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SUGGESTED CHANGES IN DRAFT PATENT MANUAL 2008

Sr Clause
| /Page ‘e Explanation for
No. No. Existing Paragraph Suggested Changes suggested changes
1. | 321 |CHAPTERIII CHAPTER III 1. Replace the entire text in
P.21 | PATENTABLE SUBJECT MATTER PATENTABLE SUBJECT MATTER the Existing Paragraph

3.2 Novelty of Invention

3.2.1 General Principle: An invention is
considered new (novel) if it has not been
anticipated by publication in any document
any where in the world or used in the country

3.2 Novelty of Invention

3.2.1 General Principle: An invention is
considered new (novel) if it has not been
anticipated by publication in any document
any where in the world or used in the country

with the Suggested
Changes Paragraph.

2. The text in bold letters
in the Suggested Changes
Paragraph is the additional
/ suggested text.

at-prior-claimed-imamapplication for patent
in India or form part of the knowledge, 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, 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.

or prior claimed in an applicaiion for patent
in India or form part of the knowledge, oral
or otherwise, available within any local or
indizenous community in India or elsewhere
before the date 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.
Publication in any prior document
includes, oral, written, printed in paper or
clectronic form, or any other form.

When publication is in print form
especially in electronic form then
following criteria is to be met:

1. Date of publication must be ensured.
2. It should be accessible to the public.
3. It should be reproducible.
(Amazon.com v. Barnesandnoble.com)

3. Wiih the surge in the use
of internet/online databases
in today’s global economy,
considering electronic
publication as a prior art
under a defined criteria
would be instrumental in
oranting only valid patents.
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Sr.

Clause

No. / l;;:fe Existing Paragraph Suggested Changes ;g"g%:;gt?:;g?es
3.2.2 Although the term ‘state of the art’ has | 3.2.2 Although the term ‘state of the art’ has
not been ... not been ...
3.6.1 | 3.6.1 : Prior public use of the invention in 3.6.1: Prior public use of the invention in 4. Section 2 (1) | defines
P28 | India...... India or anywhere else in the world ‘new invention’ under the
concept of universal
novelty, and requires that
the invention not have
been used in India or
anywhere in the world
before the date of filing of
the patent.
2. | Sec.3 | Section 3 What are not inventions.- Section 3 What are not inventions.- Mistake in numbering.
—P-54—
d) the mere discovery of a new form... d) the mere discovery of a new form...
() u substance obtained by... ) a subsiance obtained by...
(€) the mere arrangement... J) the mere arrangemenit ...
() Omitted... 2) Omitied...
(2) a method of agriculture or horticulture; | h) a method of agriculture or horticulture;
(h) any process for... i) any process for...
() plants and animals in... (i) planis and animals in...
3. Sec. | 4.5.1 Mere discovery of a new form of a 4.5.1 Mere discovery of a new form of a l. Replace the entire text in
3(d) | known substance which does not result in the | known substance which does not result in the | the Existing Paragraph
P.57 | cnhancement of the known efficacy of that cnhancement of the known efficacy of that

substance is not patentable. According to the
proviso to this sub-section, a known
substance in its new form such as amorphous
to crystalline or crystalline to amorphous or
hygroscopic to dried, one isomer to other
isomer, metabolite, complex, combination of
plurality of forms, salts, hydrates,

substance is not patentable. According to the
provise to this sub-section, a known
substance in its new form such as amorphous
to crystalline or crystalline to amorphous or
hygroscopic to dried, or crystalline to
crystalline having different crystalline
structure or vice versa, one isomer to other

with the Suggested
Changes Paragraph.

2. The suggested text gives
more ¢laborate explanation
on Sec. 3(d) and would
facilitate the readers in
having a clear idea w.r.t.
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Sr.
No.

Clause
/ Page
No.

Existing Paragraph

Suggested Changes

Explanation for
suggested changes

polymorphs, esters, ethers, or in new particle
size, shall be considered same as of known
substances unless such new forms
significantly differ in the properties with
regard to efficacy.

isomer, metabolite, complex, combination of
plurality of forms, salts, hydrates;
polymerphs, esters, ethers, or in new
particle size, shall be considered same as of
known substances unless such new forms
significantly differ in the properiies with
regard to efficacy.

For an inveation in essence dirccted to a new
form of known substance being claimed as a
composition for example comprising a

carrier or an excipient and the new form of a

3(d) which is an integral
part of Patents Act.

3. The text in bold letters
in the Suggested Changes
Paragraph is the additional
/ suggested text.

4. Poiats 4.5.1.1 and
4.5.1.2 are the additional
paragraphs.

fmawn substance, the specification will be
examined to determine if the composition
claim is merely the presentation or
conversion of a claim on the new form of the
known substance to a composition claim.
Such claim will not be patentahle unless the
new form of the known substance itself is
patentable in view of significant
improvement in efficacy.

4.5.1.1 The term ‘efficacy’ has not
been defined in the Patents Act.
“LEfficacy” means the ability of a drug or
substance to produce the intended
therapeutic effect.

4.5.1.2 Reference to the term
‘property’ of a known substance in
pharmaceutical field refers to the
physicochemical properties of the drug
such as the solubility of the drug in

5. Explanation for 4.5.1.1
- An atiempt has been
made to define the term
‘efficacy’ and property as
it would help o bring more
clarity for non patentable
inventions w.r.t efficacy/
property.

6. Section 2 (d)
requirement can not be
escaped by colorable claim
language alterations.
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Clause

Sr. / Page . L Explanation for
No. No. Existing Paragraph Suggested Changes suggested changes
aqueous and other media, impurities,
particle size, stability, bioavailability,
interactions between the drug and
excipients etc.
4. Sec. | 4.5.3. The examiner makes comparison with | 4.3.3. The examiner makes compariscn with | The suggested paragraph
3(d) | regard to properties or enhancement of regard to properties or enhancement of would enable the inventor
P. 58 | efficacy between the known substance and efticacy between the known substance and which all comparative
| the new form of known substance. In case the new form ot known substance. In case cfficacy data is to be
| the new form is further converted into the new form is further converted inte generated.
another new form, the comparison is made another new form, ihe appropriate
between the already existing form and comparison is made between the best known | Replace the entire text in
another new form but not between the base form having higher efficacy and ancther the Existing Paragraph
compound and another new form. new form. Thus it should be between base | with the Suggested
compound or the known form having Changes Paragraph.
higher efficacy as the case may be and
another new form but not between
placebo and another new form.
5. Sec. | 4.5.5 The efficacy need not be quantified in | 4.5.5 The efficacy need nat only be I. The text in bold letters
3(d) | terms of numerical value to determine quantified in terms of numerical value to in the Suggested Changes
P whether the product is efficacious because it | determine whether the product is efficacious | Paragraph is the additional
is not possible to have a standard numerical | because it is not always possible o have a / suggesied text.

58/61

value for efficacy for all products including
pharmaceutical products.
4.5.7 (ix) no examples for combination.

standard numerical value for efficacy for all
products including pharmaceutical products.
(See also 4.5.0)

4.5.7 (ix):

Combination of known active substances in
known or new lorms that are substantially
additive in effect are not patentable unless
shown to pasess significant or surprisingly
improved cfficacy over the expected additive
cflect. Combination of known aclive

2. The reason for including
term like only/always so as
to justify some cases
wherein numerical values
may also quantify the
efficacy.

3. The text ‘(See also
4.5.6)’ need to be included
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Clause

Sr. i .
No. / Page Existing Paragraph Suggested Changes Explanation for
No. suggested changes
substances in known or new forms even if since it is in continuation
they posess significant or surprisingly of the explanation of
improved efficacy over the expected additive | efficacy.
effect arc not patentable if they were within )
the zrasp of a medicinal praciitioner ie they | 4 Examples of section 3
were available for co-prescription by a (d) should includc example
medicinal practitioner who could have of “combinaticns”.
written a co-prescription containing the
known substances
6. Sec. | 4.6.3 However, an admixture resulting into 4.6.3 However, an admixture resulting into 1. Replace the entire text in
3(e) | synergistic properties of a mixture is not synergistic properties of a mixture is not the Existing Paragraph
P. 63 | considered as a mere admixture e.g. soap, considered as a mere admixtute e.g. soap, | with the Suggesied

detergent, lubricants and polymer
composition etc.

detergent, lubricants and polymer
compaosition eic.

4.0.3.1 Decfinition of Synergy: The
term ‘synergy’ has not been defined in the
Patents Act. However, in general terms,
synergy refers to the phenomenon in
which two or more agents acting together
produce an effect greater than the normal
sum of the effect, which can be produced
by individual agent. Synergy should be
taken into consideration with respect to a
positive effect.

4.6.3.2 In the case of a combination of
two or more drugs, it can be patentable
only if there is significant increase in the
efficacy as compared to the sum of the
efficacy of the individual drugs.

iX) [n general...

Changes Parazraph.

2. An aitempt has been
made to define the term
‘synergy as it would help
10 bring morte clarity for
non patentable inventions
w.r.t mere admixture.

3. Explanation for
suggestion in Point
4.3.0.2: Since combination
falls under section 3(d), a
combination cannot be
patented if' it shows only
synergistic efiect; it has to
bring about significant
increase in efficacy.

4. The text in bold letters
in the Suggesied Changes
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Sr.

Clause

/ Page . Explanation for
No. No. Existing Paragraph Suggested Changes suggested changes
Paragraph is the additional
/ suggesied text.
7. | P.143 | 6.1.5: Particulars of Publication: 6.1.5: Particulars of Publication 1. Please include our

¢) Publication of Patent application includes
information on the following parameters as
may be applicable to a particular case.

a) Number of application

by Date of filing of application

¢) Title of invention

dy Publication Date

¢) Intcrnational Patent Classification

f) Name and address of the applicant

2) Name of the inventor(s)

h) Priority details like document number,
date, country, PCT application number and
date etc.

i1 Patent of addition to / Divisional
application to: along with filing date of the
parent application

1) Abstract of the invention including
drawing (if any)

c) Publication of Patent application includes
information on the following parameters as
may be applicable to a particular case.

a) Number of application

b Date of filing of application

¢) Title of invention

d) Publication Date

¢) International Patent Classification

f) Name and address of the applicant

2) Name of the inventor(s)

h)y Priority details like document number,
date, couniry, PCT application number and
date etc.

i) Patent of addition to / Divisional
application to: along with filing date of the
parent application

11 Abstract of the invention including

k) No. of Pages

Note: However, Clause a, b, f and j are
mandatory under section 11A.

suggestions wrilten in
“bold” hecause as per sec
11A it is mandatory. (GSK
v. Controller of Patents,
Delhi High court)

2. No. of pages of the
patent if included in the
publication details would
facilitate in procuring the
specifications from patent
office. (Required to make
payment)

8. | Sec.25 | CHAPTER VII CHAPTER VII Na explanation provided
P. 177 | OPPOSITION PROCEEDINGS TO OPPOSITION PROCEEDINGS TO for this ground/s.
GRANT OF PATENT GRANT OF PATENTS (Sec. 25-28)

7.1.1 a) Wrongfully obtaining

No explanation is given.

7.1.1 a) Wrongful Obtaining (Section 25)

i) Meaning of “Obtained the invention” —

Add the entire text in the
Existing Paragraph with
the Suggested Changes
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Sr.
No.

Clause
/ Page
No.

Existing Paragraph

Suggested Changes

Explanation for
suggested changes

“Obtained the invention” has been
interpreted to mean ‘obtained the invention
which is purported to be patenicd’, meaning
thereby to refer to the identity of the
invention, not the right of the person from
whom it was obtained to be regarded as the
true and first inventor.

A company may have a sufficient interest in
an invention as to entitle it to oppose the
grant under Sec. 25. Where the ground of
objection is based on Sce. 25(1 (a), it is not
essential that the alleged true and first
inventor must join in the opposition. The
question of obtaining invelves deciding first
whase invention it was at the time when it is
alleged that the obtaining took place, next
whether the invention, assuming it was the
oppenent’s invention, came from the
opponents to the applicants.

ii) Patents and Confidential Information —
Where information relating to an invention is
wronglully obtained, i.c., in breach of
conlidentiality, the same may entitle an
aggzricved person io prefer a suit for misuse
of canfidential information. Even if the
inventicn is not covered by a patent, the
information disclosing the invention can still
confer a tight (o the inventor if the same is
disclosed in confidence.
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Sr.

No.

Clause
/ Page
No.

Existing Paragraph

Suggested Changes

Explanation for
suggested changes

iii) Employee’s Invention — Where any
invention is made by an employee during the
tetm of employment with the employer, and
the employce has, by way of contract of
cmployment, or otherwise, agreed to assign
any invention made by him, during such
term, to the employer, the employer can, in
such cases, make a request to the Controller
o allow the application for an invention to
procecd in the name of the opponent.

Sec. 25
P. 177

7.1.1 b) Prior publication / prior claiming

No Explanation is given.

7.1.1 b) Prior Publication [Section
25(1) (b))

Refer Chapter III for explanation with regard
to prior publication.

i) The opponent should be able to point out a
clear and specific disclesure in which the
invention is fairly stated. There should also
be a description of the use of the invention in
such disclosure.

i) Meaning of ‘Published’: Though the
expression ‘published’ appears in the Patents
Act, it has not been defined.

The scope of expression ‘published’ under
Sec. 25(1)(b) is much wider and it includes
any document published anywhere in the
world.

When ihe matter in question is distributed
with the object of spreading the knowledge

No explanation provided
for this ground/s.

Although the draft manual
includes some explanation
w.r.t prior publication in
chapter 3 the additional
explanation would help in
providing more clarity to
the grounds of opposition.

Add the entire text in the
Existing Paragraph with
the Suggested Changes
Paragraph.
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Sr.
No.

Clause
/ Page
No.

Existing Paragraph

Suggested Changes

Explanation for
suggested changes

among the interesied parties, it would
constitute publication. [(1927)44 RPC 294]

Where decuments relating o the invention

were sent by the patentec in a commercial
partner, it could be assumed that they had a
duty of confidence to each other. [(1959)
RPC 141 at 147]

iii) Nature of document: In determining
anticipation by prior publication, the nature
of document is immaterial. Any written thing
which is capable of being admiited as
evidence will amouni to a document within
meaning of Sec. 25(1)b). A document would
include something in the nature of a
description of the invention. The important
factor for determining the admissibility of
the prior publication is the availability of the
information and not the manner, time, place
or language in which it is available.
(1)  Books. Collection of Documenis etc.
— An invention disclosed in books or
dacuments published prior to the
daic of the patent is sufficient to
constitule anticipation. In case of
disclosure of invention in books, it
will not be necessary for ihe book to
be read or referred.

(2) Phoiographs and Drawings — The
photagraphs and drawings submitted
by the opponent may require experts
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Sr.

No.

Clause
/ Page
No.

Existing Paragraph

Suggested Changes

Explanation for
suggested changes

with appropriatc technical skill in a
particular field 1o interpret them. The
same principle will be applicable in
case of catalogues and diagrams.

(3) Mosaic of Fublications — The
documents submitted by the opponent
to constitute anticipation of the
invention must be read on their own
merit and it would not be appropriate
to join together a number of
documents, the combined reading of
which will produce the effect of
aniicipation of an invention. However,
if a group of documents, containing
cross-references to each other, making
a series of disclosure will not be

‘regarded as a mosaic of extracts and
may be used for proving anticipation.

iv) A document communicated o a single
member will constitute prior publication to
the public if there is no bar on thut person to
further disseminate the information
contained in the document.

10.

Sec. 25
P. 177

7.1.1 ¢) Prior claiming in India

No explanation is given

7.1.1 ¢) Prior Claiming in India [Section
25(1)(cH

i) This ground covers the case where any
claim made by the applicant is the subject of
a claim of earlier priority date in a complete
specification published afier the priority

No explanation provided
for this ground/s.

Although the draft manual
includes some explanation
w.r.t prior claiming in
chapter 3 the additional
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