) of the Act.

15.
No.1 being not reflected in the original claim, it is quite clear that the same

detail was provided in the dependent claims in particular Claim Nos.7 and 8

Secondly, as regards objection taken qua para (a), (b) and (c) of Claim

which are extracted as under:-

“7. The method of claim 1, wherein the anti-inflammatory
effect comprises clinically relevant inhibition of a
proinflammatory protease.

8. The method of claim 7, wherein proinflammatory protease is
tumour necrosis factor alpha (TNF-« )- converting enzyme
(TACE).”
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16. A perusal of Claim No. 7 would bear out that the method of Claim
No.1 was to measure the anti-inflammatory effect of a pro-inflammatory
protease, which in turn was further clarified in dependent Claim No.8 as

being TACE [Tumour Necrosis Factor Alpha (TNF- o) Converting Enzyme].

17.  As regards dependent claims and their scope, reference may be made to
a decision by a Division Bench of this Court in F. Hoffmann-La Roche Ltd.
v. Cipla Ltd. 2015 SCC OnLine Del 13619, relevant portion of which is
extracted as under:
“(xi) Where claims are ‘dependent’ it incorporates by
reference ‘everything in the parent claim, and adds some

further statement, limitations or restrictions’. (Landis on
Mechanics of Patent Claim Drafting).”

18.  Thirdly, as regards objection to the phrase “obtain” by the respondent,
it was usefully clarified by the counsel for the appellant, that it was not meant
to state that they would be manufacturing the same but was only meant in
terms of procuring the said compound from existing sources and finally

testing the same.

19.  Succinctly stated, para (a), (b) and (c) of the amended Claim No. 1, in
other words claim that firstly, the compound (synthetic cyclic
tetradecapeptide mini-&-defensins) would be procured; secondly, the said
compound had a TACE inhibiting activity in a living cell and evidence of the
same would be obtained; and thirdly, is to determine the efficacy of the said
compound with respect to the anti-inflammatory effect in a chronic

inflammatory condition. It was further clarified in para (c) of Claim No.1 that
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“the said method of marketing” does not comprise any steps related with
transaction of goods or services and said method is restricted to evaluating
“synthetic cyclic tetradecapeptide mini-&-defensins” for their potential to

treat chronic inflammatory condition.

20. These aspects already formed part of the original claims and
specifications in that the composition was explained in Example 5, the pro-
inflammatory protease TACE formed part of the dependent Claim No.8, and

the issue of the anti-inflammatory effect was stated in dependent Claim No.7.

21. Moreover, substantial part of para (c) was already part of Claim No.1 in
terms of the process of “determining efficacy of the composition” Wwith
respect to an anti-inflammatory effect in a human. The explanation for
“marketing” is also quite sufficiently provided in the expression used in
original Claim No.1 “providing the drug composition to a marketplace to

treat a chronic inflammatory condition”.

22. Thus, in the opinion of this Court, the amendments serve only as an
explanation to the original claims, amount to incorporation of actual facts, and
do not disclose any matter which was not originally disclosed in the claims of
specification filed before the amendment. Therefore, the impugned order
would not be sustainable in that it seeks to disallow the amendments carried
out on 10" August, 2020 under Section 59(1) of the Act. The specific
observation in the impugned order that para (a), (b) and (c) as incorporated in
the amended claim No.1 “are not disclosed in the originally filed claims and

are also not disclosed anywhere in specification” IS not an accurate analysis
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nor a correct conclusion by respondent No.2, in view of what has been

detailed above.

23. Therefore, the impugned order is set aside, the appeal is allowed, and
the Patent Application of the appellant is remanded back for fresh

consideration of the claims as amended, to be assessed on their own merits.

24.  Subject Patent Application of the appellant shall now be examined
afresh along with the amendment. Considering that time has already lapsed
since filing of the present Patent Application, it is directed that the application
shall be examined within three months from the date of the receipt of the

order. A hearing would be provided to the appellant within the said period.

25. Registry is directed to supply a copy of the order to the Office of the
Controller General of Patents, Designs and Trademarks of India on the email

lIc-ipo@gov.in for compliance.

26.  The Office of the CGSC may also communicate the order to the Office
of the Controller General of Patents, Designs and Trade Marks, for

compliance.

27. Judgment be uploaded on the website of this Court.

(ANISH DAYAL)
JUDGE
FEBRUARY 05, 2024/MK
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