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OPPI Comments on Draft Manual of Patent Practice & Proce

&

;@Qniscn'i‘ion aof Pharmaceutical Producers of Indic (OPPI), as you may e aware,
é/ a  premier  cstociaiion  of  research based  infenaiional and  large
pharmaceuiical companies in India and is not only an indusiry association ot
also a scieniific and professional bhody., —
The production of @ revised adiiion of the Manual of Paiani Practice and
41“:n:e‘:lure (MFPF) i very much welcomed 1o provids up o date guidancs to

the public and users of the patent sysiern as well as 10 the officers of the Indian
Patent Office administering patent procedures, This is all the more necessary
following the recent changes io he law and rules governing patents in Indic
which have infroduced new provisions applying particularly to pharmaceutical
and chemical_inveaniiens. The revised adliiion of the MPPP goes part way to
Clarifying things but does not succeed in a numiber of important areas. 1t is well
undersioad thai the MPPP is intended for guidance and has not tha force of law.
However it is in ihe public inierest for this guidanca 1o be as clear as possible
without being prascripiive. The curreni drait doas not yet achizve this as is
pointed out in the deiailed cormmenis given in the attachrngnt.

.

We have given our suggesiions in the aifachmeni on the spaciiic paragrazhs

and chapiers ihar may be further clariizc durng *he finalizaiion of 'l!l!:i'-%*D,l;':lﬁL )
Manual. The speciiic para-wise cornmenis/suggesions ars diviced in{a_four Pt

covering ihe iscuss on Pateniable Subjsci Matrer (Chapiers IIl); Inventions not
Patenialle (Chapier V), Pre-Grant Opposiiions (Chcipier Vi), and Worting of
Patenis and Compulsory Licensing (Chapter XVIII).

Mermber : International Federation of Pharmaceutical Manufacturers & Associations (IFPMA), Geneva, Switzerland.
Member : Warld Self - Medication Industry (WSMI), France.
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W request you fo Findly take thecs into condideration befors finalizing the MPPP.

If viou nesd any cladfization, we chall e happy to mest yoo at yoor
CONVEnisrsa,

Thanks and regards,

Jle

TAPAN RAY
DIRECTOR GENERAL

<o Shi NUN. Prasad
Joint Secretary
Depaartriznt of Indostrial Policy & Promiation
Miniztry of Commerze & Industry
Government of india

ShriT.C. James

Director

D=zpartrment of Industrial Policy & Promcdion
Ministry of Commerze & industry
Governmient of Indio
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DRAFT MANUAL OF PATENT PRACTICE & PROCEDURE

OPPI Recommendations

Manual: .

“General Principle: An invention is considered new (novel) if it has not been
anticipated by publicafion in any document any where in the world or used in
the country or prior claimed in an application for patent in India or form part of
the knowledge, oral or ofherwise, available within any local or indigenous
community in india or elsewhere before the datfe of filing of patent application
or date of priority, that is, the subject matter has not fallen in the public domain
or that it does not form part of the state of the art.”

Suggestions:

There is inconsistency between para 3.2 of the Manual and Section 2(1)(1), 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.

Mdhual

“Although the term ‘state of the art’ has not been defined under the Patents
Act, the following general principles are applied by the Patent Office to
determine the novelty of an invention during the examination procedurs by
applying provisions of section 13, read with the provisions of sections 29 to 34

An invention is considered to be novel:

(c) if it has been claimed in any claim of any other complete specification filed
in India, which was Mere the date of application though published after
the dafe of that application.”
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Suggestions:

For the phrase “... though published after the date of that application”, the
phrase “before the date of that application in order to be in public domain" may
be substituted. ‘

“The state of the art in the case of an invention is taken to comprise all matter
(whether a product, a process or inforrnation about either available in India or
elsewhere) which has at any time before the prionty date of that invention been
made available fo the public by publication of description or by use in India.”

Suggestions:
Para 3.3.5 may be redrafted to 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 either available in India or
elsewhere) which has at any time before the priority date of that invention been
made available to the public by publication of description “world wide" or by
use in India.”

Manual:

“Prior publication does not however depend on the degree of disssmination. The
communication to a single member of the public without inhibiting fetter is
enough fo amount to rnaking available to the public (Bristol-My=rs Co's
Application, [1969] RPC 146). There is no need even to show that a member of
the public has actually seen the document. For example, in Monsanto Brignac's
Application, ( [1971] RPC 153) . it was held that a company had pukblished a
document by supplying it 1o its salasmen, since it had been given to them with
no restriction on disclosure; indeed it had been put info their hands with the
infention that they should make the information available to the public.”

Comments:

Irrespective of the quantum of claimed invention being in public domain,
specific evidence needs to be adduced to support claim of invention being in
public domain and thus to negate novelty.
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Manual:

“If the prior inventor's publication contains a clear description of, or clear
instructions to do or make, something that would infringe the patentee's claim if
cammied out affer the grant of the patentee's pafent, the patentee's claim will
have been shown fo lack the necessary novelty, that is to say, it will have been
anficipated.”

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 malter 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 District 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.

\

Parar3 5 1latPage§28)w.r-tisection 2(EnabhngiRTior Ar) %

Manual:

“Establishment of anficipation by the prior art requires that the prior invention
should be sufficienfly disclosed so that a person skilled in the art is able to work
the invention 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

“Prior public use of the invention in India before the date of filing of application
desfroys the novelty of the invention. However, thers is an exception to this
general rule. The Act provides that if an invention has been publicly worked in
India within one year before the prionty dale by the patentes or applicant for
the patent or by any third person from whom he derives the fitle or by the person
who has obtained a consent to work the invention and such working of invention
was only for the pummose of reasonable frial and it was necessary fo effect such
frial or working in public in view of the nature of the invenfion then such waorking
of invention does not anficipate the invention (Section 32)."
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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.

Manual: 7
“In order to prove prior claiming of the invention, compliance with the following
conditions is examined:

() that the application ‘X' where the invention has been claimed prior to the
application 'Y’ claiming alleged invention, has baen filed in India

@) the application ‘X’ must have been filed earlizr to the date of filing or priority
date of application 'Y’ in question

@i} the application(x] should have been published on or after the dafe of
application(y) in question.”

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."

Manual:

“The Supreme Court laid down the following criteria for assessing inventive step in
M/s. Bishwanath Frasad Radhey Shyam Appellant v. M/s. Hindustan Metal
Industries, “It is important that in order to be patentable an improvement on
something known before or a combination of different matters already Fnown,
should be something more than a mere wortshop improvement; and must
independently safisfy the fest of invention or an ‘invenfive step’. To be
patentable the improvement or the combination must produce a new result, or
a new article or a better or cheaper article than befor=. The combination of old
known integers may be so combined that by their working infemrelation they
produce a new process or improved result. Mere collection of more than one
integers or things, not involving the exsrcise of any inventive faculty, does not
qualify for the grant of a patent.” [AIR 1982 Supreme Court 1444]"
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Suggestions:
Some yardstick to decide the improvement or the combination to produce a

new result, or a new arlicle 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.

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

.......

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, mosaics is permissible, if it is obvious to do so af the
time of filing or priority date of patent application, to the skilled person in the art,
as stated in para. 3.11 supra. The applicant may, for example, have presented
his invention as a combination of features A, B, C, and D which he admits as
known in comkbkination, with a further feature E which it would undoubt=dly be
inventfive to add to the acknowledged combination. It may be that a prior
document discloses the combination of features A and E, and that the addition
of the remaining features B, C, D is then the most natural way of complefing the
disclosure in the prior document and therefore obvious.

Suggestions:
Guidelines for examining a process patent application and combination patent

application with regard to change in sequence and process parameters is
suggested to be incorporated as these could result into radical changes.

[Parai3:18!1 of Page 43 w:r1:5eCton 2 (Long StandingIProblem) . & L1 .
Manual: :

“@i) It is also not inventive to respond to a change in economic circumstances.
for example if a product has not been made from a particular material or by a
particular process for reason of cost, and the matenal or process becomes
cheaper or the martet value of the product increases, it is not inventive to take
advantage of this.”
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Suggestions:
Economic significance should be considered as non-obvious and inventive in

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

IYINVENTIONSINGIIPATENTABLE{GHARTER]IV)

Manuatl:
3(a) “An invention which is frivolous or which claims anything obviously contrary
fo well

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

anything obviously contrary to well established natural laws- the underlined
portion is missing.

ParaYa’3 1alPage 156 W.r TYSeCHoNT3(b) B = - okt s RS, = 870
Manual:

“Some examples are:
() An invention, the use of which is contrary o the law which is in force, or use of
which is prohibited such as,

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

b. Any machine or method for countarfeiting of cumrency notes,

c. Any device or method for gambling,

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

(iv) An invention, the primary or proposed use of which would disturb the public
order 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 benefils 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.
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[ParalATa 3F ot Fag el oW I 16 HONTI(C RMIRNIP. & o e o oe o o]
Manual:

“A scientific theory is a statement about the natural world. These theories
themselves are not considered patentable, no matter how radical or
revolufionary an insight they may provide, since they do not result in a product or
process. However, if the theories lead to practical application in the process of
manufacture of arficle or substance, they may well be patentable. A claim for
formulation of absfract theory is not patentable. For example, the fact that a
known material or article is found to have a hitherfo unknown property is a
discovery and not an inventfion. But if the discovery leads to the conclusion that
the material can be used for making a particular 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 economic significance and societal benefit is arrived at, the said substance
with respect to said new property/applicability should be considered as
patentable.

(23

Paraf4’44'at,PagelsS7iwir.i{sectiont3(c):

Manual:

“Finding out that a particular known material is able to withstand mechanical
shock is a discovery and therefore not patentable, but a claim to a railway
sleepar made of the material would not fall foul of this exclusion, and would be
allowable if it passed the tests for novelty and inventive step. Simitarly, finding of
a new substance or micro-organism occuming freely in nature is a discovery and
not an invention e.g. in Kirin-Amgen v. Hoechst Marion Roussel [2005] RPC 9).”

Suggesﬁons: _
Any new substance or micro organism or genetic material isolated from its

natural environment 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 to isolation of micro
organism in its pure form for specific applicability may be patented particularly
in view of 3(c) 4.4.2.

ParaTATS VSl Pag e 157, W 1 INSaeHonT3 () - T e Ry

Manudl:

“"Mere discovery of a new form of a known substance which does not result in
the enhancement of the known efficacy of that substance is not patentable.
According to the proviso fo this sub-section, a known substance in its new form
such as amorphous to crystalline or crystalline to amorphous or hygroscopiz to
dried, one isomer to other isomer, metabolite, complex, combination of plurality
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of forrnz, salts, hydnates. polymaorphs, eoters, sthers orin new particle size. shall be
corsiderzd same as of known substance: unless 2uch new forme significantly
cliffer in the properties with regard 1o sfficacy.”

Suggestions:
Section 3(d) discriminates against chemical/pharmaceutical inventions from

other fields 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 attract water, i.e. 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.

It is presumed that combination of plurality of forms include “other derivatives”,
which is missed out from 4.5.1.

A= /--'-t RN P myti 4 T S e T
\ROLGA B2 GHREGEIST W NSECTIoNT3(d)
Manual:

“In order 1o be patentabls, any caltz, esters, ethers, polymorphs, metabolites,
punz form, particle size, isomers, micturss of isomers, compleses, combinations
ard other derivatives of Fbnown subctance, they must differ signifizantly in the
properfies with regard to efficacy. The requirement hers that namely the nsw
form must result in enhancement of Enown efficacy of kFnown substance and
that in crder to be distinct from the known subctance, the new form rust differin

the progerties with regard to efficacy.”

Suggestions:
Efficacy should be given a broad interpretation such as including better stability,

advantages in handling of a chemical compound etc. 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-vivo and in-vitro behaviour of a claimed
substance is ordinarily not generated and included in the speciﬁcaﬁon.)
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,
penetrability 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 regard 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. J
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Manual:

“The examinzr makes comparison with regard to propertiey or @nhonr*empm‘ of
efficacy between the known substance and the new form f ¥hown substance.
In case the new form is further converted info another new form, the comparison
is made between the already evisting form and another new form but not
between the base compound and another new form.”

Suggestions:
From the word “or”, it is apparent that the examiner will consider either significant

difference in properhe or enhancemeni of the efficacy while comparing prior
art and the substance of th ubjecf application. Further, it is also apparent that
the comparison is made f/i

h the latest prior art.

"The comparison with regard to properties or enhancernent of efficacy is
required to be made at the fime of date of filing of the applization or priority
date if the appilication is claiming the priority of any earlier application but not at
the stage of subsequent development.”

Suggestions:
As indicated above, data with regard to in-vivo 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 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 needs to be included in
most countries is such data that enables the person skilled in the art fo work the
invention satisfying basic criteria for patentability. For instance, if a new chemical
compound is employed, the Applicant has to 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.
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Manual:

“In regard to ‘efficacy’ in pharmaceutical products, the Madras High Court
observed: “going by the meaning for the word “efficacy” and "therapeutic”

...... . what the patent applicant is expectaed to 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 patent applicant is definitely awars as to what is the
“therapeutic effect” of the drug for which he had already got a patent and
what is the difference befween the therapeutic =ffect of the patented drug and
the drug in respect of which pafent is asked for.”

“Due to the advanced technology in all fields of science, it is possible to show by
giving necessary comparative details based on such science that the discovery
of a naew forr of a known substance had resulfed in the enhancement of the
known efficacy of the original substance and the derivatives so derived will not
be the same substance, since the properties of the derivatives differ significantly
with regard to efficacy.” (Novartis AG v.

Union of India W.P. 24760/056)."

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 Muqie the term efficacy with therapeutic efficacy
or otherwise generallze patenting benchmarks which are typlcal for certain

pharcheuhcal inventions fo all products across 5 the fields of technology.

- . n——

Manual:

“Some of the examples of new forms are given below without limifing the scope
of the application of the provisions of the Act.

(i) Stereo Isomers

Stereo isomers are prima facie obvious. Once a mpound having a chiral
center is known, its enanfiorners are obwvious because a person dkillad in the art
knows that a compound having a chiral center exi u.fv in two ophbally active-
forms. Hence, a product patent may not be granted for the enantiébmer form.
However, when a new compound is claimed having chiral center(s) for the first
time, such a new cormpound may b= patentable.

In a case where an (S)-enantiomer of a compound, capable of =xhibifing better
efficacy over the (R)-enantiomer, for instance producing enhanced anti-
diabetic effects is claimed, wherein the said claim is not allowable when the
same chemical compound possessing anfi-diabetic property is known frorm the
prior art. '
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Suggestions:
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.

“(@iij) Homologues:

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

Funcftion lineanty and may lack inventive step. However fhe cases are to be
decided on case fo case basis.” ’

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

between two atoms and altachment of a particular moity at a specific position
results in change in dissociation factor and cleaving ability of the substance
displaying add on properties 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 present in polymorphic forms, ie., they crystalize in
diverse forms. Such forms can be deemed within the prior art and therefors not
patentable. However, process patent may be allowead for the new polymorph, if
the polymormph is prepared by novel process involving inventive step. Some
therapeutically active ingredients, present in polymorphic forms, may have
different properties that are more or less signifizant in terms of their therap=utfic
use. Such forms can ke deemed within the prior art, and therefore, non-
patentable if they were inevitably obtained following the process of the basic
patent on the acfive ingredient or if they were covered by a previous product
patent.”

Suggestions:
Polymorphs exist in two or more crystdlline forms due to different arangement

- 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
solvent molecules does affect the three-dimensional crystal laftice that
eventually crystallizes thereby exhibiting different physical properties and
chemical behavior and in turn pharmaceutical's performance such as dissolution
rate, solublility, 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).
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“(vi) Prodrugs

Prodrugs are inactive compounds that can produce an active ingredient when
metabolized in the body. Hence prodrugs and metabolites are interiinked. When
metabolyzed in the body, inactive compounds (pro-drug) can produce a
therapeutically active ingredient. It must be determined whether the patent on
the compound covers the prodrug and the extent fo which claims relating to
certain compounds should also be allowed to include their prodrugs. 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 case. 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.

“(vii) Hydrales and other Substances:-

Hydrates, acid addition salts and other derivatives, which are routinely prepared,
prima facie lack an inventive step. However, where there is a problem lire
stability, absorption etc., and there is a long standing problem in preparing the
derivatives, 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 to the
purified compounds with reduced impurities/toxicities.

Manual:

"The mere use of a known process, machine or apparatus unless such known
process results in a new product or employs at least one new reactant:- Mere
use of a known process is not patentable unless such known process resulfs in a
new product or employs at l=ast one new reactant. Similarly mere use of known
apparatus or machine for another purpose is also not considered patentable.”

Suggestions:
A known process may be considered patentable when a sequence of steps or

parameters are changed resulling into a substance having different properties
with regard to efficacy.
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Manual:

“In the case of M/s. Astra Aktiebolag [Patent Application No. 1354/del/1998], the
Coniroller in his decision datzed 12th June, 2007, held that the claimed invention
is not patentable under section 3(d] of the Patent Act 1970, as “present
pharmaceutical formulation is a selection from the prior art formulation due to
the specific selection of HPMC of cloud point above 45.6° C having similar
medicinal use and with the same therapeutic efficacy... the benefit claimed by
the applicant in the present application is not accruablz to the user in terms of
therapeutic quadlify of the product but to the manufacturer only in terms of
consistency in the 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 like this may be
considered for the grant of patents.

[ParalateCitatiPagets 3w rt)

Manual:

“In the patent application No. 782/Calfi?81, dafted 13th July, 1981 referred to in
para 4.5.13, it was held by the Confroller that the pharmaceufical vehicle having
the primary infended function of acting as v=hicle or carmier or diluent performed
the very function when incorporated in the composition. There was no =xplicit
disclosure or experimental data to indicate that the presence of the carmicr in
any way influenced the antiphlogistic, antipyretic and_analgesic_activity of the
erctiveingredients. Therefore, the invention was held not allowable under Section
3(e) of the Act as well as and merely 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 such data during prosecuhon may kindly be taken on record and
accepted for grant of patent.

Manual:

“A mixture of sugar and some colourants in water to produce o soft drink is a
mere admixture resulting info aggregation of the properiies. Similarly. a mixture of
different typss of redicament or medicine to cure mulfiple diseases is aiso a
mere admixture of substances and is not a patentakbls invention.”
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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 ingredient/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 vehicle or
carriers or diluents nor the active ingredient in isolafion can be effectively used.
Without appropriate coordination of these various components the desired effect
can not be achieved. This is particularly frue for a composition having the novel
file compound as main ingredient and acceptable carrier.

Manuatl:

“In assessing the inventive step involved in an invention based on a combination
of features, consideration must be given to whether or not the state of the art
was such as to suggest to a skilled person pracisely the combination of featuraes
claimed. The fact that an individual feature or a number of features were known

does not conclusively show the obviousness of a combination.”

Suggestions:

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

it should be further added that a combination invention should be permitted
where a technical prejudice existed against combining the individual
components e.g. because of assumed incompadtibilities of the two components.

N 9lPages 680l 2IW.r.15S

Suggestions:
Since the prophylactic, diagnostic methods being preventive in nature can not

render the subject, free of disease, 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 render the subject free of disease, which is the
requirement of the Act. Further, the entire analysis of the Seclion leaves far too
much scope for discretion as to what could constitute disease and therapy.

[Parasiati0:1ito 4101310l Page 7 2 Wir1:SEchont3()s -« - e Faws

~ Suggestions:

We suggest the incorporating some guidelines with regard to biologicals, phyto-
chemicals, genetic material when removed from its 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 animais will be helpful.
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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.

Manual:

* Grounds for Compuilsory Licence:-

{4) Failure to work the patented invention within the temitory of india will be
considered with respect to the facility available in Iindia for the working of the
invention. Provision of importation of patented arficle is allowed. But the mere
importation of pafented articlas when there is a possibility of manufacturing
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
“....manufactured 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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OPPI Comments on Draft Manual of Patent Practice & Procedure = s a0 -
ADDENDUM T

Thiz hae reference to cur letter P2FIPP-2008/145 datsd Al 10, 2002, Jiving our comments on the
Draft Manual of Patent Practics and Procedurs.

(e In addition to wvhat haz baen stated in the akove mentioned letter, we would libe 1o bring 1o
your attentior that it is possicds that the Offics of the Dags Zontroller General (India) micy arant
nn:lri zting permizzsicn o a generic manufacturer for o product for which the patent already

“ists in India, Such instances can put the patent holder in hardihg and voidablz THyaton
lnvolvmg huge fesource:s in temns of fire and mo 1ey. This can be avoided if the the DCGI
ascertaing the patent status bafore granfing mark2ting permission fo the generic manufacturer,

To cite ancther pocsibility, a Corpan, may apply for a comguleary licencs frorm a neightouring
couniry fr a patented droag in India. This uitirnatzly can kead o potential abuss of the provision
of cormpulcory icensing with a fange percentags of e paorted product being oold bask in India.
Such a posiibility will inzreass if the product is eportad to a nzighlbouring country with relatively
ponss border.

The possitlz soenarics cited above, if get trancdated into reality, ooy famish the inagez of the IPP
regime in India. >

To prevent ihe above adverse scenarnio frorn taking place in India, it is very necessary that there
should be an Administrative arrangement for the Patent Office to invariably send the detdils of
Patent granted on Pharmaceutical Products / New Chemical Entities (NCEs) to the Drugs
Controller General (India) so that the lalter Authority can prevent issuing Marketing /
Manvufacturing Licences to 3" parties during the life of the Patents.

We hope the above suggection | concidersd favourakly whils finalising the Draft Manual of
Patent Practice & Procedura, ' : :

Thanking you and with regards,

\F@/

TAPAN RAY
DIRECTOR GENERAL

cc:: Mr. N.N. Prasad / Mr. T.C. James / Mr. N.J. Thomas

Member : International Federation of Pharmaceutical Manufacturers & Associations (IFPMA), Geneva, Switzerland.
Member : World Self - Medication Industry (WSMI), France.



