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We have examined the Drafi Manual of Patent;-Practice and Procedure.  Our

cominenis are attached (Annexure-I).

We have in the meanwhile, received a copy of letier dated March 19, 2008
(Annexzure-II) addresced to the Prime Minisier of India by Justice VI Krizhna
Iyer, Former Judge, Supreme Court. We have also examined this letter and we
fully agree with the suggesiions contained in his letter. We fully suppoit the
7iews expresced about the irrelevance of the Manual. -

While examining the Maimal, we find that the same contains a large number of -
case laws emanating (rom foreign countries. Mosi of these case laws are quite old
and are based on the Jaws of those c:c»unmes practiced during that relevant
periods. Even owur Patenis Act of 1911 was bazed upon  philosophy not relevant
for our country’s interest. The original Patents Act of 1970 was a legislation
based upon the naiional azpirations of owr people and the objective of self
reliance. There are a few case laws during the period our original Patents Act
1970 was in operation. Ileeping these factors in view, it would not be proper to
approve the proposed Manual which iz practically based cn the case laws which
are nol relevant ai the preseni junciure. This is another argument against the
Marmal and as such we reiteraie that there is no need of the prapozed Manual.

There may be a need of preparing a booklet briefing our examiners on various
acpesic of the patent system. Such a briefing booldet could be for internal use in
the Patent Office. The exzaminers should basically be guided b the stipulations in
variouz cections of our Amended Paienic Act 1970 and the Patents Fules of 2003.

Thanking you,

Yours sigcerely,

(B.K. Keayla)

Encls : As above.
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COMMENTS ON DRAFT MANUAL OF PATENT PRACTICE AND
PROCEDURE.

CHAPTER I : INTRODUCTION

Page 11, para 1.2.12

1.  The Patents (Amendment) Act of 2002 did not incorporaie “provision to
protect biodiverzity and traditional kmowledge” Section (3) in fact, dealt with
excluzion from patentability and as such thiz should be treated as deleted.
CHAPTER III : PATENTABLE SUBJECT MATTER

Page 21, Para 3.1 Introduction

Sub-para 3.1.1

2. Criteria Mo. (i) provides that the invention “must be novel”. This may be

L

expanded by adding “having urnrelated features”.
Para 3.2 Novelty of Invention

3. Sub para 3.2.1 In the last line, the words “and has unrelated features” be
added after the word “domain”.

4. Para 3.3.7 : In fifth line after the word “essential”, the words  “and
unrelated” may be added.

CHAPTER IV : INVEMTION MOT PATENTABLE :
Page 58, para 4.5.3

5. The last two lines are bit confuzing. It should be clearly indicated as to
what the scope of comparizon will be. Whether the baze compound o the new
form or both will be compared with another new form. This para is quite
important and should be formulated in a clear and expanded manner.

Page 72, para 4.10.1

6.  This para indicates that any microorganizm dizcovered from the nature is
not patentable. According to section 3 (§) of the amended Patents Act, 1970,
microorganism i3 patentable. Thus there is a need o define as to what kind/
form of ‘microorganism would be patentable. There is a need to define the
patentability scope of microorganism which can be covered under this section.



We would suggzest that only genetically modified microorganism should be
patentable. Since this modified microorganiem perform various activities, only
specific and each activity should be ceparately covered by the process patent
only.

The technology of modifying the microorganism to genetically modified
microorganisit could also be covered by the process patent.

It is exiremely important to deal with this aspeci more explicilly and in a
detailed manner.

It is unfortunate that this matter has remained unresolved even after an
assurance given on the floor of Parliament.

CHAPTER V : APPLICATION FOR PATENT

Page 118, para 5.8.11 Unity of Invention,

13 29

7. In sub-para (a), the word “specially” may be substituted by the word

“specifically”

Para 5.9 : Sufficiency of disclosure.

§.  Sub para 5.9.2 dealz with patent application where there is mention of
biological niaterial. This para needs to be expanded to provide for the
requirement of agreement with the biological material supplier and agreement
reached with him about benefit sharing.

CHAPTER VII : OPPOSITION PROCEEDIMGS TO GRAMT PATEMT -

Page 178, para 7.1.2 : Proceedings under pre-grant opposition.

0. Sub para (viii) provides for rejecting reprezéntation against granting of
patent or allowing grant of patent. The decision of the Controller shauld have
logical conclusion of allowing appeal o either pairty againat the decision of the
Coutroller.

Page 185 para 7.2.2, sub para (i)

10.  In the names of perzons having interest in the subject matter of the patent,
the name of the perscr/organization which unsuccessfully contesied the pre-
-grant opposition may also be incorporated.

CHAPTEFE. IX : PROVISION OF SECRECY OF CERTAIN INVEMNTIONS.

Para 9.3 Prohibition ta apply Patent for invention outside India.



Page 215 sub para 9.3.3

11. In addition te the invention relevant for defence purpose and atomic
energy, the invention relating to biodiversity material of India should also be
incorporated for taking permissioit..

Page 220, para 10.12 Term of Patent
Para 10.12.1

12. Reference to patent term which had not expired o 20th May, 2003 under
Patents (Amendment) Act 2002, should be clarified as “process patent” instead
of “patent” which may not be mistaken as ‘product patent’.

CHAPTEE. X1V : SURFEHDER AND REVOCATION OF PATEMTS
Page 252, para 14.2.5 Revocation of patent for non-_worl.:ing

15. Even if the patented product is noi worked by the patent holder and the
first compulsory licence holder, it i3 logical that additional compulsory licences
should be issued to other interested enterprizes. A notification could be issued
inviting other enterprises to worl: the patent. A sub para to this effect could be
added to para 14.2.5.

There have been instances in the pasi when supplies of critical material/
component were blocked at the instance of the concermed foreign government
for important conceins. The instances of blacking of critical materials are after
the atomic experiments at Poldwan. Under these circumstances, it would be
appropriate for the government/Controller (o revoke the relevant patent. It
would be a challenge for the domesiic enterprises to research and produce that
particular material Dlocked by the foreign patent holder or the concerned
government. This imporiant aspect could also be added in this para.

CHAPTER XVIII : WORKIMNG OM PATENT AMND CC‘MPULSORY
LICENCE AND REVOCATION

Page 292, para 18.2.4

sub para (f) reads as follows :

14. “Whether the applicant has made efforts (o obiain a licence from the
Patentee on reasonable termz and conditions and whether such efforts have not
been successful within a reasomable period consirued as the period not
oridinarily exceeding a period of six months az the Controller may deem fit

(Section 84.6)”

The compulsory licence under section 84 (6) is to be granted if ;



i) the reasonable requirement of the public with respect to the patented
invention has not been zatisfied,

ii) the patented invention is not available to the public at a reasonably affordable
price;

iii) the patented invention has not worked in the territory of India.

The Patent holder which may be belonging to a foreign country will not
enteriain any ground reasoning aboui the three conditions mentioned above.
There is a misplaced requirement to be posed by the applicant to the patent
holder. He will not accept the contention that he was abusing his patent right.
[In fact, these grounds aught to be submitted to the Controller and not the patent
holder. It is no doubt that this is the requirement of Section $4 (6) of the Patent
Aci, it may be relevani to provide that the applicant should submit the relevant
grounds to the Controller and then the Coniroller should refer these grounds to
the patent holder. Coniroller can wait for six months to decide the case i.e. the
time stipulated for response by the patent holder in the relevant section of the
Patents Act 1970. '

Page 293, para 18.2.7 : Revocation of Patent for non-worlking (S.S5)

15  Sub para (1) provides that if the compulsory licence holder has not worked
the patent for two years, patent can be revoked on application either by the
Central Government or any other person interested after expiry of two years. In
case the first compulzory licence holder has not worlied the patent, it will be
logical to notifying the failure and invite other enterprises (o file applications for
grant of comapulsory licences. Thus, the public interest of worliing the patent
-will get satisfied better.

Page 295 para 18.2.11

16. The circumstances for extreme wurgency could also be due to
environmental causes viz. pollution of air, pollution of water or pollution of
soil. It would be desirable (¢ incorporate these important circumstances for
notification by the Government the circumstances of exireme wrgency and grant
of compulsory licences immediately under Section 92 (3).

Para 18.3, Section 92 (A)

17.  provides for “compulzory licences for export of patented pharmaceutical
products i certain excepiional circumstances”

Para 18.3.3 provides that the provision in Section 92(A) has been introduced io
‘address the public health problems of the couniries having insufficient or no
manufacturing capacity in the pharinaceutical sector.



The important aspect of thiz provision iz that the enterprise which has received
such an export order will not be able o meet the export demand if that
enterprize is not already mamufacturing the product under compulzory licence
for domestic demands. That enterprise will have o develop technology to
manufacture that product and the same may take one or two years (o develop
the technology and stabilize the production and the product. Additionally, the
other important aspect is that the small export demand will not be viable if that
enterprise is not already manufacturing the relevant product. This is the
practical problem.

Under the above circumstances, it would be relevant to poini oul that Article
31(b) of the TRIPS Agreement provides for granting of compulzory licences
for commercial activity on commercial terimz and conditions. If this provision is
implemented, it would facilitate the domesiic enterprise to produce patented
product predominantiy for the domestic market and also will have possibility to
meet the export demand, even when the export orders are small.

Another aspect could also be considered that the enterprise which supplies the
patented product meeting the export order under compulsory icence should be
automatically granted compulsory licence for meeting the domestic demand
also. ‘
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COMMENTS ON DRAFT MANU AL - 1.0138 OF PATENT [’RA CTICE &

........_._..._.._.....___.____...——..

The Paicnt office has put on the websiic 365 pages of Dralt Manual of Paient
Practice & Procedure for implementing the Patenis Act, 2005. '
The principal Act of 1970 has been drastically rew:ed i comply with TRIFS
Agreement and Pariz Convention. Thus the azw law of 2005 has been in operation
for just a little over 2 yearz. The Patent ofiice practice under the new law iz ctill 0
evolve. In any case the practice has 1© be within the frameworl of statuic law and
all questions concerning patentability, publication and examination of paisni
application, the procedure govering the grant of patents eic. are all colely within
the purview of and ref'ulalgd ty the provizions contained in the Act and Fulzs.

The Powers of the Controller are alzo zet out in section 73(3) and (4) and seciions
77 to 81 of the Act, and those specifically referred o in respect of certain
proceedings under the Act. Neither the Controller nor the Ceniral Government has
any authority or sanction of law (o publish @ Manual of the kind put on the website.
Irrelevance of the Manual The documenti itself declares that "The Manual does
not constitute rule making and hence do not have the force and effect of law.
Statements made in the Manual are aot in themselves an authority for any action by
an officer of the Patent Office.” It also say: that "While the manupl may be regarded
as a hand bock, it does not impos: any particular line of ac lidn and may not be
quoted (o that end.” The Patent office thus recognizes the absence of any legality

for the document and dizcwns any dUlhOIIlu’l‘“’ nature 10" the conieats of the

document.

The Manual seems 0 be the off shoot 0 MOU between India and USA on Bilaieral
co-operation on IP, when viewed in the light of the following siatement in the press

release issued by the US Patent Office: "Among the activiiier designed io
strengthen the work of both cifices, ithe USFTC will help train Indian patent and

trademark examiners, develop educaiion material for the examiners and produce a

manual on patent practice for use by Indian examiners and the public...." Tronically,

USPTO itself came for criticism by US Supreme Court for granting frivelous

patents. . ' '

Containing as it does, interpretation of various provisions of the law by the Patent

 Office (which is within the domain of Courts), the official manual (despite
_ disclaimer about authenticity) will provide afertile ground for litigetion and

controversy in the interpretation of the lzgal aspzets (vis-d-vis the Act/Rules and the
Manual), tending to tilt the balancz in f’wo ur nf the mig hty MﬂIL who have the
resource to litigate. : |

For example, Section 3(d) [under (‘hapl'n IV of Inventions n’oL Palx.m ible ] and
some of the c.\ampleb cited as lmn" eligible for patents (m in Para 4.5.3 of.
Manual) would cause immenze darwage io thz legislative intent. Sec.3(d) Iwz hecn

1-



deliberately incorporated b rmhnm nt based on ihe EC directive 2004 to prevent
evergreening. It is common knowledse that MMCs use all soris of legal mancuvers
and loopholes to lzzep sxtended menopoly for iheir expired patents by eilfectling
minor and trivial modifications to the basic invention, (¢ prevent competition and
keep the generics off the marlet. The law in seciion 3(d) ic a small attempt of the
legislature to curb and counter the pra"rice of "evar greening of palenis" (or
perennial patenting, whereby the product is secured 1zgal protection even afler
patent expiry) by refusing to recognize such claims, and explicitly restricting
generally the scope of patentability to "new inventions" — i.e where "the subject
matter has not fallen isi public domain or the at it does not form part of the state of the
art.” [section 2(1)(N]1. :

& T haf, becn held by the S" hrerne Ciourt in Bishwanth Prasad Fadhey Shyam v. M/s.
Hindustan Metal Indusinies [AIR 1982 SC 1444}, >obviousness’ has to be strictly
and objectively judgea.” » ‘o~ held that "in crder to be patentable an improvement
on somesthing known before. . should be something more than a mere workshop
mmprovement; and must independenity saiisfy the test of invention or an inveniive
step'. If what is stated in paragraph 4.5.3, of the Manual iz applied, it will lead to
absurdity and help patent seckers to bypass the law easily. More importantly, such a
propesition will be in total dis cgqrr’ of the "aw laid dowr by the Supieme Court in
the aforesaid case. The prineipls of law ac approved by 5C is appllcablu at ali times,
as it 15 fundamental to ihe Patents law. '

9." In my opiniou the present 2008 draft manual should therefore be wholl / scxapped

¢

For your convenience [ haverenclosed an eight page uplanatory note.
With Kind Regards,

“Yours sincerely,

(V R KRISHNA IYER)



