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Subject Re: Comments on Draft Manual of Patent Practice and

From Ebala *‘.It'al.a@;l-ghindia.-:c.m>

Date Tuesday, April 15, 2005 12:03 pm

To cyefilce-mhd@nic.in , v.ravi@nic.in

Cc tojdnic.in

Attachments MFPF AHALY Z13-02042002-final.dos 1
Sh. V. Ravi

Controller General of Patents, Designs & Trade Marks
Bhoudhik Sampada Bhavan,

Near Antop Hill Head Post Office, S.M. Road, Antop
Hill, Mumba2i-400037

Sub: Comments on Draft Manual of Patent Practice and
Procedures 2008

Dear Sir,

We are writing 3 you on behalf of our clients
Pharmaceutical research and Manufacturers’ of America
(PhRMA) and INTERPAT.

PhRMA represents the leading rezearch based
pharmaceutical and biotechnology companies, which are
devoted (o inventing medicines and medicinal products.
INTERPAT is an association of research-based
pharmaceutical companies which is commitied to the
improvement of intellectual property laws around the world.

We welcome the new revised edition of the Manual of Patent
Practice and Procedure 2008 (MPPP), which would be
helpful (o provide up to date guidance to the public and users
of the patent system as well as to the officers of the lndian
Patent Office administering patent procedures.
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We wish to submit our comments and suggestions on the
draft manual. Please find attached, the same along with this
email. We have given our suggestions on the specific
paragraphs and chapters that may be further clarified during
the finalization of the Draft manual. The specific para-wise
comments/suggestions are divided into four parts covering
the issues on Patentable Subject Matter (Chapters [II);
Inventions not Patentable (Chapter 1V);, Pre-Grant
Oppositions (Chapter VII); and Working of Patents and
Compulsory Licensing (Chapter XVIIT).

We hope that owr submissions would receive your kind
attention while finalizing the Manual.

With best regards,
L. Balasubrahmanyam

Sr. Partner
Corporate Law Group

CC:

Sh. T.C. James

Nirontar




SUGGESTIONS'ON THIHDRAF LN PrYE2008™ - % B W% 8 %~

F& |

The production of a revised edition of the Manual of Patent Practice and Procedure
(MPPP) is very much welcomed to provide up to date guidance to the public and users of
the patent system as well as to the officers of the Indian Patent Office administering
patent procedures. This is all the more necessary following the recent changes to the law
and rules governing patents in India which have introduced new provisions applying
particularly to pharmaceutical and chemical inventions. The revised edition of the MPPP
goes part way to clarifying things but does not succeed in a number of important areas. It
is well understood that the MPPP is intended for guidance and has not the force of law.
However it is in the public interest for this guidance to be as clear as possible without
being prescriptive.  The current draft does not yet achieve this as is pointed out in the

detailed comments below,

We have given owr suggestions below an the specific paragraphs and chapters that may
be further clarified during the finalization of the Draft manuval. The specific para-wise
comments/suggestions are divided into four parts covering the issues on Patentable
Subject Matter (Chapters III); Inventions not Pateniable (Chapter IV); Pre-Grant
Oppositions (Chapter VII); and Working of Patents and Compulsory Licensing (Chapter

XVIII).

g*‘"?;,gqu_;’,’mt.'zégiﬁbj&-z_MaaJ?}(’;’c.'iig,'im_jl11)_, e

Manual:

“General Principle: An invention is considered new (novel) if it has noi been anticipaied
bv publication in anv Jdocument any where in the world or used in ihe couniry or prior
claimed in an application for paient in India or form part of the knowledge, oral or
“otherwise, available within any local or indigenous community in India or clsewhere
before the date of filing of pateni application or date of priovily, thai is, the subjeci
matter has not fallen in the public domain or ihat it does not form part of the staie of the
art.” :

Suggestions:




There is inconsistency between para 3.2 of the Manual and Section 2(1)(l), 13, and
29 to 34 of the Patents Act with regard to expression oral or otherwise, available
within any local or indigenous community in India or elsewhere before the date of

filing of patent application or date of priority.

The expression “oral or otherwise, available within any local or indigenous
community in India or elsewhere” may be deleted considering the implementation

problems likely to crop up during prosecution. Moreover, this goes beyond the Act.

P R i Phad o A i N o i
Para 3:2. 250 Phoe 228w . rit. Section 2{(Noveltygofidavention
AT e U TR N %g‘%w Y

,\@_’
o .
. I

Manual:

“Although the ierm ‘state of the ari’ has noi been defined under ihe Paients Act, the
Sollowing general principles are applicd by the Pateni Office (o determine ihe noveliy of
an invention during the examination procedure by applying provisions of section 13, read

with the pravisions of sections 29 fo 34

An invention is considered (o be novel:
() if it has been claimed in any claim of any oiher compleie specification filed in India,
which was filed before the date of applicaiion ihough published afier the daie of that

application.”

Suggestions:
For the phrase “... thbugh published after the date of that application” , the phrase

“before _the date of that application_in _order o be in _public domain” may be

substituted.



o
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Manual:

“The state of the art in the case of an invention is taken to comprise all maiter (whether a
product, a process or informaiion aboui cither available in India or clsewhere) which has
at any time before the priovity date of ihai inveniion been made available io the public by
publication of description or by usc in India.”

Suggestions:

Para 3.3.5 may be redrafted as read as:

“The state of the art in the case of an invention is taken to comprise all matter
(whether a product, a process or information about cither available in India or
elsewhere) which has at any time before the priorvity date of that invention been made

available to the public by publication of description “world wide” or by use in India.”
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Manual:

“Prior publication does not however Jdepend on ihe degree of dissemination. The
commumication fo a single member of ihe public wiihout inhibiting feiier is enough to
amount to making available (o the public (Brisial-Myers Co's Application, [1969] RPC
146). There is no need even ta show ihat a member of the public has actually seen the
document, For example, in Monsanio Brignac’s Applicarion, ( [1971] RPC 153) , it was
held that a company had published a docusneni by supplying it fo its salesmen, since it
had been given to thew wiih no vestriciion on Jdisclosure, indeed it had been put into their

hands with the intention thai ihey should make the information available to the public.”

Comments:



Irrespective of the quantum of claimed invention being in public domain, specific
cvidence needs to be adduced to support claim of invention being in public domain

and thus to negate novelty.

Pura 300 21 PugtRAI e Seetion 2 Mustrative ¢

Manual:

If the prior inventor's publication coniains a clear description of, or clear insiructions
to do or make, something thai would infiringe the patentee's claim if carvied out afier ihe
grant of the pateniee's paieni, ihe paientee’s claim will have been shown io lack the

necessarv noveltv, thai is (o say, it will have been aniicipated.”

Comments:

Whatever is not claimed is disclaimed and thus cannot destroy novelty. Reference
may be made to Johnson & Johnston (Fed. Cir. 2002) where the plaintiff claimed
the use of aluminum in its invention whereas the defendant used steel. The matter
came up to be tested on the basis of Doctrine of Equivalence. Specification of the
Plaintiff’s patent disclosed “other metals, such as stainless steel or nickel alloys” but
the same were not claimed. The Federal Circuit reversed the Districte Courts’
judgment for willful infringement and held that no action for infringement can be

sustained as use of Steel was not claimed by the Plaintiff.
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Manual:
“Establishment of anticipation by the prior ari requires ihai the prior invention should be
sufficiently disclosed so ihai a person skilled in the art is able (o work the inveniion

without undue burden of experimentation.”

Comments:



In accordance with para 3.3.4 of the Manual, to determine novelty, the anticipatory
disclosure must be entirely contained within a single document. Under such
circumstances, contents of para 3.5.1 cannot be considered to negate novelty though

it may make a case of obviousness
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Manual:

“Prior public use of the inveniion in India before ihe daie of filing of applicaiion destrays
the noveltv of the invention. However, there is an exceplion to this general rule. The Act
provides that if an inveation has been publicly worked in India wiihin one year before the
priority date by the paienice or applicant for the patent or by any ihird person jirom
whom he derives the title or bv the person who has obtained a consent (o work the
invention and such working of invention was cenly for the purpose of reasonable irial and
it was necessary to effect such irial or working in public in view of the nature of ihe

»”

invention then such working of invention docs noi aniicipate ihe invention (Seciion 32).

Comments: _

The Manual does not specify any benchmark for ascertaining prior public use. The
cases cited in this para are not relevant for this purpose. Some yardstick to decide
experimental use is required to be incorporated in the Manual to provide guidance

for examination of patent.
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Manual:
“In order to prove prior claiming of the inveniion, compliance with ihe following

conditions is examined:



() that the applicaiion X where the inveniion has been claimed prior to the application

Y’ claiming alleged invention, has been filed in India

(ii) ithe application X" musi have been filed carlicr ia ihe daie of filing or priorvity date of

application ‘Y’ in question

(iii) the application(x) should have been published on ar afier ithe daie of applicationy)

in question.”

Suggestion:
The language of (iii) may be substituted as below:

“(iii) the application(x) should have been published on or before _the date of

- application(y) in question to be in public domain on the date of filing.”

sarent. of
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Manual:

“The Supreme Court laid down the following criteria for assessing inventive step in Ms.
Bislwanath Frasad Radhey Shyam Appellani v, M/s. Hindustan Metal Industrics, “If is
importand thai in order to be patentable an improvement on something known before or a
combination of differeni maticrs already known, should be something more than a mere
workshop improvement; and musi independendy saiisfy (he icst of invention or an
‘inveniive step’. To be pateniable the improvement or the combination must produce a
new result, or a new ariicle or a beiier or cheaper article than before. The combination
of old known integers may be so combined that by their working interrelation they

produce a new process or improved resull. Mere collection of more than one integers or



ihings, not involving the exercise of any inventive faculiy, docs not qualify for the grait of

apaient.” [AIR 1982 Supreme Court 1444] 7

Suggestions:

Some yardstick to decide the improvement or the combination to produce a new
result, or a new article or a better or cheaper article than before is required to be

incorporated in the Manual in view of paras 3.10.2 and 3.10.3.
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Manual:

“The following aspects are looked into while determining inventive step in the alleged

invention:

B) Siepss in Deiermination of Inventive Step

(b) Assessing ihe technical resuli (or effeci) and cconomic value achieved by the claimed
invention;

Suggestions:

The term “and” may be substituted by “or” in order to make it consistent with

Section 2(1)(ja) of the Patent Act.

C) Assessing Inventive Step

In assessing an inventive step, masaics is permissible, if it is obvious to do so at the time
of filing or priority date of patene application, io ihe skilled person in the ari, as siated in
para. 3.11 supra. The applicant may, for example, have presented his invention as a
combination of feaiures A, B, C, and D which he admiis as known in combination, wiil a
Jurther feature E which it would undoubicdly be inveniive to add io the acknowledged

combination. It may be that a pricy documeni disclases the combination of features A and



E, and ilai the addifion of ihe remaining features B, C, D is then the most natural way of

completing ihe disclosure in the prior dacumeni and therefore obvious.

Suggestions:
Guidelines for c¢xamining a process patent application and combination patent
application with regard te change in sequence and process parameters is suggested

to be incorporated as these could result into radical changes.

Paru 3.18,1 it Page 43 #.r,
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Manual:

“(ii) Ii is also nol inveniive to respond (o a c/h:mge in economic circumstances. for
example if a produci has not been inade from a particular material or By a particular
process for reason of cost, and the maierial or process becomes cheaper or the market

value of ithe product increases, ii is not inventive io (ake advantage of this.”

Suggestions:

Economic significance should be considered as non-obvious and inventive in order

to make 3.18.1(ii) in consistent with section 2(1)(ja).

. Tiventions nor Patentable (Chapter I)

Para 4170 Page 35 w o i#Séciion, May
T ) e

Manual:
3(a) “An invention which is frivolous or which claims anything obviously contrary to

well

Suggestions:
3(a) Typographical error: “An invention which is frivolous or which claims anything

obviously contrary to well established natural linvs- the underlined portion is missing.
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Manual:

“Some examples are:
(D) An invention, the use of whiclh is contrary (o the law which is in force, or use af which

is prohibited such as,

a. Any device, apparatus or machine or methad for committing theft/burglary,

b. Any machine or method for counterfeiting of currency notes,

¢. Any device or methad for gambling,

d. An invention the use of which can cause injury 1o human beings, plants and animals.

(iv) An invention, the primary or proposed use of which would disturb the public order

2

e.g. a device for house-breaking.

Suggestions:
Guidelines provided for in the Manual relating to functional aspects of the devices

(as in 4.3.iv) can also have utility for a good cause and therefore should be

considered as patentable.

“An invention the use of which CAN cause injury to human beings...” is too
narrow; many technologies have the potential to cause injury to humans if they are
applied in a certain way but have benefits if they are applied in a different way . The
language may be changed to indicate that only those inventions may be excluded

from patentability if their use in normal course of nature is to harm human beings.

Manuai:



“A scientific theory is a statement about the naivral world. These iheories themselves are
not considered pateniable, no maiier how radical or revaluiionary an insight they may
provide, since they Jo not vesuli in a product ar process. However, if the theories lead to
practical applicaiion in the pracess of manufaciure of article or substance, they may well
be pateniable. A claim for formulaiion of absivact iheory is noi paicniable. For cxample,
the fact thai a known maierial or ariicle is found io have a hitherto unknown property is
a discavery and not an invention. Bui if ihe Jdiscovery leads ta the conclusion that the
maicrial can be used for making a pariicular article or in a particular process, then the

article or process could be patentable.”

Suggestions:
After substantive human intervention, if a new property/applicability of any bio-

tech, chemical or pharmaceutical substance, involving technical advancement or
cconomic significance and societal benefit is arrived at, the said substance with

respect to said new property/applicability should be considered as patentable.
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Manual:

“Finding out il o particular known material is able (o withsiand mechanical shock is a
discovery and thevefore nol paientable, but o claim to a railway sleeper made of the
material would noi fall foul of this exclusion, and would be allowable if ii passed ihe icsis
Jor noveliy and inventive step. Similarly, finding of & new substance or micro-organisin
occurring freely in nature is a discovery and nol an invention ¢.g. in Kirin-Amgen v.

Hoechst Marion Roussel [2005] RPC 9].”

Suggestions:

10



Any new substance or micro organism or genetic material isolated from its natural
cnvironment thereby decreasing disadvantages of the associated material and
increasing the known or new efficacy should be considered as patentable, e.g.
beneficiation of biosphere leading (o isolation of micro organism in its pure form for

specific applicability may he patented particularly in view of 3(c) 4.4.2.

Pura -l-ﬁﬁ'@t*‘l’ngeo,, AWr.(Section (i), -
Manual:

“Mere discovery of a new foarm of a known subsionce which does not resull in the
enhancement of the known ¢fficacy of that subsiance is noi paientable. According to the
proviso to ihis sub-section, a known substance in its new form such as amorphous to
crystalline or crystalline to amarphaus or hygioscopic (o dried, one isomer to other
isomer, meiaboliie, complex, combinaiion of plurality of forms, salts, hydrates,
polymorphs, estcrs, cthiers, or in new particle size, shall be considered same as of known
substances unless such new forms significanily differ in ihe properiies with regard fo

efficacy.”

Suggestions:

Section 3(d) discriminates against chemical/pharmaceutical inventions from other
ficlds of technologies and so violates TRIPs Art 27(1). The example of “hygroscopic
to dried” is unhelpful since “hygroscopic” and “dried” do not describe different
forms: a “hygroscopic” compound does atract water, i.c. if there is water around,
the compound will be damp or wet, and if the water is removed (e.g. by drying) the
compound becomes dry. Whether the compound is dry or wet is a question of the
environment of the compound, it is not an intrinsic property of the same. However,
any substance which can be prevented from going back to its natural hygroscopic

property through an innovative process may be considered patentable.

11



It is presumed that combination of plurality of forms include “other derivatives”,

which is missed out from 4.5.1.

Manual:

“In order to be patentable, any salts, esters, ethers, polymarphs, metabolites, pure form,
particle size, isomers, mixtures of isomers, complexes, combinations and other
derivatives of known subsiance, they musi differ significantly in the properiies with
regard to efficacy. The requirement here that namely the new form must resulf in
enhancement of known efficacy of known subsiance cnd (hat in order io be distinct from

the known substance, ithe new form musi differ in the propertics with regard to efficacy.”

Suggestions:

Efficacy should be given a broad interpretation such as including better stability,
advantages in handling of a chemical compound ete. and should not just be clinical
superiority. It is pertinent to mention that at the time of filing of Patent Application
particularly, the one filed before the Patents ( Amendment) Act, 2005 came into
effect, data with regard to in-vive and in-vitro behaviour of a claimed substance is
ordinarily not generated and included in the specification. Moreover, it is rather
difficult to predict efficacy of a substance with the change in substituents of a core |
compound. One can only disclose a difference in the properties particularly, the
physical properties such as stability, solubility, penctrability and its bio-chemical
behaviour, which may help in prediction of the efficacy of a substance. It is rather
difficult, and not required to quantify efficacy.

We suggest that the data generated with vegard to in-vivo and in-vitro behaviour of a
claimed substance, after filing the application, may be taken on record for deciding
enhanced efficacy and determining the patentability of the substance. Further, such

data should also be considered while dealing with disputes.

12
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Manual:

“The examiner makes comparison with regard to prapertics or enhancement of efficacy
berween the known subsiance and ihe new faiim of kncwn subsiance. In case the new form
is further converied inio anaihier new form, the comparison is made between the already
exisiing form and another new form bui noi beiween ihe base compound and another new

form.”

Suggestions:

From the word “or”, it is apparent that the examiner will consider cither significant
difference in properties or enhancement of the efficacy while comparing prior art
and the substance of the subject application. Further, it is also apparent that the

comparison is made with the latest prior art.

e

i

Manual:

“The comparison with regard (o propeities or enhancement of efficacy is required to be
made ai the time of date of filing of ihe application or priority Jate if ihe application is
claiming the priority of any earlier applicaiion bui noi ot the stage of subsequent

development.”

Suggestions:

As indicated vﬂbove, data with regard to in-vive and in-vitro behaviour of a claimed
substance is ordinarily not generated at the stage of patent filing and hence not
included in the specification filed. More so, in case of Applications filed prior to
1.1.2005 when Section 3(d) in its present form was not there. Further, if clinical data

is required to be submitted, such data would have to be collected in studies, which

13



likely will expose the new form to the public in a manner, which may take away
novelty from the claimed new form (hence, you only have the choice, whether you

wish to fail by lack of novelty or under Section 3(d).

As an established principle of patent examination all over the world, a distinction is
made between data that need to be provided in the patent filing and data that can be
delivered later for marketing approval. Data that nceds to be included in most
countries is such data that enables the person skilled in the art to work the invention
satisfying basic criteria for patentability. For instance, if a new chemical compound
is employed, the Applicant has te describe how to obtain this new chemical
compound. The other type of data discussed during patent examination is data
showing that the claimed invention is inventive compared to the prior art. Such data
can always be provided by the Applicant during the prosecution. The point is that

the Examiner first has to decide what kind of data is required to show an inventive

step.

758 Wi ﬁbemon 1(Kd ) &

Manual:

“In regard to ‘efficacy’ in pharmaccuiical products, the Madras High Court obscrved.

“going by the meaning for the word “efficacy” and “therapeutic”

, what ihe patent applicant is expected (o show is how effective the new discovery
made would be in healing a disease/ having a good effect on the body? In other words,
the pateni applicant is definitely aware as (o whai is the “therapeutic effect” of the Jrug
Jor which he had already got a paieni and whai is ihe Jdifference beiween the therapeutic
effect of the patenied drug and ihe drug in respeci of which patent is asked for.”

“Duc io the advanced iechmalogy in all fields of science, ii is passible to show by giving
necessary comparative details based an such science that the discovery of a new form of

a known substance had resulted in ihe enhancemeni of the known efficacy of the orviginal

14



substance and the derivatives so derived will noi be ihe same substance, since the
properties of the derivaiives differ significanily wiil regard io efficacy.” (Novariis 4G v.

Union of India W.P. 24760/06).”

Suggestions:

Above citation is rather inappropriate at this juncture since the instant case
specifically involved a pharmaceutical invention and by citing such a specific case
law, the manual tends to equate the term efficacy with therapeutic efficacy or
otherwise genecralize patenting benchmarks which are typical for certain

pharmaceutical inventions to all products across the fields of technology.

Parad ST 06Page 38T tSecton:3(d)t
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Manual:

“Some af the examples of new forms are given belove wiihoui limiring the scope

of the application of the provisions of the Act.

(7

(ii) Stereo Isomers

Stereo isomers are prima facie obvious. Once a compound having a chiral center is
known, its enantiomers are obvious because a person skilled in the art knows ihat a
compound having a chiral center exists in two oplically active forms. Hence, a product
paient may noi be granied for ihe enandiomer forin. However, when a new compound is
claimed having chiral center(s) for the firsi time, such a naw compound may be

patentable.

In a case where an (S)-enantiomer of a compound, capable of exhibiting betier efficacy
over the (R)-enaniiomer, for insiance piroducing enhanced anti-diabetic cffects is
claimed, wheircin the said claim is not allowable when the same chemical compound

possessing anti-diabetic property is knowi fram ithe prior art.

Suggestions:

15



Separation of individual enantiomer from a racemic mixture usually results in
reduction of unwanted enantiomer thereby increasing efficacy and reducing
harmful side effects. This conforms with the requirements stipulated under 3.8 and

hence may be considered for the grant of patents.

“(iii) Homologues:

Homologues normally display add-on praperiv. They are structurally similar and provide
the example of Structure —~

Function linearity and may lack inventive siep. However the cases are to be decided on

case to case basis.”

Suggestions:
It is well understood by the persons skilled in the art that the change in bonds

between two atoms and attachment of a particular moity at a specific position
results in change in dissociation factor and cleaving ability of the substance
displaying add on propertiecs and increased efficacy. As rightly indicated above,
patentability of homologues may be decided on case to case basis rather than

painting all the inventions with a single brush.

“(iv) Polymorphs

Some compounds are presead in polymorphic forms, ie., they crvstallize in diverse
Jorms. Such forms can be deemed within ihe priov art and therefore not patentable.
However, process patent may be allowed for ihe new polymorph, if the polvmorph is
prepared by novel process involving invenrive siep. Some  therapeutically  active
ingredients, present in polymorphic forms, may have different properties that are more or
less significant in terms of their therapeuiic use. Such forms can be deemed within the
prior ari, and ihercfore, non-paieniable if they weie inevitably obtained following the
process of the basic paieni on the aciive ingredicni oi if they were covered by a previous

product patent.”

Suggestions:

16



Polymorphs exist in two or more crystalline forms due to different arrangement
and/or conformation of molecules in a crystalline lattice. Further, when crystals of a
compound are forming (e.g., crystallizing from a solution), solvent molecules get
entrapped or bound within the crystal lattice. The presence of the entrapped Eolvent
molecules does affect (he three-dimensional crystal lattice that eventually
crysiallizes thereby exhibiting different physical properties and chemical behavior
and in turn pharmaceutical's performance such as dissolution rate, solubility,
bioavailability, level of toxicity, crystal habit, mechanical strength. The molecules
even behave very differently in in-vitro studies, in-vivo preclinical studies and
clinical studies different phases. It may be noted from herein above disclosure that
the polymorphs differ in their physical properties which reflect in their efficacy and

hence may be considered to satisfy the explanation to 3(d).

V) ceenneens

“(vi) Prodrugs

Prodrugs are inaciive compounds ihal can produce an active ingredient when
metabalized in the body. Hence prodrugs and metabolites are interlinked. When
metaboly=cd in the body, inaciive compounds (pro-drug) can produce a therapeutically
active ingredient. It musi be determined wheiher the patent on the compound covers the
prodrug and the extent io which claims relating to cevtain compounds should also be
allowed to include ihcir prodruzs. The inventive aspects of a prodrug may be decided

based on the merits of the case.”

Suggestions:
As rightly indicated above, inventive aspects of prodrug should be decided on the

merit of the casc. Additionally, the change in precursor may change the mechanism
in which the metabolites are formed in the body, patentability of such compounds
may be considered on case to case basis. Further, composition/formulation of

prodrugs may be considered for grant of patents.

17



“(vii) Hydrates and other Substances:-

Hydraies, acid addifion salts and other derivaiives, which are routinely prepared, prima
Jacie lack an inventive step. However, where there is a problem [like stability, absorption
ete., and there is a long sianding problem in preparing ihe Jderivatives, patentability of

such process may be-considered.”

Suggestions:

Hydrates or Solvates regulate impurities present in the final compound and also
solve the problems like stability, absorbability. Considerable reduction in impurities
and improvement in stability will result in meeting ICH Guidelines proving the
substance with increased efficacy. This is also applicable fo the purified compounds

with reduced impurities/toxicities.

W T g g
aralds S, 10T Page 61 wir.c. Seetion3(d)

Manual:

“The mere use of a known process, machine or appaiatus unless such known process
results in a new product or emplays at least one new reactant.- Mere use of a known
process is not patentable unless such knovvn process results in a new product or employs
at least one new reaciant. Similarvly mere use of kncown apparatus or machine for another

purpose is also not considered patentable.”

Suggestions:
A Kknown process may be considered patentable when a sequence of steps or
parameters are changed resulting into a substance having different properties with

regard to efficacy.

PSSRl wort Section 3y L T e B

Manual:
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“In the case of M/s. Asira dkiiebolagz [Pareni Applicaiion Ne. 1354/4el/1998), the
Controller in his decision dated 12th June, 2007, held that the claimed invention is not
patentable under secticin 3(A) of the Paicii Aci 1970, as “piesent pharmaceutical
Jormulation is a seleciion from ihe prior art formudation due (o the specific selection of
HFPMC of cloud poini abave 43.6° C having similar medicinal use and with the same
therapeutic efficacy... ihe benefit‘ claimed by the applicant in ihe prescnt application is
not accruable to ihe user in icrms of iherapeuiic quality of ihe product but to the

manufaciurer only in terims of consisiency in ihe production of formulation...”.

Suggestions:

Provisions of Section 2(1)(ja) requires that the invention should have technical
advancement or economic significance or both and does not demand benefits
accruable to the consumer. In view of this the invention likke this may be considered

for the grant of patents.

_}W’,?Z’&S‘aw,‘f‘z(e‘i' i " s i

“In the paieni application No. 782/Cal/l381, daied 13ih July, 1981 referred to in para
4.5.13, it was held by ihe Condioller that ihe pharmaceuiical vehicle having the primarvy
imiended funciion of aciing as vehicle or carvier or dilueimi performed the very function
when incorporated in ithe composition. There was no explicii disclosure or experimental
data io indicate ihai the presence of ihe carrier in airy way influcnced the antiphlogistic,
antipyretic and analgesic activity of the aciive ingredicnis. Therefore, the invention was

held not allowable under Section 3(e) of the Acr as well as and meicly an admixture.”

Suggestions:

It is apparent from the above case study that the invention would have been
considered favorably provided adequate data with regard to synergism would have

been disclosed in the body of specification. However, we suggest that submission of
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such data during prosecution may kindly be taken on record and accepted for grant

of patent.

Earald o8 atiPade 63 witr.t..Sectionfi(e)}

Manual:

“A mixture of sugar and some colowranis in waieir io produce a sofl drink is a mere
admixiure resulting inio aggregaiion of the praperiies. Similarly, a mixture of different
pes of medicament or medicing io cure muliiple diseases is also a mere admixture of

substances and is not a patentable invention.”

Suggestions:

It may be noted that in any formulation including medicament and/or medicine, the
vehicle or carriers or diluents, which normally are conventional, always work
interdependently and in synergism with the active ingredient thereby facilitating
enhanced pharmacokinetics of the active ingredieni/key substance and directing the
delivery of the therapeutically or other active ingredient in desired quantity, in a
desired manner, and at a desired place. Neither the vehlicle or carriers or diluents
nor the active ingredient in isolation can be effectively used. Without appropriate
coordination of these various components the desired effect ean not be achieved.
This is particularly true for a composition having the novel title compound as main

ingredient and acceptable carrier.

Pari¥.655 40 LAz, Wik thiNeclion®3ie) |, &
Sty

Manual:

“In assessing the inveniive siep involved in an invention based on a cambination of
Jfeatures, consideraiion must be given io wheiher or noi ihe staie of the art was such as to
suggest io a skilled person precisely the combinaiion of features claimed. The fact that an
individual feature or a number of feaiurcs were known does not conclusively show the

obviousness of a combination.”
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Suggestions:
This para refers to “assessing inventive step” which is not the focus of consideration
under Scction 3 (e); thus, this text may be appropriately shifted to the guidance on

inventive step.

It should be furiher added that a combination invention should be permitied where
a techmnical prejudice existed against combining the individual components e.g.

because of assumed incompatibilities of the two componcnts.

Faris 45510 4919 Pagex g0 T2wrt, Sectim 30 70 5 P8 F

Suggestions:

Since the prophylactic, diagnostic methods being preventive in nature can not
render the subject, free of discase, which is human being or animals according to
Section 3(i). It can only prevent or arrest if the ailment has already in progress.
Under no circumstances it can reander the subjcct free of disease, which is the
requirement of the Act. Further, the entire analysis of the Section leaves far too

much scope for discretion as to what could constitute disease and therapy.

PaTisr 41050 (470301 Pagd 720 it Séction 3()

Suggestions:

We suggest the incorporating some guidelines with regard to biologicals, phyto-
chemicals, genetic material when removed from iis natural habitat (plant or seed or
animal or any other biological material) for possible grant of Patent is desirable.
Also some illustrations in respect of essentially biological processes for production

or propagation of plants or animals will be helpful.
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T PGty Oppasicion (Chapter TN

2 im e oL .

Paras 731.1%04].1. 4% PRSeSE1 77 100 79Fw.I 8. Scetion 25(1).

Suggestions:
The issues discussed under Pre-grant Opposition seem to be irrelevant which the
subject. Discussions on substantive law on patentability by citing Glivec Opposition

case is not relevant to be put in under Pre-grant Opposition head.

The real issue with Pre-grant opposition in India is that they are open ended and
cyclic in nature and thus eat away considerable effective patent life of an invention.

The Manual does not provide any guideline to the Patent Office to streamline the
procedure for dealing with Pre-grant Oppositions so that the applicants are not
deprived of the valuable patent protection period that is lost due to delay in grant of

patent in the wake of multiple pre-grant oppositions.

Warkiug of a Patent.astd: Cormpulsory Licensing (Chapter NVIIH).. ¢

1312.0%00 Paget 293 w.rt. Seedon S4.

“ Grounds for Compulsory Licence:-

(4)  Failure to woirk the patenicd inveniion ithin the ierviiory of India will be
considered with respeci (o ihe facility available in India for ihe working of the invention.
Provision of importaiion of paienied ariicle is allowed. But ihe mere importation of
paiented ariicles when ihere is a possibility of manfaciuring within India will be a factor
that will receive consideration.........”

Suggestions:

This interpretation goes beyond or even against the legislative intent of the Patents

Act. The intent of the legislature is clear from the fact that the phrase
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“oomanufactured in India” was deleted during the amendment to the Act, thus
negating the requirement of local manufacture. As the present Manual cannot go
beyond the legislative intent of the parent Act, the term “working’ should have
been made to include manufacture, sale, offering for sale or otherwise distribution

in India.
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