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Dear Sir

Manual of Patent Practice and Procedure: 3™ edition

I am writing on behalf of INTERPAT to offer comments on the recently issued
draft Manual. As you may know INTERPAT is a Swiss registered association
of the major global research based pharmaceutical companies committed to
the establishment and maintenance of effective intellectual property
protection for pharmaceuticals. As such its member companies are very
interested in, and very much welcome, the recent extension of patent
protection to pharmaceutical products in India.

The issuance of a revised Manual is most helpful for both applicants and the
Patent Office in giving guidance on how the revised law should be complied
with. The enclosed comments have resulted from a detailed study of the
draft revised Manual carried out by experienced patent attormeys in several
INTERPAT member companies and are offered in good faith to assist the
Patent Office in finalising the revised edition of the Manual. If there are any
questions, please let me know (preferably by email to ipat@nupharms.comt)
and I will try to assist with further information.
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Draft Manual of Patent Practice and Procedure (3™ Edition)

Introduction

These comments are provided on behalf of companies in INTERPAT! involved in
the discovery and introduction of new research based medicines and who are
committed to a balanced and fair patent system. The comments follow from a
detailed revizw of the draft Manual by individual patent practitioners in thirteen
different member companies of INTERPAT.

General comments

The production of a revised edition of the Manual of Patent Practice and Procedure
(MPPP) is very much welcomed to provide up to date guidance to the public and
users of the patent system as well as to the officers of the Indian Patent Office
administering patent procedures. This is all the more necessary following the
recent changes to the law and rules governing patents in India which have
introduced new provisions applying particularly to phamaceutical and chemical

. inventions. The revised edition of the MPPP goes part way to clarifying things but
does not succeed in a number of important areas. It is well understood that the
MPPP is intended for guidance and has not the force of law. However it is in the
public interest for this guidance to be as clear as possible without being
prescriptive. Unfortunately the current draft does not yet achieve this as is
pointed out in the detailed comments below.

The new edition is almost double the size of the previous edition. However much
of the bulk is taken up by the reprinting of the applicable amended sections from
the patent law and rules. It is certainly helpful to see this material in the MPPP
but it would be much better consolidated in one place as a separate appendix so
that is clear what is guidance on practice and procedure and what is law and

“regulation.

The exclusion from patentability of certain chemical inventions following the
introduction of Section 3(d) into the patent law has produced considerable
uncertainty and litigation, for example, the Glivec cas2. Unfortunately the current
draft MPPP as yet provides little clarification and seems to confuse the established

patentability criteria of WOvelty and unobviousness with the regulatory
preconditions for obtaining marketing authorization.

It is understood that Section 3 was intended to set out limited exceptions to
patentability rather than eliminating whole classes of invention by an over-breoad
interpretation of “derivative” and an over-narrow interpretation of “efficacy” as
this would have been discriminatory against chemical/pharmaceutical inventions
and contrary to TRIPs.

Chapter 4 of the MPPP lists some “examples” of new forms which are excluded
from patentability under Section 3 (pages 57-61). Most are what we understand
the Section was drafted to cover e.qg., isomers, stereo-isomers, polymorphs,
purified substances, and perhaps even metabolites of known compounds.
However, the other two “examples” listed, homologues and_pro-drugs, should not
be included since they are not mentioned anywhere in exhaustive list of
exclusions specified in Section 3. It may be pertinent to discuss inventive step
requirements of homologues and pro-drugs elsewhere in the MPPP but not in the
context of the exclusions under Section 3.

L INTEPFAT is & Swiss registered assaciation of majar Eurapzan, Japan2s2 and US ressarch-based
pharmaceutical companies committed to the establishment and maintenance of effective intellectual
property protection for pharmaceuticals.



We believe that the sections dealing with “efficacy” (4.5.4 - 1.5.6) need
significant amendment. Efficacy is a concept which relates to the regulatory
process governing the marketing authorization of drug products. For this
regulatory purpose, efficacy is normally established in clinical studies in human
patients. A drug product which obtains marketing authorization is acknowledged
to be safe and efficacious. By contrast, patents are granted in patent offices in
maost countries for pharmacologically active substances based on data showing an
effect in models that are thought to be predictive for disorders rather than on the
basis of clinical studies.

Equally the apparent requirement in section 4.5.4 that the comparison with
regard to efficacy must be made at the date of filing or priority is completely
impractical. If it were to be the case then it would require “black box” applicants
to have anticipated the 3(d) amendment in the 2005 Act and to have carried nut
appropriate comparative efficacy studies even before they filed the ariginal
priority establishing applications.

In all patent systems around the world, a distinction is made between data that
must be provided in the patent filing and data that can be delivered later during
the examination process. Data that must be included on filing in most countries
is such data that enables the person skilled in the art to put the invention into
practice. For instance, if a new chemical compound is involved, the applicant has
to describe how to obtain this new chemical compound. The ather type of data
pertinent to patent examination is data showing that the claimed invention is
inventive compared to the closest prior art. Such data can always be provided by
the applicant during examination. However the Examiner normally has first to
decide what kind of data is required to show an inventive step. Only after this
decision is taken, is the applicant required to deliver the data.

Sections 25 (1) and 25 (2)(j) of the 2005 Act have introduced a new basis for
pre-grant and post-grant oppositions that “the complete specification does not
disclose or wrongly mentions the source or geographical origin of biological
material used for the invention.” In view of the critical nature of non-compliance,
it would have been helpful if the manual had provided some guidance on what is
meant by “biological material” and just what relationship is required to the
subject-matter of the invention for the requirernent to supply source/origin data
to apply. Thus many different rmaterials having a biological origin may be
refeired to in a patent specification (for example eagg albumin, starch gels etc.)
but which have no critical connection with a claimed invention. Specifying
source/origin information for all such incidental “biclogical materials” surely
cannot be what is required. Also, in spite of good faith fforts it may in practice
be impossible to specify the source/origin precisely for a whole range of materials
obtained commercially or from indirect collections. Some guidance in the manual
on what should reasonably be expacted would be helpful tn applicants and the
Patent Office.

Detailed Comments

These are provided in good faith in the attached table to assist the IPO in
improving the value of the MPPP. However, it should not be assumed that the
research based pharmaceutical industry necessarily suppoits the interpretation of
the law and regulations in any of the commentary in the MPPP or that the
absence of any comment implies agreament with what is stated in the MPPP.

13 April 08
att. table of detailed comments



Detailed review of Indian Manual of Patent Practice and Procedure - draft third edition (Feb 2008)

Chap. Pages | Comments

Contents The sub-headings are confusing since they do not relate properly to the sub-headings in the individual chapters

2 16 2.3.2: It should be made clear that in relation to an invention “capable of industrial application”, made or used in an
Industry includes agriculture (see for example Art. 57 EPC). The same clarification should be made in section 3.25 on
page 51.

18, 2.3.8 (ja): it should be made clear that “inventive step” does not necessarily imply “technical advance” or “economic

21 significance” even if these two features can be indicia of inventive step.

19 2,3.12: it is not explained why the criterion of inventive step was included in the “definitlon” of “pharmaceutical
substance”

19 2.3.13: Why does this decision refer specifically to a communication “from abroad”. Wouldn’t the decision have been
the same If the Invention had been derived from an Indian “true and first Inventor”,

3 21 3.2.1 provides that knowledge, oral or otherwise, avaliable within any local indigenous community in India or
elsewhere is part of the prior art. This knowledge may be difficult to prove, so examples should be provided. Prior
use Is limited to India for the purposes of being novelty destroying, however local knowledge is everywhere - difficult
to distinguish In practice without guidance In the MPPP,

23 3.3.9 is unclear - it should read "prior art dates" not ~priority dates.

28 3.5.2 has a grammatical error in the 2d sentence from the end. Change "infringe" to "Iinfringement," and delete -
when--.

36 In 3.11({b), add "a" before "mosaic."

4 54 The number of the subsections needs correction: subsection (d) exists twice and subsection (f) is presented as

“omitted” which Is inconsistent with the following text (see p. 64 regarding subsection (f)
Correct the spelling of “esters” in the Explanation to 3(d)

55 4.1 The quote from Section 3(a) of the Patent Act is incomplete.
4.2¢c, d It should be further explained why the decimal time measurement was held as a “frivolous” inventlon; which
criterla are applied to examine what would constitute a “frivolous invention”?; It appears that example d is a question
of inventive step rather than a question of exclusion from patentabiiity

56 4.3 Being contrary to the law currently in force should not be sufficient to exclude an invention from patentability per

se since some Inventlons with potential value would not be protectable, e.g. because they are against current
environmental legislation, but in a few years that legisiation may be changed;

“an invention the use of which CAN cause injury to human beings...” is too narrow; many technologlies have the
potential to cause injury to humans if they are applied in a certain way but have benefits if they are applied In a
different way (e.g. a knife can be used to kill people or used In surgery to save lives); the wording should be changed
to Indicate that only those inventions may be excluded from patentability if their exclusive use is to harm human
beings; also questionable whether it Is necessary to include animals and plants here - for example It is surely not
intended to exclude herbicides from patentability; the term “terminator gene technology” needs to be more fully
elaborated?
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Chap.

Pages

Comments

57

4.4.3 It is not clear whether the use of a known pharmaceutical for a new Indication would be regarded as a “new
product or process” but, In view of the later sections, It seems probably not; this discriminates against a whole class of
Inventions which can be of similar value to patients and soclety as a newly discovered compound with no previous
medical use - a good example of such a new Indication/use of a known compound is alendronate,

57

4.4.4 It should be further clarified that a compound or microorganism could well be patentable if It Is
isolated/separated from Its natural environment, even if it Is structurally identical to the compound/microorganism
occurring in nature

57

4.5.1 Section 3d 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, l.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.

4.5.2 It would be helpful to give an indication with examples of what is envisaged by the term "other derivatives of
known substance”. Without any specific qualification, “*derlvative” In organic chemical terminology has a very broad
meaning since almost any compound may be sald to be theoretically derlvable from another. Thus It surely cannot be
the intention to exclude under Section 3d chemical inventions involving otherwise new chemical substances merely
because they may have been referred to loosely Iin the patent specification as “derivatives” of another substance.

4.5.2 Efficacy should be given a broad interpretation, for example including better stabillity, advantages in handling of
a chemical compound etc. and not just clinical superlority, It would be useful to provide examples of what
parameters might be used to demonstrate efficacy.

4.,5.3 This passage is very confusing. In the explanation reference is made to the “base compound”, bu this is a term
which is not used before

4,5.4 - this states that the comparison with regard to efficacy Is required to be made at the date of filing or priority;
this cannot be correct and must be rewrlitten since, as stated, it would require “black box” applicants to have
anticipated the 3(d) amendment In the 2005 Act and made thelr comparative efficacy studies before filing their priority
applications. This would be contrary to TRIPs Art 70(8) and Is also discriminates against chemical/pharmaceutical
inventlons.

4.5.6 This section needs significant amendment If proper guldance Is to be given to both examiners and applicants.
Efficacy Is a concept which relates to the regulatory process governing the marketing authorization of drug products.
For this regulatory purpose, efficacy is normally established In clinical studies In human patients. A drug product which
obtalns marketing authorization Is acknowledged to be safe and efficaclous. However patents are granted worldwide
for pharmacologically active substances on the basis of data showing an effect in models that are thought to be
predictive for disorders rather than on the basis of clinical studies.
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Comments

58-61

4.5.7 The remarks about enantiomers and homologues concern inventlve step evaluations and are not relevant to
Section 3(d). Exclusion from patentability based on section 3(d) of the Act and assessment of novelty and
obviousness are distinct concepts governed by different and Independent Sections of the Indian patent law.

Only the last sentence makes sense regarding polymorphs; it would be unjustified to exclude any polymorph per se
from patentability - instead it Is a question of novelty and Inventive step.

The remarks about metabolites, pro-drugs and hydrates concern novelty and obviousness evaluations and so are not
relevant to Section 3(d) and should be moved elsewhere In the MPPP e.g. chapter 3. In that context, whilst it may be
the case that derivatives which are routinely prepared start off as prima facie obvious, It cannot be the case that this
applies to all derivatives since they may be chemically unusual salts and/or difficult to make by conventional means.

62

4.5.13 This needs amendment since It appears to indicate that Section 3(d) objections can be raised against process
claims although Section 3(d) does not make any reference to processes

62

4.5.14 The considerations reported all relate to inventive step evaluations and are not relevant for Section 3(d).

63

4.5.16 Although this last example may correctly apply the principles of Section 3(d), the provision as such remains to
discriminate between different technologles and therefore be against TRIPS and in contradiction to internationaily
recognized and well-estabilshed principles of patent law and practice.

63

4.6.1 It is not clear from the example whether new pharmaceutical carriers improving the pharmacokinetics of a
substance and pharmaceutical compositions contalning them would themselves be excluded from patentabliity; if this
is Intended by section 3e then this subsection seems also be contrary to TRIPs

63

4.6.2 The evaluation of whether the properties of the mixture are more than an “aggregation of the properties of the
components” that is the enquiry of whether there Is synerglstic interaction, shouid be done when assessing inventive
step rather than when deciding on exclusion from patentabllity.

63

4.6.3 This passage might be better worded: "However, where the admixture possesses synergistic properties in
comparison with those of its components, it not considered as a "mere admixture” and so Is not excluded by Section
3(e). Examples may Include speclal soaps, detergents, lubricants, polymer compositions etc.”

63

4.6.5 This passage refers to “assessing inventive step” which Is not the focus of consideration under Section 3
examination; thus, this text should be shifted to the guidance on inventive step.

64

4.6.8 Suggest amending this passage to read: “In general all those substances which are produced by mere admixing
Individuat components, or processes for producing such substances, should satisfy the requirements of synergistic
effect In order to be patentable. The key question to be answered under Section 3(e) Is “are the propertles of the
mixture greater than those of the constituent components”. The degree of synergy and its unpredicted nature are
questions whean considering assessing inventive step. Normally the synergistic effect shouid be specified clearly in the
description and examples with supporting data In the specification as filed and should be stressed In the principal
claim. However where this is not possible such supporting data may be filed later during examination of the
application in question.”

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

4.7.5 Add at the end of the sentence: “..unless some unexpected surprising effects of the combination of features
can be shown”.
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Chap. Pages

Comments

4.7.6 This concerns novelty and inventive step and may be better placed elsewhere.

4.7.8 Some text appears to be missing in this example

Sectlon 3(i): this section is written in a similar way to the EPO guidelines for examination of patents about methods of
medical treatment. However, In practice the IPO is not granting claims in the so-called Swiss form even for 1% uses of
new compounds which are not objectionable under section 3(d)

4.9.2 Not sure how “industrial applicabllity” Is relevant to exclusion from patentability

69

4.9.7 The relevance of the Australlan decision to the situation in India should be explained

72

4.10.2 Improved wording would clarify the outcome of the cited case

76

4,16.1 Should explain what the provision adds beyond examination of novelty

5 83-96

Most of this is repetition of the relevant sections and rules applicable to this chapter ~ however it is interspersed with
comments ~see page 83- section 5.1 however some sections e.g. types of patents follow much later - this is a bit
confusing

5.3.1 - not sure what the last sentence is supposed to mean.

90

Rule 121(A) ~six months] - error in the typesetting, Rule 12 refers to section 8 which is not recited in this manual.

92

Section 10(D) uses the words “in the invention”, rather than “for the invention” seen in Sections 25 (1) and 25 (2) (j)
of the Patents Act. Without clarification In the manual, this could rise to serious practical difficulties for applicants.

97

Section 5.4 types of applications - the list does not include provisional applications but these are discussed in detail.

5.4.5, 5.4.6: clarification is needed about when an English translation of the priority document must be submitted in
the case of the PCT route.

Under Rule 21(2) and (3) of the Patents Rule 2003 It Is necessary to supply an English translation of the priority
document. However, in accordance with PCT Rule 51 bis 1(e), such a translation of the priority document s only
required where the validity of the priority claim is relevant to the determination of whether the invention concerned is
patentable. On the other hand, Rule 23 of the Indian Patents Rule 2003 states that in case of conflict, the PCT
regulation shall apply. So it seems that the English translation of the priority document for a national phase
application under the PCT should only be required under the circumstances specified in the PCT Rule 51 bis 1(e). This
should be stated clearly to help both applicants and examiners.

103

5.5.13- detalls of corresponding applications. Guidance is needed on the detailed particulars required by the Controller
under Rule 12, e.g. Incorporate the detalls from Form 3 into this section. This is a particularly onerous requirement on
the applicant and seems of little value to the IPO given that details of patentability objections raised by other offices
are dealt with under Section 8. As the provision of information of corresponding foreign applications and prosecution
occurs during examination this section would be better placed In that chapter.

103

5.3.14 ~filing of patentability objections raised by other offices. Section 8 says the Controller may require the
applicant to furnish details relating to the processing of the application in other countries. Rule 12 says that when so
required by the Controller the applicant shall furnish information relating to objections raised in respect of novelty etc...
Specific guidance would be helpful as to the processing of which foreign applications is requested,
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