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MARCH 19, 2008
Respected Prime Minister,

K

COMMENTS ON DRAFT MANUAL — 2008 OF PATENT PRACTICE &
PROCEDURE PUBLISHED BY PATENT OFFICE

1. The Patent office bas put on the website 368 pages of [?mﬁ Manual of Patent
Practice & Procedure for implementing the Patents Act, 2000, o
2. The principal Act of 1970 has been drastically re.v_ished' to comply *,.’mh TR}‘PS
Agreement and Paris Convention. Thus the new law of 2005 has been in c!pcrz_)twn
for just a little over 2 years. The Patent office practice under the new law e still to
svolve. In sy case the practice has to be witlin the framework of statute law and
all questions concerning patentabitity, publication and examination of patent
application, the procedurs governing the grant of pakenis eic, are all solely vithin
. the parview of and regulaied by the provisions contained in the Act and Rules.

3.} The Powers of the Controller are also set out in seciion 73(3) and (4) and sections
w77 w 81 of the Act, und thoss specifically referved o in respect of ceriain

proceedings under ihe Act. Heither the Controller nor_the Ceniral Government has

any authority ot sanction of law (o publish a Manual of the Eind put on the website.

4." Irrelevance of the Manual The document itself declarzs that “The Manual doss
not constituie rule maling and hence do not have the Brce and effzct of taw,
Statements made in the Manual arz not in themselves an authority for any action by
a2 officer of the Patent D'\fﬁc-&." Tt also says that "While the manual may be regarded
vine, a2 8 hand book, it does wot impose any particulor line of action and may not be
aatfquoted to that epd.” The Patent ofiice thus recognizes the absence of any legality
/ for the document and disowns any authoritative nature to the contents of fhe
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5. yThe Manual seems to be: the off shoot of MOU bewesn India and USA on Bilateral
co-operation on 1P, when viewed in the light of the following statemznt in the press
release issued by the US Patent Office: "Among the activities desioned to
strengthen the work of both offices, the USPTO will help tmin Indian patent and

| trademark examiners, develop education material for the exarainzrs and produce a
|\ manual on patent praciice for wse by Indian examinzrs and the public...." Ironically,
'!3;‘/ USPTC itsslf came for criticism by US Supreme Court for granting frivalons
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, 0. Containing as it does, interpretation of various provisions of the law by the Paient
Office (which is within the domain of Courts), the oflicial manual {dlespiie
idisclaimer  about authenticity) will provide a femile ground fur litgation and

contraversy in the interpretation of the legal aspects (vis-a-vis the Acylules and the 87

Manual), tending to (lf (ke balance in favour of the mighty MbICs, who have the
resource to litigate. A e ' - ‘
For example, Section 3(d) [under Chapier IV of Inventioms not Patentable] and
4 SOme of the examples cited a3 being eligibl= for patents (as in Parg 4.3.3) of

Manual) would cause immenzz damags (o the legislative inteni. Sec.2(d) Tas Feen
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deliberately  incorpormted by pardiament  based o the < EC
directive 2004 1o prevent evergicening. It is common knowledge that MNCy use alf
1sorts of legal mansuvers and loopholes to kaep extended monopoly for their expived
patents by cfiecting minor and trivial modifications to the basic inventien, to
prevent competition and keep the penerics off the market, The law in section 3(d) is
a small anempt of the legislatuse to curb and counter the practice of "ever greening -
of patems” (or perenniul patenting, whersby tho pmduét is secured {cgal protecion
even afier patent expiry) by refusing 1o recognize such claims, _a_ng_g_g‘p_ligiﬂy
restricting | generally the 2c0pe of patentability to "new. inventons" — i,c where "the
_subject martor has not fallen in in_public domain or thyt it does not form part oi the
state ol the art.~ [$&ttion 2N

. 1t has been held by the Supreme Court in Blshwumh Prasad P.adhey Shyam v. Mfs. -
Hindustan Metal Industries (ATR 1982 SC 1444], *obviousness’ has 10 be suletly
and objectively judged." SC has held that "in order to be pateutable an improvcmcnt
o something known beforo....should be somet!unk, more than a mere workshop

improvement; and must mdupendpml y_satisiy_the_test of invention of an inyentve
step’. 1T what i3 staied in paragraphid.5.3,)of whe Manual is npphed itwill dead to
ubsurduy ond help patent seekers to b?p'i,s the law cusily, More importantly, such i/
proposition will be in total disregad of the law laid down by the Supreme Court in| )
the afcresaid case, The principle of [aw ac approved by SC is applic able at all timés,
as it is fundarnental 10 the Patents faw. -
,In my opinion the pres cnt 2008 draﬂ inenual should (hercforc bc wholly >crappcd vt

) ("\) TR '*«‘1 AP -df"

l-or your wnvcmcnu. I have cnclo ed an cight page c:\plamtor} notc

"With Kiad Regards,

(v R KRISHNA mm) K
v
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MOSY T

. ﬂ‘,‘q y {kmcctcd Prime Minister,
‘-/_/‘r/\ My atiention has been drawn io the draft manual of 2008 Practice & Procedure published

" by the Patemt Office. A Cursory glance of the documents shows lh.'n the manusl may c:eate
more prohiems for the users zmd the administration.

.1 would urge upon you to leave the latc'!t Patems Act 2005 and rul&s to be mtc!jpretcd hy
the judiciary. The Parent office should merely administer the law given to them by the

. parliament and not enter into casual interorewations of the lat dhroush » manual which hns:
no legal or bmdmg effect.

I have enclosed o bnef summiry along with an explanatory note of eight pages for vour”
kind perusal.

With Kind Regards,

| o _ . © " Yours sincerely,
qusy oF A &R AT '
C &1 NS Offios
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Respected Prime Minister,

Marwwal of Paiens Practice & Procedvre

)
The Patent Office has put on the web site a document, supposedly ¢ /ae a draft
Manual of Patent practice and procedure, for the implementation of the
Patents Act, 1970 (as amended hy Parliament) and the Patents Rules, 2003,
inviting comments from the public.

The basis of Patents law:

The provisions of the Patents Act, 1970 (as amended by Parliament from time
‘to time) and provisions of the Patents Rules, 2003 (as amended from time to
time), only govern the law relating to Patents in India. Consequently, all
questions concerning patentability, publication and examination of patent

applications, the procedure governing the grant of patents, grant of

compulsory licence on various grounds prescribed, revocation of patents for
ron working or in public intevest, international arrangements etc. are all eolely
within the purview of and regulated by the provisions contained in the Act and
Rules. Thus it iz entirely regulated by law made by Parliament or by the
Central Governmient by virtue of powers of delegated legislation expressly
conferred o it by law. The pawers of the Controller are alse set out in section
73(3) and (+4) and sections 77 o 81 of the Act, and those specifically referred
to in respect of certain proveedings under the Act,

Section 159, which confers powers on Central Government to make Rules,
has not empowered the Ceniral Gavernment to male Rule with respect to the

poy pvedsier preparation and publication of a Manual of Patent practice and procedure.
b thice oo

There is_also no provision i he™Aer which confers any anthority on the

- E“.,\:.:Jt:ffz-:}b . Controller himsell to make a Manua] governing all the aspects of the law
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_tonceining Patents, which is innocuously called Manual of Patent practice and
procedure. In fact the JTaw docs not contemplatz anything to bs done in the
contest of execution of the Act, outside itz finmework. The statute on the
subject of Patents is comprehensively dealt with in great detail hy the
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pravisions of the Patents Act and the Rules made thercunder. Even the aspect
of submitting a Report of the Controller with respect to the execution of the
Act is specifically authorized under section 155.

Irrelevance of the Manual;

The document, which is put on the web site, on.......is w;gg_@ and
consists of 368 pages. Before studying this huge document and offering

~warthwhile comments/suggestions within a short period of time, viz. on or
before 25 March, 2008 the fimdamental qusstions are whethey it is necessary
to have such a document and if so, its relevance and trus legal effect.

The

document itself declares that "The Manual does not constitute rule

maling and hence do not have the force and effect of law. Statements made in

the Manual are not in themselves an authority for any action by an officer of

the Patent Office.” 1t also says that "While the manual may be regarded as a
hond boolk, it does pot impose any particular line of action and may not be
quoted to that end." The Patent office thus recognizes the absence of any
legality for the document and disowns any authoritative natuce to the contents
of the docuwment. Further, the statement implies that -

L]

It does not attempt to ensure uniformity of practice in the Patent Office,
‘which is a sine qua non in the administration of the Act through
T different branch offices under ope common Controller of Patents, by

A evplicitly recognizing that an officer imay adopt "any line of action”. It

i3 well kmown that pharmacentical companies aggressivaly purzue and
secure patents for druzs with incremental innovations. In this respect,
the MNCs, by filing 2 to 3 patent applications each for existing
molecules with minor changes, effectively misuse to their own
advantage the practice of independeni fiunctioning of the branch offices
without a co-ordinated single system of processing (press report of Mint
dt.14.8.07).

The Manual document carmot be quoted or relied upon by an affected
person before the Appellate Board or superior courts in any
proceedings, though it is a public document.

Though the principal Patents Act was enacted in 1970, and has been in
operation from 1972, the Patent office did not consider it essential to
bring out any Manual or Handbook so far.

The principal Act has undergone considerable revision in the wake of
TRIPS Agreement cn 3 occasions, the last being in 2005, and the
important provisions of the law (which are just a little aver 2 vears old)
are yet to be tezted before superior courts, except on one occasion when
a case came up before the Madyas High Court in the context of section

. _2_
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3(d). It is thus premaiure (o think in terms of bringing out a "Manual of
Patent Office Practice”, when indeed the practice itself is still to evolve
on various matters. The practice develops over the years in the Jight of
the working of the Act and decided cases on points of law before High
Court or Supreme Court.

The Manual of Patent office practice is therefore to be flawed on its threshold,

as being premature, and without any meaning or 1b1=v'mce to the public or its
potential users.

Evidently, the Manual is the off shoot of MOU between India and USA on
Bilateral co-operation on TP, when viewed in the light of the following
statement in the press release issued by the USPO:;

"Among the activities designed to strengﬂlen the work of both offices, the
USPTO will help train Indian patent and trademark examiners, develop
education material for the examiners and produce a manual on patent practice
for use by Indian examiners and th= public...."

If the emergence of the Manual is as a result of such bilateral efforts of the
two countries pursuant to the MOU, it is all the more regrettable to sec the
Patent office in India being guided by examiners of US Patent office, who are
known to allow all sorts of claims for patents for inventions and discoveries,
best suited to meet the needs of their business enterprise. It will not be
surprising, if the end result of the Manual twns out to be tilted in favour of
Pateuntees, rather than public interest, unless there is judicial intsrvention in
contested cases. When the TS Patent office practice is itself under criticism
by ne less than the US Supreme Court for allowing frivolous patents, it is a
pity that India should seel: their gnidance in formulating the Mamal of
practice on Indian law.

Well established & Sound legal system in India:

The Paients law in India has been in operation as early as from 1911 and with
the evolution of statute law, the case law has also steadily developed. With
India's accession to TRIPS Agreement and Paris Convention for Protection of
Industrial Property, the statte Taw and its administration is also in complete
harmony with each other. The judiciary hag also become well versed with the
subject of IPR, as is evident from the recent judgment of the Madras High
Court on the Novarlis case, where the Court rejected the demand of Novartis

to issue guidelines to Examiners m the matter of administration of the law
under section 3(d).
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In the light of all these factors, what is the purpose and need for a Manual of
Patent office practice & Procedure. Whom is it going to help? Is it the public
or the Patent Examiners or the IPAB or judiciary which is ultimately
responsible for the interpretation of the provisions of the Act and Rules. It
may lead to unintended consequence by making a fertile g,round for lmgatmn
and comtroversy in the interpretation of the legal aspects (vis-a-vis the

 Act/Rules and the Manual), tending to shifi the balance in favour of the
mighty MNCs, who have the resource to litigate.

The Draft Manual & its impact on new section 3(d):

Instead of conducting a microscopic analysis of the draft Manual in all its
aspects, it will be sufficient if, by way of example, the most important
provisions of the law as contained in section 3(d) is considered, with a view to
appreciate difficulties the Manual may create.

Section 3(d) of the Patents Act enacts in clear terms the followmg as not
inventions:

¢ the mere discovery of a new form of a known substance, which does
not result in the enhancement of the known efficacy of that substance;
or '

o the mere discovery of any new property or new use for a known
substance; or

of 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.

The law is funther clarified explicitly to state that "salts, esters, ethers" etc. and
other derivativez of known substance shall be considered to be the same

substance "unless they differ significantly in properties with regard to
efficacy".

Mere discovery of new property is not patentable invention (e.g. a mere
discovery of a new property of the substance such as aspirin for use of
treatment of some other disease cannot be considered patentable); New use fox
a known substance is also not patentable. In other words, 2™ or 3" use for a
known substance cannot be allowed. Thirdly, a 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.
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It is common knowledge that MNCs use all sorts of legal maneuvers z}nd
loopholes to keep extended monopoly for their expired patents by gffec',tfng
minor and trivial modifications to the basic invention, to prevent competition
and keep the generics off the market. The law in section 3(d) is a 'small
attempt of the legislature to curb and counter the practice of "everv greening of
patents" (or perenmial patenting, whereby the p;a:oduc..t is securc—.?d legal
protaction even after patent expiry) by refusing to recognize such cl:—urr'ls, and
explicitly restricting generally the scope of patentability to "new inventions" ~
i.c where "the subject matter has not fallen in public domain or that it does not
form part of the state of the art." {section 2(11)].

The expression “invention” [in sec.2(1)(j)] should be clearly relatable to a
basic new product or process and exclude those claiming with minor
modifications and incremental changes, This would find support from the
~studies and recommendations by the UK. Commigsion on IPR.

The Parliament has also defined "Pharmaceutical substance" as meaning "g.ny
new entity involving one or more inventive steps." [2(1)ta)]. The expression
"inventive step” is again defined to mean "a feature of an invention that
involves technical advance as compared to the existing knowledge or having
cconomic significance or both and that makes the invention not obvious to a
person skilled in the art.” [2(1)(j2)].

As was held by the Supreme Cowrt in Bishwanath Prasad Radhey Shyam v.
M/s Hindustan Metal Industries [AIR 1982 SC 1.444], the 'obviousness' has to
be strictly and objectively judged." In the same case, the apex court held that
'it is important to bear in mind that in order to be patentable an improvement
on something known before or a combination of different matters already
Jknown, should be something more than a mere workshop improvement; and
must independently satisfy the test of invention or an ‘inventive step', The law
of patentability is thus unambiguous in that a claim for improvement 'must
independently satisfy the test of invention or an inventive step'.

The draft Manual gives specific examples of patentable and non patentable
subject matter under section 3(d), which is totally uncalled for and beyond the
jurisdiction of the Patent Office. The broad principle of patentability as
decided by the Supreme Court in the above case i universal and applicable at
all timez and in all cases. Further, every case would néed to be examined and
decided with regard to its own merits; and with reference to the law as may
evolve and the subject-matter of the claim or claims in that case. Casual
citation of examples may, far from clarifying the law, cause diffienlties in its
administration, and even to Cowrts in reaching a correct conclusion in a given
case.
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