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S.M. Road, Antop Hill

Mumbai 400037

Subject: Draft Manual of Patent Practice & Procedure, The Patent Office, India
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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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.
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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




Suggection for Improvement of Manual of Patent Practice and Procedurs
Piramal Life Sciences Limited
April 15, 2008

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







