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Suggestions to improve Manual
Dear Sir,

The manual has been on the whole imiprovized in the following ways:
1) Details of changes in each amendment to Patents Act.
2) Explanaiion of inveniive ctep and person clilled in the art.
3) Iniroduction of case ctudies.
4) Explanation of formal and substantive exarmination.
5) Explanation of the process of pre-grant and posi-grant apposition.
6) Combining each section of ihe Act with the corresponding mles for a better
understanding of the Act.

However, the Manual siill needs a lot of improvemeni to ensure ihat the contents of the
mamual are technically and grammatically correct, and unambiguons. This will simplify
examinaiion procedure for the examiners and raduce the incidence of opposition and
litigation. ’

Wiihin ihe limited iime available, we have pui tozeiher some suggestions. If the date is
further exiendad or more tume is available, we would definitely be able to provide many
more suggestions for further improvemeni of the Mannal, which is still required.

A few points are highlighted below. More details are given in the enclosed Table.

Many definitions in Section 2 need further explanation, e.g. definition of “pharmacentical
substance” and “inventive step”.

The definition of inventive step (pg 18 of the Manual, 2.35 (ja)) seems (o indicate that the
inveniive step requiremient ic caiisfied if the invention has an economic significance even
in the absence of technological advance. This stems from wording in the Aci and the
Manual should provide an explanation.

A main focus of improvement is needed towards Section 3 -~ Inventions not
patentable

In Section 3(d), many definitions e.g. homologues, polymorphs, isomers, eic. need to be
more accurate.
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. caronl . knowledge action care . . .,
A clear ezplanaiion for “differ significanily in the propertics with regard to =fficacy
needs io be given for Section 3(d).

Section 5(d) In order io be patzniable, any salis, esiers, eihers, polyimorphs, metabolites,

pure jorin, particle size, i;oiners, mixtures of isomers, complexes, combinations and other

derivaiives of lnown substance, musi differ significanily in the properties with regard to

efficacy.

At some places in the Manual, an imprescion is given that that “propertizs of the new
form” and “enhancement in efficacy” are independent criteria while malking comparizon
between the known substance and the new form of known substance.

Examples need to be given for the measures which may be used to prove significant
difference in efficacy. Would the only indicators be efficacy/potency determination in
animals/humans or would in? viiro tesiz suffice? Could faciors like better stability, more
specificity, lezc side effects, easier formulation, wider spectrum of activity, reduction in
treatment period, etc. also qualify?

Pre-grant opposition: A time limit (within si monihs after publication) should be set
for filing a pre-grant opposition. At present, ong pre-grant opposition can bz followed by
another, leading to a significant delay in grani. The opposition statement should be
accompanied by complete details regarding gronnds of oppocition to prevent frivolous
oppositions aimed at dzlaying the grant.

In 6.2.7 of the Manual, b) Steps involved in substantive examination (Page 152-153)
Step . requires permizzion frorm ational Biodiversity Authority as a requircrent during
substantive examination

On the other hand, in Form 1, ihe declaration from the applicant requirzs that permission
from competent anthiority for nse of biological material will be submitted before the
grant of the patent. This needs clarification.

Permizzion from the I'ational Biodiversity Authority 1TRD) requires the applicant o cign
an Agreement agreeing (o pay royalty (which may change on a cace by case basiz) in the
event the patent is licenzed or in the event of comimercial production.

It is difiicult o arrive at a royalty raie before subziantive ezamination without Inowing
which claims will be finally allowed.

The permicsion from the 1TED chould not be required bafors substantive sxamination.
Once the patznt is ready for grant, the permicsion from the MBD chould be obtained and
submaitted by the Applicant.

We respectfully request you to concider our suggestions and give us a chance to cnbimit
furiher cuggestions if more time ic permitted.

With best regards

4{,&:7‘\/{\, 7&.)\,4 "Té»hfulhe,

Dr. Swati Bal-Tembe
Vice President & Head, Patents Dpartment

Piramal Life Sciences Limited

1 Hirlon Cornplex Oif Wesizrn Express Highway Goregaon East Mumbai 400 043
T +91223081 8000 F +91 223021 8034
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SUGGESTIONS FOR IMPROVEMENT OF MANUAL OF PATENT PRACTICE AND PROCEDURE

CHAPTER IV — INVENTIONS NOT PATENTABLE

(d) a substance cbtained by a mere admixture
rseulting only in the aggregation of the properties
of the components thereaf or a process for

producing such substan:e;

() the mere arrangyement or re-arrangement or
duplication of known devices each functioning
independently of one anather in a known way;

() Omitted.

¢4 (e) a substance obtained by a mere admixture resulting

e}—(N the mere arrangement or re-arrangement or
duplivation of....... N

(8 () Omitted.

No. | Relevant Portion From The Draft Manual Of | Corrections /suggestions Remarks
Patent Practice & Procedure
CHAPTER I - PREAMBLES AND
DEFINITIONS
1 Page 19 The definition for ‘Pharmaceutical substance’ lacks clarity.
g An explanation should be provided in the manual as to
2.3.12: “pharmaceutical substance” means any | ‘what constitutes a pharmaceutical substance’ so that the
new entity involving one or more inventive steps scope of patentability of pharmaceutical substance is better
understood. The word ‘entity’ needs to be elaborated and
defined appropriately in the practice manual to evaluate the
scope of patentability of pharmaceutical inventions.
CHAPTER IV - INVENTIONS NOT
PATENTABLE
2 Page 54:

On page 54 ali the

clauses following the
clause “d” of Section 2
are wrongly dencted.
For example, clause “@”
is wrongly designated as

“d". Likewise, clause “g
and not “f’ is omitted.
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() a mathod of agriculture or horticulture;

(h) any prcess for the medicinal, surgical,
curative, prophylactic, diagnostic, therapeutic or
othar treatment of human heings or any process
for a similar treatment of animals to render them
free of disease or to increase their economic
value or that of their products.

{g} (h) a methad of agriculture wr horticulture;

(R} () any process for the medicinal, surgical, curative,
prophylactiz, diagnostic........;.

Page 57:

4.5.1. Mere discovery of a new form of a known
substanie  which  does not resuit in  the
enhancement of the known efficacy of that
subistance is nat patentable.

According to the proviso to this sub-section, a
bnown  substance in_its new form such as

The term “sub-section” should b2 replaced with the term
“‘clause”.

This statement should be properly structured, particularly
the phrases “amorphous to crystalling” or “crystalline to
amorphous” or “hygroscopic t2 dried” or “one isomer to
angther isomer” appear to be out of place,

amorphous  to crystalline_or_crystalling  to
amuarphous or hygroscopic to dried, one isomer to
other_isomer, metabolite, complex, combination
of plurality of forms, salts, hydrates, polymorphs,
esters, sthers, or in new particle sice, shall be
considered same as of known substances unless
such new forms significantly differ in  the
properties with regard to efficacy.

The statement may be re-written as follows :

“According to the provizo to this clause, a new form of a
bnown substance may be the one whersin an_amorphous
form of a substance is converted to its crystalling form _or
crvstalline form is converted to amorphous or a8 hyaroscopic
form is converted 0 an anhydrous form, or one isomer is
canverted to other isomer; further examples of naw forms
include metabolites, complexes, combination of plurality of
forms, salts, hydrates, polymorphs, esters, ethers, or
substances having new particle size; -and all such new
forms shall be considered to be the same substance unless
they significantly differ in the properties with regard to
efficacy.”

In respect of deletion of
Section 3(g). the
footnote on paje 7 of
the bare act refers to
“(g)” as “clause
(g’ and not as sub-
section.

Pages 57-58:

4.5.2. In order to be patentable, any salts, esters,
ethers, polymorphs, metabolites, pure form,

This point should be deleted as it is does not provide any
additional explanation to point no. 4.5.1. Albeit this is a
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particle size, isomers, mixtures of isomers,
complexes, combinations and other derivatives of
known substance, they must differ significantly in
the propertizs with regard to efficacy. The
requirement here that namely the new form must
result in enhancement of known efficacy of
known substance and that in order to be distinct
from the known substance, the new form must
differ in the properties with regard to efficacy.

repetition of the point no. 4.5.1 .

Page 58:

45.3. The examiner makes comparison with
regard to properties or enhancement of efficacy
between the known substance and the new form
of known substance. In case the new form is
further converted into another new form, the
comparison is made between the already existing
form and ancther new form but not between the
base compound and anothr new form.

Point no. 4.5.3 may be re-written as follows. The reasons
for this revised statement are provided in the adjacent
column.

“In determining patentability of the new form of a known
substance the examiner may seek comparative data which
demonstrates improved pharmacological properties and/or
an unexpected advantage of the new form over the known
substance. In case, the subject matter of the claimed
invention is a new form which is obtained ty conversion of
another new form of the known substance (the parent
compound), the comparative data shoubd demaonstrate
improved pharmascological properties and/or an unexpectad
advantage of the claimed new form with that form of the
known substance from which it is obtained and not the
known substance (“the parent compound™).”

Example: An earlier patent application claimead a particular
polymorph  of a salt of a pharmacologically  active
compound. The alleged invention which claims a second
polymorphic form must compare its advantages or efficacy
with the first polymorphic form and not with the amorphous
salt or the free base

This point in its present
form is vague. It says
that the =xaminer makes
comparison with regard

to  “properties  or
enhancement of
efficacy”. It may he
interpreted that  the

examiner may consider
either “properties of the

new form” or
“enhancement in
efficacy” as two
independent criteria

during the comparison.
In earlier points it is
specifically  mentioned
that the new form should
differ in properties with
regard to efficacy. In
other words there should
ke a co-relation between

properties and
enhancemsant in
efficacy.

Page 58:
4.5.4. The comparison with regard to properties

Point no. 4.5.4 may be re-written as follows. The reasons

This statement may be
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or enhancement of efficacy is required to be
made at the time of date of filing of the
application or pricrity date if the application is
claiming the priority of any earlier application but
not at the stage of subsequent development.

for this revised statement are provided in the adjacent
column.

"The comparison with raqard to properties in terms of
enhancement in efficacy of the naw form is required to be
made at the time of date of filing of the application or
priority date if the application is claiming the priority of any
earlier application but not at the stage of subsequent
development.”

interpreted  that the
examiner may consider
either “properties of the

new form” or
“‘enhancement in
efficacy” as two
independent criteria

during the comparison.

Pages 58-59:

4.5.7. (i) lIsomers: Isomers are different
compounds that have the same molescular
formula which may be broadly divided into two
kinds, namely,

- structural isomers or positional isomers and,
- ster2o isomers.

Structural isomers or positional isomers may be
structurally similar or dissimilar compounds. The
simplest examplz2s are butane and isobutane and
ethanol and dimethyl other. In the former case
the

compounds are having structural and functicnal
similarity.

However, in the second set of compounds,
although they have the same molecular formula
but are structurally and functionally differant.
Such isomers even having close similarity may
be considered to be novel over the prior art
Isomers having the same empirical formula but
having structural differences may be considered
novel and may not normally offend “obviousness”
as thay are structurally different.

The explanation provided for isomers should be revised as
follows:

“(i) Isomers: Isomer is the term used to describe two or
more chemical compounds which can b2 represented by
the same molecular formula. There are two main types of
isomers:

(a) structural or positional isomers; (b) stereoisomers.

(a) Structural or positional isomers Structural isomers
are molecules that have the same chemical formula,
meaning they have the same atoms in each molecule, but
differ in the order in which the atoums are connected. The
different order of the atoms produces two completsly
different molzcular structures. The simplest examples are
butans and iscbutane as one set of structural isomers and
ethanol and dimethyl ether as the other set. In the first set,
the compounds are having structural and functional
similarity whereas in the second set although they have the
same molecular formula they ar2 structuraily and
functionally different. Such isomers even though having
close similarity may be considered o b2 novel over the
prior art. 1somers having the same empirical formula but
different structures may be considered novel but may still
lack inventive step unless a clear advantage is shown.

The statzments are re-
phrased for clarity and
precision.

Pages 59:

4.5.7. (ii) Stereo Isomers: - Stereo isomers are
prima facie obvicus.

It is required to include definition of sterecisomer and the
types of sterecisomers, namely diasterecomers and

Morz  explanation is
required.




CZuggestion for Improvement of Manual of Patent Practice and Procedurs
Firamal Life Sciences Limited
April 15, 2008

prima facie obvious.

Once a compound having a chiral center is
known, its enantiomers are obvious because a
person skilled in the art knows that a compound
having a chiral center exists in two optically active
forms. Hence, a product patent may not be
aranted for the enantiomer form. However, when
a new compound is claimed having chiral
center(s) for the first time, such a new compound
may te patentable.

In a case where an (S)-=nantiomer of a
compound, capable of exhibiting better efficacy
over the (R)-enantiomer, for instance preducing
enhanced anti-diabetic effects is  claimed,
wherein the said claim is nat allowable when the
same chemical compound possessing  anti-
diabetic property is known from the prior art.

enantiomers (optical isomers) shauld ke provided. Also, the
following explanation may be included under the heading.

“Where a compound having a chiral centre is known to
have a particular property (therapeutic use), and the
problem is to find a compound having the same property in
an enhancad level, the question inevitably arises whether
one of the isomers in isolation is an obvious solution. It is
reasonable to presume that it is common  general
knowledge that one isomer is often more active than the
other, although this is not invariably the case. The singhs
isomer will be the cbvious solution if it would have been a
matter of routine experimentation to prepare the single
isomer and test its activity.”

Example: In a case where an (S)-enantiomer of a
compound |, capatle of exhibiting bettzr efficacy over the
(R)-enantiomer, for instance producing =2nhanced anti-
diabetic effects is olaimed. In such a case, claim to (S)-
enantiomer of a compound is not allowable whan the
racemate {mixturz of (Rj-enantiomer and (S)-enantiomer
of tha compound) possessing anti-diabetic property is
known from the prior art.

Page 59
(iii) Homoloques

Homologues narmally display add-on property.
They are structurally simitar and provide the
example of Structure —Function linearity and may
lack inventive step. However the cases are to be
decided on case to case basis.

e.g. Polymerization process using a sterically
hindered amine was held non-obvious over a
similar prior art process because the prior art
disclosed a large number of unhindered amines.

Proper definition of homologus should ke provided. The
following definition may be considered.

“Homologue® is the term used to describe2 a compound
belonging to a series of compounds differing from each
other by a rep=ating unit, 2.0. a meathylene group, a peptide
residue.

The illustration is aut of place as it does not refer to a claim
wherein a homolague per se is claimed but it refers to a
claim wherein “polymerization process™ is claimed. An
illustration relevant to the subject matter (homologues)
should be provided.

required.

The definition or
explanation to the term
“homologues’ is
ambiguous. The
illustration referring to

polymerization process
is not relevant.

10

Page 60
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4.5.7. (iv) Polymorphs

Some compounds are present in polymaorphic
forms , i.=., they crystallize in diverse forms.

Explanation to polymorphism should be included under the
heading “Polymorphs”.

Polymorphism is defined as the ability of a substance to
crystallize in several crystal structures. Each madification or
polymarphic form has thus the sam= chemical structure but
differs in the stacking of atoms, iohs or molecules within the
crystal lattice

11 Page 60
4.5.7. (iv) Prodrugs
Prodrugs are inactive compounds that can | The proviso to s=ction % clause (d) does not exprassly refer | The explanation to the
produce an active ingradient when metabolized in | to the t=rm “prodrugs” but it may be deemad to have been | term “prodrugs” should
the body. Hence prodrugs and metabolites are | implizd. Proper definition and explanation of the term is | be revised to make it
interlinked. When metabolyzed in the body, | required The following explanation may be considered: more clear and
inactive compounds(pro-drug) can produce a understandable.
therapeutically active ingredient. It must be | The term “prodrug” is us=d in the pharmaceutical fizhd to
determined whether th2 patent on the compound | characterize reversible derivatives of drugs which are not
covers the prodrug and the extent to which claims | active on their own. Prodrug may also be defined as a
relating to certain compounds should also be | compound formed bty shemical madifization of a
allowed to include their prodrugs. The inventive | therapeutically active compound that will liberate the active
aspects of a prodrug may be decided based on | compound in vive by enzymatic or hydrolytic cleavage.
the merits of the case, ’
Prodrug may provide a soivtion eg in  improving
binavailablity or in minimizing the unda2girad properties of
the parent compound. In such case the prodrugs may be
deemed novel and non-obwious as such a solution in the
form of prodrug of an active compound may not have been
disclosed in the product patent of the compound.
12 Pages 60-61

(vii) Hydrates 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 like stability, absorption etc.,
and there is a long standing problem in preparing
the derivatives, patentability of such process may

For clarity and precision the term "other derivatives” should
defined or proper explanation to the term should be
provided since not all derivatives would necessarily mean a
new form of a known substance and many derivatives
could be totally new substances by themselves. Factually,
the term “other derivatives” meaning “other derivatives of
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be considered.

known substance” appearing in the proviso to clause (d) of
section 3 is too broad in its scope. Without corresponding
guidelines elucidating the scope of “other derivatives of
known substances”, it is inappropriate to state that
"derivatives of known substances” are routinely preparad
and that they prima facis lack inventive step. It would be
difficult to make a judgement in the absence of iilustrations
as to what kind of derivatives of known substance would be
treated as the same substance and for which enhanced
efficacy need be demonstrated.

13

Page 61
(viii) Purification Compounds

Mere purification of known material is not
patentable as they are considered the purified
compound. However, the purification process or
the purified compound which never existed
before due to inherent long standing problem can
be considered patentable.

should be replaced with “Compounds of higher purity” or
“Purified compounds” or “pure form of known
substances”.

The explanation to the term “Purification of known
substances should be revised as the wordings currently
used implies that a reference te a purification process of
Fnown compounds is praviderd.

I sujgest that reference to a case (T0275/23) decided by
the Boards of Appeal of the Eurapzan Patent office. During
the review of the manual | have observed that cases
decided by the Boards of Appe:l of EPO have been citad in
the manual for better understanding of a particular paint.

“In TO278/92 decided by the Boards of Appeal of EPO the
Board remarked that: it is common practice for 2 person
skilled in the art of preparative crijanic chemistry to (further)
rurify @ compound obtained in a particular chemical
manufacturing process accarding to the prevailing nesds
and requirements. Since, as a rule, conventional methads
for the purification of organic compounds are within his
common general knowledge, a document disclosing a
particutar chemical compound and its manufacture makes
normally availabl2 this compaound to the public in all desired
grades of purity.” In Jdecoding the same case the Board
had also remarked that “ if there exist an exceptional
situation where it was proven on the basis of the balance of

An appropriate
explanation should be
provided.
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all probabilities that attempts to achieve a particular level of
purity by conventional purification methods have failed.”
However, in such a case method of purification of the
substance may be considered patantable.

14 Page 61
4.5.8. Mere discovery of new property of a The heading of point nos. 453 and 4.5.9 respectively | The suggested revision
known substance should be combined. The heading may be rewritten as : would make the subject
A mere discovery of a new property of known . . matter discussed under
substance is not considered patentable. For sﬂgz aﬂ'j:ﬁve” of new property or new use of known | specified  points
instance, the paracetamol has antipyretic _ clear.
property. Further discovery of new property of For the sake of simplicity the illustrations to new property of
paracetamol as analgesic cannot be patented. solvents and new use of known therapeutically active
Similarly, ethyl alcohol is used as solvent but substances should be coverad under separate points.
further discovery of its new E les of . | irin and chl , b
property as anti knocking, thereby making it z(aln.p es of paracetamo ,qaspmn and chloroquine may be
usable as fuel, can not be considerad patentable. cavered under paint no. 4.8.3.
4.5.9. Mere discovery of any new use of Examples of methyl alcohol and ethyl alcohol may be
known sgbstance covered under a separate point 4.5.9.
Cubstance s not sonidsred patentable. For | Also. the siatement that *a new and altemative process for
instance, new use of Aspirin far treatment of the | PT2Pa¥ing aspirin is patentabie” may be delsted, as it is not
candiovascular dis=ase, which was earlier used relevgnt to the subject matter discussed under the specified
for analgesic purpose, is not heading.
patentatds. However, a new and alternative
process for preparing Aspirin is patentabls.
Similarly, the new use of methyl alcohol as
antifregze in automobiles. The use of mathanol
as a solvent is known in the pricr art. A new use
has been claimed in this claim as antifreeze
which is not allowable
Further, a n=w use of Chloroquine for Sarcoidosis
(a fungal diszase) and for
Infectious mononucleasis (a viral diseas=) and for
Diabetic neuritis(inflammation of nerves) is not
patentable.
15 Page 61:
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4.5.10 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 results in a new product or employs at
least one new reactant. Similarly mere use of
known apparatus or machine for another purpose
is also not considered patentable.

As in other cases the heading “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” should be indicatzd in bold.

16

Page 62:

4.5.13 In a patent application No. 782/Callg31,
dated 13th July, 1931, an invention relatad to
pharmaceutical camposition exhibiting anti-
phiogistic, antipyretic and analgesic activity and
high gastreenteric tolerance in unit doses form
which containzd imidacot salicylate as the active
ingredient in the amount of

100-600 myg and an inert carrier was claimad
which was later amended to a

process for the preparation of novel composition
containing imidazale

salicylatz having formula 1, as the active principle
. The invention was

characterized in @ product that was previously
obtained by reacting, mole by

mole, acetylsalicylic acid with imidazolz in an
inert organic salvent and that,

using the sclid product obtained in the reaction
after purification by

recrystalization , homogenous compasition were
produced with pharmacsutically acceptable
vehicles suitakl2 for oral, parental or topic
administration. It was held by the Controller that
the active compound such as

imidazole salicylate was known in the art and
applicant aauld not develop any special property
or gvan improve upon the property of the
compound to be mixed up with the usual carrier

It is understandable from the description under point no.
4.5.13 that the patent application no. 782/Call931 was
rejectad by the Controller as the amended claim directed to
process for preparation for novel composition as it was a
known process as well as no new reactant was employed
in the claimed process. However, the manner in which last
statement: “Furthermore, the description contained no
indication of using any special type of solvent for its
purification by re-crystallization and, therefore, the
invention was not patentable under section 3(d) of the
Act.” , is recited is erronenus. From the statement it
appears that the patznt application no. 782/Cal/I981 which
was filed on July 13, 19281 was found nat patentable under
Section 3(d) at the time the Controller rgjectzd the
application. The Patent Act, 1270 which was in force prior
to 2008 (or even 1995) didn’t have the section 3(d).

Therefore, the afurementioned statement should be revised
to indicate that ” like wise inventions directed to process for
obtaining comgositions may be considered not patentable
under section 3(d) Ly applying the same standards as
applied in the above case.

Additionally the term “topic” should ke replaced with the
term “topical”.
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to form the compaosition. Furthermore, the
description contained no indication of using any
special type of sclvent for its purification by re-
crystallization and, therefore, the invention was
not patentable under section 3(d) of the Act.
{Derisions on Fatent and Designs vol. (4)
published by Patent Office Technical Society,
page 21i.

17

Page 63:

4.5.15 In the case of M7s. Astra Ahktisbnlag
[Patant Application No. 1354/d=1/1923],

the Controller in his decision dated 12th June,
2007, held that the claimed

invention is not patentabl: under saction 3(d) of
the Patent Act 1971, as “present pharmaceautical
formulation is a selection from the prior art
formulation due to the specific selection of HPMC
of eloud point above 45.6° C having similar
madicinal use and with the same therapeutic
efficacy... the

benefit claimed by the applicant in the present
application is not accruable to

the user in tarms of therap2zutic quality of the
product but to the manufacturer

only in terms of consistency in the production of
formulation...”.

It is not clear from the explanation to the cited case as to
which criteria of section 3(d) is applied. Whether it falls
under the category of new form of known substance or
mere new property or new use of known substance or mere
use of a known process. Proper madification is required.

18

Page 63:

4.5.16 Patent application No. 1577/Del/19968 was
refused, inter alia, under the

pravisions of section 3(d) of the Patents Act,
14970. The Controller in his decision dated 12th
June, 2007 held that “the present invention
provides a new form of known substance either in
anhydrous or hydrated form Il of Atorvastatine
having same therapeutic activity and in the same

Since this citation pertains to new form of known
substance, it should form part of the illustrations where
patentability of new forms of known substances is
discussed. In other words it should be shifted to page 60.

10
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field. It only claims some improvement in physical
property, which does not make any change in
therapeutic efficacy of the compound as
compared to the prior art compound. Therefore
this new form does not qualify the requirement
under

section 3(d).”

19

Section 3(e)

Page 63

4.6.2. A mixture of sugar and some colourants in
water to produce a soft drink is a mere admixture
resulting into aggregation of the properties.
Similarly, a mixture of different types of
medicament or medicine to cure muitiple
diseases is also a mere admixture of
substances and is not a patentable invention.

In this point two examples are provided to explain a mere
admixture, the first example refers to a mixture obtained by
mixing sugar and colourants to water to produce a soft
drink and the other relates to misture of different types of
medicaments or medicine.

Firstly, it is inappropriate to draw an analogy belwesn a
mixturs to be used as a soft drink and a mixture of known
therapautically active substances (referred to as medicines
or medicaments in the point) to be used to cure multiple
diseases (as stated).

Secondly, in the absence of any explanation, the statement

“similarly, a mixture of different types of medicament
or medicine to cure multiple diseases is also a mere
admixture of substances and is not a patentable
invention” , imply that any combination of two or more
therapeutically active substances would be regardad as
a not patentable invention by itsalf and that the inventive
step with regard to technical advancement would not be
assassed.

it is highly recommended that either this paint be deleted or
a proviso (proper explanation) as to the standard that may
be applied to regard a composition (containing mixture of
known substances) as a mere admisture should be
includad in the statement.

Additionally, the case cited in point no. 4.€.1. should be
preferably provided after the explanation so that one can
correlate _the guidance provided in the form of an

11
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explanation with the case.

20 Page 63 This statement is vague. It is not clear as to how soap or
. L detergent or lubricants or polymer compnsition would be
:?‘3 Ijlct)y:evir, ar?’ a;dn;lgt:?e.trfrzuilgngo;nto regarded as mixtures having synergistic properties and not
*gnirglsréa er rr)ne r': agmixtulr)é e noa mere admixtures. Proper explanation as to what criteria or
; ¢ ! € t lub .qe s and ol &9, 8 p"t' standard is applied to regard the specified examples, as
e;ergen » lubricants and polymer composttion having synergistic properties should be provided.
21 |Pagebs: The statements made in point nos. 4.6.5 and 4.6.6 are

4.6.5. In assessing the inventive step involved in
an invention based on a comkination of features,
consideration must be given to whether ar not the
state of the art was such as to suggestto a
skilled person precisely the combination of
features claimed. The fact that an individual
featurs or a number of features were Fnown does
not conclusively show the obviousness of a
combination.

Page 64

4.6.6. A mere aggregation of features must be
diztinguished from a combination invention. The
existence of a combination invention requires that
th= relationship batween the features or groups of
features be one of functional reciprocity or that
thay show a combinative effect beyond the sum
of their individual effects. The features should be
fun:tionally linked together which was the actual
characteristic of a combination invention.

4.6.8. In general all the substances which are
producead by mere admixing, or a process of
sroducing such substances should satisfy the
requirements of synergistic effect in order to be
patentable. The synergistic effect should be
clearly brought

complex is nature and also ambiguous. In fact, point no.
4.6.8 is good enough to explain the criteria tO assess
patentability of an invention which falls under the scope of
section 3(e). It is clear from point no. 4.6.8 that to establish
patentability of an inventicon directed to a composition
containing two or more known substances, it is essential to
demonsirate synergism between the known substances
izontained in the composition., This may be well understood
with the cas2 law or exampiles that follow the explanation.

In view of the ahove, it is suggested to delete point nos.
465and 4.5.6.

12
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out in the description and examples by way of
comparison at the time of filing of the

application and should be stressed in the
principal claim.

22 Section 3(i) It wogld n;orrj agpr/op(itate to provide an te:<ptlal;\;lag,onfand

provide standards / criteria to assess patentability of an

Page 68 invention which falls under the scope gf section 3(i) before

3(i) Any process for the medicinal, surgical, providing any illustrations/ case etz. This suggestion may

curative, prophylactic, diagnostic therapeutic or ke considered for other clauses as well.

other treatment of human beings or any process In this case it is essential to explain as to why any

for a similar treatment of animals to render them process for the medicinal, surgical, curative, ........ or

free of disease or to increase their economic other treatment of human beings or animals would not

value or that of their products. be considered patentable.
In this case, it is partinent to draw ane's attention to the
definition of “invention” pravided under s2ction 2(j) of the
Act. As per section 2(j) , “an invention means new product
or process involving an inventive step and capable of
industrial application”. The criteria of “capable of
industrial application” is relevant to the section 3(i) as
medicinal, surgical, curative, diagnostic methods
etc. are practiced on the human body and
therefore, they are not considered to be industrially
applicable. Ultimately such methods are not
inventions under the definition of the term
“invention” under the act. However, it should be
strictly evaluated whether the method under
consideration is practiced directly on a human or
an animal bady, if not, then the patentability of
such a method should be considered as an
invention assessed by applying the other criteria of
novelty and inventive stap.

CHAPTER VI: PUBLICATION AND

EXAMINATION OF APPLICATIONS

23 Page 152-153 In Form 1, the declaration from the applicant requires that

6.2.7 b) Steps involved in substantive
examination

permission from competent authcrity for use of biological
material will ke submitted before the grant of the patent.

13
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Step x. requires permission from National
Biodiversity Authority as a requirement during
substantive examination

This needs clarification.

Permission from the National Biodiversity Authority (NBD)
requires the applicant to sign an Agreement agreeing to
pay royalty (which may change on a =ase by case basis) in
the event the patent is licensed or in the event of
commercial production,.

It is difficult to arrive at a royalty rate before substantive
examination without knowing which claims will be finally
allowable.

The permission from the NED should not be required
before substantive examination. Onc2 the patent is ready
for grant, the permissizn from the NBD should be obtained
and submitted by the Applicant.

24 Page 174
6.6.2 Flow chart of examination procedure
and Page 180

The flew chart “Procedure for the grant of patent” showing
pre-grant opposition needs to be modified indicating
(perhaps with an asterisk) that the hearing, etc should
follow request for examination and not before request for
examination. The Controller  will consider pre-grant
opposition only if a request for examination has been filed
in respect of the patent application.

CHAPTER Vil: OPPOSITION PROCEEDINGS
TO GRANT OF PATENT

A time limit (within six manths after publication) should be
set for filing a pre-grant opposition.

Patents Department
Piramal Life Sciences Limited
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