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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

patEntg. e

B,

, 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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. MARCH 19, 2008
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

g B

W e

LY

_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

-1-
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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.

Z5.
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By way of illustration, in paragraph 4.5.3, the Manual states as follows:

"The examiner makes comparison with regard fo 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
another new form but not between the base compound and another new forn.™

Assume that the known substance is "Compound X". A patentee could
reveal a new "Form A" of the known substance, which would have very
little or no enhancement of efficacy over compound X. A few months
down the line, he can come up with another new form "Form B* He
now has to show enhancement of efficacy against Form A only, which
in any case is inferior, and not over compound X. This will lead to
absurdity and help patent seekers to bypass the law easily.

More importantly, such a propoesition will be in total disregard of the law laid
down by the Supreme Court in the aforesaid case.

Patent Office Handbook:

The Manual of Patent Office Practice & Procedure, should refrain from giving
or set down any authentic guidelines about the interpretation of the provisions
of law, which is exclusively within the domain of the judiciary. The
illustration given above will show the difficulties that may arise.

If the Government is so keen to bring out a Manual, besides giving the
complete provisions of the Act and Rules, should merely cite the applicable
case law or quote the legal 'principles' as laid down by the Court in & given
case, so that the law is leff to be evolved in its own course. Such a Manual
should be for the purpose of ensuring uniformity of practice among the
examiners and other officers exercising the functions of Coniroller, which
should be the supreme concern of the Patent Office through the Manual. On
the contrary the Manual seems just to do the opposite by stating that 'it does
not impose any particular line of action'. It will be ahdication of responsibility
by the Controller, if the official Manual (as it indicates) is to be interpreted as
giving a free hand to the delegated functionaries in their work. It will do
violence to the statutory mandate of sub-section (3} of section 73, which
enacts that the officers 'shall discharge under the superintendence and

directions of the Controller' such functions as he may authorize them to
discharge. '
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1t is important to remember that any official Govemment .pub;icaﬁon is
Euﬁeriticp (:m'd could be relied upon by d;e‘tllsers.fl‘l_len how is it open for thef
Patent Office to say that the Manual "does not impose, any pafrtwul'ar Jne 7% .
action and may not be quoted to that end." In fact, in terms of section 117E,
" the Controller is bound to appear before the Appellate Bpar.d, as and when
required, in any legal proceeding in which any question relating to the patent
office practice is raised. The Manual would come so ‘handy to a hitigant to
bind the Controller by his own words. On the other hand, if the Govemment
fecls confident that the statements made in the draft Manual are consistent
~ with the law and can stand judicial scrutiny, why not make them all as part of
' the Patents Rules to give it a legal effect, Such a compreheusive. dosument,
which may be taken as codifying the 'practice of the patent office’ miay serve
the interests of public and.the users and check arbitiariness of officials of
- Patent Office, ensuring uniformity of practice. But it is not possible to do so,

without express delegation of power to the Central Government through an
amendment of the Patents Act, ' : ‘ - o

- Adminedly the ._docm'n‘ém has no legal basis nor can be relied on by anyoﬁé in
respect of any proceedings under the Act & Rules for its authenticity. What is

the use of such a public doqumént, except to create mofe controversies and |
litigation. - ' ' o

1t is suggested that if at all neceésaxy fo publish @ Manual, it should be
modeled on whay the Patent Office had been doing for over a century by

publishing a ‘Patent Office Handbook', updated through revised editions from
time to time. : ’ ' AR .

The present draft Manua! should therefore b wholly scrapped and in its place
a pew edition. of Patent Office Haindbook may be brought, if it is considered
so necessary. The absence of a Manual or a Patent Office Handbook will not
do any harm, but a Manual of this natura will do more hanm than good.

With Kind Regards

L (< o L Ly

| (VRKRISHNA IYER).
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PIRECTIVE 2004/27/EC. OF THE EUROPEAN' PARLIAMENT AND OF THE‘COUNCIL

of 31 March 2004

amending Directive 2001[83]EC an the Cornmunity codc relatiag to medicinal products for homan

use

{Text with EEA relevance)

THE CUROPEAN PARLIAMERT AHD THE COUNCIL OF THE
CUROPEAR UNIG,

Having regard to the Tresty establishing the  European
Commnity, and in particular Article 95 thereof,

Having regaed to the proposal by the Commission (),

Having regard 1o the Opinion of the Bugpran Economic and
Social Committee (3,

Aler ronsubing the Commitice of the Regions,

Acting in accordance with the procedure laid down in Article
251 of the Treay (),

Whizreas:

T Direetive 2003 [83/EC of the Eurapean Pariament and of

the Coseed! of 6 Wovember 2001 nn the Community
code edating o medicinal products for human usc (9,
codified ard consolidated in & single toxr the tens of
Commuaity legislaien on medicinal products for human
use, i the interests of clarity and sationalisation.

the e Community tepislaion so far adopred has made 2

iajor conributian to the achievement of the abjective
of the free and safe movement of medicinal produets for
haiman use and the climination of obstacles to, teads in
aich praducis. Hawever, in the light of the cxpericnce
aqured, it has beecame clear that new measures are

tecessary o eliminate the rewaining abstacles to fiee
tnovepend,

B s dherefore necessary @ atign the national taws, regu-

lations and adwinistestive  rovisions -vhich  contain
differences with regard to the bagic priviciples in order
to promowe the operation of the internal marker white
reafising a bigh level of homag health protection,

————————

(O} IS E 26,3002, p. 716 and =7
the Official Journal).

RN ER S0 E NN

) Opioion of the Ewtopcan Parliament of 23 Ogober 2003 © C
MGG CEALI0GS. j. 353, Counal Commion Position  of
1 Sopemboe 2000 {0} C 297 € 9.32.200%, p. 41} Positton of
the Lnpran Fadiament of 17 Decanber 2003 {nut yot publishied
t the Gflictaf Jouenal) and Couneid Declsion of 31 March 2004,

01y g, 1%.11.2001, p.

Comumbvung igective 2

. {ast vat publiclied 1o

67, Diective 25 lagt amended by
BOXAINC (O} 1, 159, 22.6.2003, p. 4n).

4 The main purposz of any rcgulation on the mmufacture
and distribution of medicnal pioducts for human use
should be to safeeudrd public health, However this
obicetive should be acliicved by means which do ot
kinder the devefopment of the phanmaceutical industry
or trade in medicinal products in the Community.

55 Ariiche 71 of Councii Regulation (EEG No 230%/93 of
12 July 12817 laying down Community procedures for
the avthorisation and supervision of medicinal products
{or twmsn and veerinay use and  establishing a
Furspran Agency  for the Bvaluation of Maedicinal
Praducts {*) provided that, within sin yeaes of It entry
lnto force, the Commission was cequired to publish a
general repoit ot the experizneé acquired 25 a result of
the operation of the tnrksting authorisation procedures
laid down in that Regulation and in other Community
legat provisions.

{6)  1n the ligin of the Commission's report on tne
cxperience  acquired, Wt bhar  proved necessary (o
improve the operation of the marketing auvtherisation
procedures for medicinal producis in the Compunity,

Particularly as o result of scieatific and  technical
pragress, the defunitions and  seope ol Dircctive
2001/83/5C should be clarificd in order to achive
bigh standards for the quality, safmy and efficacy of
medicins) producte for human use. In order to take
accaunt both of the cmergence of new therapies and
of he grawing number of so-called ‘bordering
products betwean the medicingl product sector and
other “sectars, the defliniion of ‘medicinal product’
should be modified so as o avoid any doubi as to the
sppliczble fegislation when 2 product, whilst iully fafling
within the definition of a. medicinal product, may alsn
fall within the definition of ather regulated products.
This definition should specily the type of action that
the medicinal product may oxert on physiclogical
functions, This cnumeration of actions will also make
it possible 1o cover medicinal products such as gene
therapy, radiopharmaceutical products as  well as
certaln medicinal producie fov wpical wee. Also, In
view of the characteristics of phatmascatical leglslating,
provician thould be made 1or suzh leglalation to apply.
With the came obijectlve of clacifying situidons, whee a
given product comes under the definition of & medicinal
product but could alsa fall within the definition of other
regulated products, 1 js necessary, in core of doubt and
in order 1o cnsure legal cemainty, 1o state explicitly
which provisions have to be complied with, Where a
product corss clearly wader the Jufipition of nther
produc cawegorics, in panicular food, lood supplemeats,

———

() Of L 214, 2121993, ¢. 1. Regulativn repealed by Regolation (£Q)
No 726[2004 (sec p. 1 ol this Official Jeurmal).
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8) Atticke 10 shall be raplaced by the following:
‘Adtice 10, .

1. By way of deragation from Ariicle 8(3)()), and_
without peejudice to the law relating to the protection of
tnduztrial and commerdlal propenty, the applicant shail not
te requircd tn provide the results of pre-clinical tests and
of dlintcal vrials if he can demenstrate char the medicinal

roduct it a generic of a referctice mwdicinal product
which it ar has been autharised under Ariche 4 for not
feos than cight years in @ Member Swte or in the
Comimunity.

A generic wedicinal product authorised pursuant to this.

provision shall not be placed on the market until ten years
have elapsed from the inltisl authosisation of the refcrence
product.

The firy subparageaph shall also apply If the reference
medicingl product vas not authorised o the Membsr
State in which the applicaticn {ar the geaeric medicinal
product is submitted. In this case, Whe applicant chafl
Indicatc in the application form the name of the
Member State in which the reference medicinal praduet
is or has been authorised, Au the requet of the
competant authority of the Member Statz in which the
application is submitted, the compeens autherity. of the
oiber Hembee Staie shalt wransmit within 2 period of ane
wonth, 2 confimation that the reference  medicinal
praduct is or has been authorised iagethier with the full
tomposition of the relerence produer and if necessary
other selevant documentation,

The teryear period referved o ia ths cecond subiparagraph
shall be extended to a mazimum of cleven years if, during
the fisse cight years of these wen years, the markctin;;
amborsation balder obtains an awthorisaticn for one or
more. new therapeutic  indicatdons which, during the
scientific evaluntion prior to their authorisation, are held

to bring « zignificant clinical benefit in comparison with
existing therapies,

2. Forabie pumpozes of this Anicle:

(%) “relerence medicinal product” shall mean a medicinal
preduct autharised undée Article 6, by accordance with
the provisions of Anicle §:

®

“generic medicinal product” shall mean 2 medieinal
product which has the same qualitative and quanti-
tative compasition in active tubstances and the same
phanmaceutical form as the  reference  medicinal
product. and whos: biocquivalence with the tefercnce
medicinal produst has been demonstrated by appra-
priste  bigavailsbility studies. The differcat  salts,
esters,  cthers,  jsomers,  mixterss  of  Isomers,
complexcs or derivatives of an active substance shall
be considered ¢ he the samz acive substance, unless
they dilfer significantly in propetics with regard (o
safety andjor efficacy, In such cases, additional
information providing proof of the salety -andjor
cllicacy of the various salts, esters or deavatives of

an authorised active substance wust be supplied by
the applizant. The various fmacdiate-release oral phar-
cizceutical forms shall bz considerzd to be one and the
same pharmaceutical form, Bioavailabiliy studics need
not be required of the applicant if he can demensirate
that the generic medicinal praduct mects the relevant
griteria a5 defined  in the  appropriate detatled
guidetines.

3, I cases where the modicinal product does not fall
within the deflniden of 3-goneric medicinal predutt as
provided in pargaph 2y ae where the hloequivalence
cannot be donanzteated through bisavallability susdice or
in casc of changes in the sctive substanee(s), therapeutic
jndicattons, strength, pharmaccutical Torm o5 route of
cdministration, vis-i-vis the reference medicinal product,
the resubs of the appropriate pro-clinical tesis or clinical
wrials shall be provided.

4, Where 2 biological medicinal prod-ei which s
sumllar w0 a reference biological progiact does not mect
the conditions in the definiion of generic medidnal
[roduces, owing to, In particular, diffessness eclating (@
raw materials o diiferenzes fn manufacturing peoceseas
of the biolagical medicinal product and the veforence
blological medicinal product, the resuls of appropriate
pre-clinical teste or  elinieal  trials relating 10 these
aouditions sust be provided. The type and quantity of
supplementary data o be provided must comply with
the relevant criteria stated in Antcx | and the relaied
decailed guldelines, The reselis of ather tests and triais
fram the refercnee medicinal prodacs dussier shall vot
bz provided,

3. Ia addition to the provisiars laid down It paragmph
1. where an application Is mad. for a new indication for a
well-established substanee, a pon-cumulative period of anc
vear of daw cxclusivity shall be granted, provided that
signilicant pre-clinieal or clinicai studies wese carricd ot
in relation 2o the wew indication. ’

6. Conduciing the nccessary siudine and triale with a
view ta the applicatian of patagraphs 1, 7, 3 and 4 and
the consequemial practical requirements shall not be
vegarded o comtriry 1o patent rchts or 10 supplementary
proteedon cgﬂiﬁcmcs for medicinal produets.;

the {ollowing Ariicles shall be insered:

‘

‘Anicle 10a

By way of derngation fiome Aniicle 8(2)(). and sithowt
prejudice o the law relating to he protection of industrial
and commercid prapecy, the applizant ehall nat he
required 10 provide the reauhs of pre-tinical s ar
clinical trafs 3f he can demonamte that the aetive
substances of the miedicinal produat have been in well-
established medicingl use within the Community for at
feast ten years, with recagniied efficacy and iy zecoptable
fevel of safety in terms of the conditions set out in Aones,

LM that event, the st and trial results shall be replaced
by apprapriate scientific licerature,

Bo12
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December 7, 2007
Dear Parthamentarian,

Sulutation|to you as [ seek to mvoke your spirt of nationalism on a

nutter of LC']ﬂp‘hnunatC moment to the mﬂhons of owr countrymen who
stnipgle to defend their right to life and health by may be priced cut of the
pharmacentical market or starved of hfe-saving dmg,u if any didutton of
patents act 2005 1.-, made. | have pleasure to enclose o OFE PAGE summery
for vour kind perassl with an explanatcay note compnsmyg, SEVEM PA*JI:-._
for your in-depih study. The country muat be saved from conquest throuzh
patents strategized by MI"' . We must be allerpic te aveadable milimation of
piant corporates (wolves in sheep’z clothmg) who care more for market

occupalion  and maximum profit under patented baloney, rather than
coINIoN PEOPIES health and soctal survival.

Alas, M ",‘.'5 y

who comer plotal pharma have nobody to be bumt nor
soul to be damnc.d |

With kind repards,

¥ ours sincerely,

(VR kRI HNA I"TR)
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Drecasabey 7, 2007

R ATTIOM O PATERTE ACT WAL BE DISASTROS

u)n-!

Paddiess tits oltei {0 vou, to share with you my serton? concern and ajert "uﬂ
A m eotverted wove of s powaertal diug lobby of the westzrm wm!d. fo get the

idesdn baw dilitied to weeet thaiv own snds,
fie b et the ssnes iwovolved heie are -

s farfiament bas vightly land dowm the patentability criteia, o3 per {ripe
standards, which the dnug lobby wasts fo (urther dilute

Jalidily of Section 234 siserted by Parliam ent has been upheld by Madras
1!:;111 ‘ourt, which iy now sought to be anthiied. The Govermp ent council
Sei. WU Gopalan Addivional Solicitor Genorad has submatted before the
Wadruz Bigh Cowt i the Toaartis caze that e Government hias rejactad
the Mastelkar pasel repogi.

L]

Plea betwe High Court for isaning guidelines to Patent Examinsrs to
wierpiet seetion Hd) wae righily cejeeled by Wigh Conrt. Interpretaiion of
the provisions of law i solels within the jurizdiction of Conrts. Medther a

subzydivale legizlation, nor executive instryctionz or a dapartinental
Procedurs Maoual, can v

sliempt th over ride the provsions ol Jaw
made by Parltwnent.

s If -the vy lebby i oonly genoinely ibterested in protecting 2n
Civpravensent i e original pateated invention, referved 1o 58 incremental
innovation” by Maghelbar panel, it i availeble by mews of Patent of
adidition” unds szetion 4. na change iavequired (o te Jaw.
Section ) is des de fo profiibid \ﬂnmnﬂdged inveation 2nd p-’r; nuial
patenting, This provizion V‘hl-..h ltax received judicinl sidorsement. har
boeonie  madel for other couninizz, Fven the US Supreme Cowt has
Ccalled for redefining “obvionsness” and the U3 Congress is debating &
Referns Ditd to connter the abusive prachice.

)

The enelosad seven page explanatory wote will highlight the seriousness of the
wswes, so that you can affvctively black ay atempt i partiament to diluf= the s afeguarils
ntad: in the Patentys Act, Needless Lo say the molter is no legs serious than the tndo-US
Huelens agrasinent, aver which Parlisaient and the coustry was :mt_md I s confident,

with your active intervention, the supreme will of Parlianient chall not be allowed to b2
subyeptadd,

With high regards,

Y ouiy sinverely,

% < \éﬂ,/\w—«?/ﬁv

UGB RN A YR
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Dilution of Patents Act will be disastrous

Patentability criteria:

~The criteria for patentability is the heaﬂ and soul of any patent law and is
fundamental to the system.

Article 27 of TRIPS, which prescribes norms and standards for member
countries, lays down thiee patentability criteria, namely,

s novelty,
e inventive step;
e and industrial applicability.

It is to be noted that TRIPS agreement did not think it necessary to
define the expression ‘novelty’ or ‘inventive step’ but left it to the
contracting parties to define. The requirements of patentability under
the Indian law are perfectly within the broad ambit of ‘novelty’ and
‘inventive step’ as universally recognized. Indeed such a view derives
support from Art.31(1)(i) of TRIPS, according to which an invention
must “involve an important technical advance of copsiderable economic

significance” to qualify even for grant of a compulsory licence, let alone
patentability.

Further Member States have the freedom to legislate, guided only by
the principles and objectives set out in Art7 and 8 of TRIPS
Agreement, which, read with the DOHA Declaration, provides sufficient
flexibilities to member States to {rame the Patents law of developing
countries, like India, to suit its special needs, particularly in the arca of
patents for drugs and pharmaceuticals.

-1-
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Doha declaration explicitly recognizeé that :

«TRIPS does not and should not prevent members from taking
measures to protect public health; TRIPS can be and should be
interpreted and implemented in a manner supportive of WTO

Members’ right to protect public health and to promote access fo
medicines for all”, !

The Indian Parliament did not avail of the freedom or the flexibility
given by the Doha declaration, in framing the provision in section 3(d),
but merely took care to clarify the law appropriately just to ensure that

patents are not granted to inventions, which are basically lacking in
noveity.

Growing concern in US

There is growing concern in the US itself about dubious patents being
granted and serious efforts are being made to bring about domestic reforms
in the US Patent system. In particular, the proposed reform aims at exactly
what India has done, viz. to disallow patents for inventions which are not
‘new’ in the true sense of the term, and modify the rules so as to prevent the
abuge of the patent system by ‘perpetuating’ patent rights beyond the 20 year
term of patent. The proposals for reform of US Patents law include -

. ‘laying down more rigorous standards for determining whether an
invention is obvious or novel, and by redefining the term
‘obviousness’.
per.mitting third parties to submit additional prior art upon
publication of patent applications, to reduce pozsibility of granting
patents to inventions that are obvious ‘ -
e providing for an cffective

and expeditious post grant opposition
system :

* PI:OVldmg tor cheaper and faster means of reviewing patent validity
than the current costly and one sided court procedures

Another significant move in the US is “to set up a process to re-evaluate
patents’ of such dubious nature which have already been issued,

United Kingdom:

—
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Again, in the United Kingdom the thinking is no different. In this
connection, some of the key recommendations contained 1 the CIPR
Report, for adoption by developing countries (as set out in Chapter 6), which
are interesting from our point of view, include -

e avoid patenting of new uses of known products
* make use of strict patentability and disclosure requirements to prevent
unduly broad claims in patent applications

exclude totally from patentability diagnostic, therapautic and surgical
methods for the treatment of humans and animals

How can Government of India be unaware of these trends of warld opinion

in the matter, to succumb to the pressure of MNCs in the pharmaceutical
sector?

Important step taken by India:

In a global economy, there is continuous cut throat competition among
corporate giants who wre vying with each other to secure their market share,
and in this the 1PR is the key insttument. Az if 20 year term of patents is not
enough, attempts to perpetuate the monopoly for marketing their products
througl patents become their natural cheice. In this respect, marginal
improvements and ipnovations, without any substantive inventive step,
become the subject matter of patent claims,

In his work “Truth about Drug Companies — How they deceive us and What
to do about it”, Mr.Marcia Angell, M.D., former Editor in Chief of the New
England Journal of Medicine, says thus:

“Once upon a time, drug companies promoted drugs to treat diseases. Now it
is often the opposite. They promote diseases to fit their drugs. Nearly
everyone experiences heartbuin from time to time. The remedy used to be a
glass of milk or an over the counter antacid to relieve the symptoms. But
now heartbum is called “acid reflux disease™ or “gastroesophageal reflux
disease” and marketed, along with the drugs to treat it, as a harbinger of
seriotis esophageal disease — which it usually is not. As a result, in 2002,
Prilosec was the third best selling drug in the world (Nexium had not yet had
a chance to replace it) and its competitor Prevacid was seventh.”
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Such is the case of exploitation of people by the diug companies, and in this
they will stoop to any level.

While there is no doubt that patent system is the best way to encourage
inventions, India recognized as early as in 1970 that it was equally necessary
to provide safeguards against possible abuses of the systern. Thus in 2005,
while adopting patent reforms to respond to the obligations under TRIPS,
India was conscious of the need to continue the balance between public
interest needs and providing a sound system of Intellectual Propeity
Protection, in accordance with international norms and standards.

A significant step taken by India is the introduction of a provision as in
section 3(d) in the Patents Amendment Act to curb and counter the
practice of “ever greening of patents” (or percnnial patenting whereby
the product is secured legal protection even after patent expiry) by
refusing to recognize such claims, and explicitly restricting the scope of
patentability only to “new inventions” — i.e 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(1)(1)].

The amended provision in section 3(d) has worked effectively in preventing
the grant of patent to Novartis in respact of a cancer drug GLIVEC (where
the main patent is to expire soon), which was found to be a case of attempted
ever greening of patent. Movartis not only appealed against the decision of
the Patent Office, but also challenged the validity of the amendment law,
While admitting the appeal to be heard by Intellectual Property Appellate
Board, the court rejected the plaintiff's argument about the validity of the
amended law or that ther= should be guidelines to guide the Controller.

Dr.Mashelkar Committee’s findings:

The report submitted by the Technical Group headed by Dr.Mashelkar, to
study the two issues concerning section 3(d) and scope of patentability,
came in for severe oriticism and as a pational shame and embarrassment,
because the report was found (o have reproduced portions of a UK based
report on patents in favour of multinationals. At the request of embarrassed
Mashelkar, the eport was l_rea'i;ed as withclma-m, annd there wvine parcistent
demand from all sides that he shall not be allowed to rewrite the report. In
any case, the report is not worth the paper on which it is written and needs to
be confined to the record room.

-4
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In the intervening time, the issues referred to the Comumiftee have got
resolved by themselves to a large extent through judicial process in the
Novartis case and many countries in the world adopting the provisions of the
Indian law. The same subject has received judicial notice in the US Supremie
Court which has advocated redefining ‘obviousness’ to prevent grant of
{rivolous patents in the US. The seriousness of ‘bad patents’ is felt so
strongly in the US, there is a uniform approach in that country at all the three
Jevels, namely, legislature, judiciary and the executive. '

This is exactly what has been donc by the Parliament in India in the recent
enactment through the Patents Amendment Act of 2005,

Does Govt. of India now plan to nullify Parliament’s law?

Mashelkar panel’s report is now a dead isswe. Still strangely, the
Government is reported to be using the very same report and is
reported to have ‘accepted’ the panel’'s key recommendation to
encourage “incremental innovation.” What is incremental innovation?
It is a term unheard of in the history of Patent law anywhere in the
world; neither it is used in the TRIPS text nor in the Paris Convention.
The only criteria for patentability are those referred to above, viz.
novelty, inventive step aud industrial applicability. The Patents Act
clearly defines all these and other relevant expressions comprehensively

in Section 2. Further the law explicitly elucidates what are not regarded
as inventions within the meaning of the Act.

According to Mashelkar report, it appears  that ‘incremental
innovations’ are sequential developments that build on the original
patented product and may be of tremendous valye in a country like
India’. In other words, such inventions are more in the nature of an
improvement or modification of an invenfion disclosed in the main
invention. If that is so, section 3(d) is not an obstacle. Indeed, the
existing Act already contains pravision for protecting such inventions
by means of ‘Patents of addition’, under scction 54. Are the MNCs
unaware of the law? But they would not wish to talk about it, because
that will not enable them to perpetuate the monopoly position,’which is
their basic objective. Section 55 cuacts that the life of patent of addition
will be equal to that of the patent for the main invention, or so much

-5.
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thereof as has not expired. Such an explicit law does not serve their
purpose.

Another seriously disturbhing news is that, the Gevernment ls‘worm.ng to

- oul i understand what ‘constitutes
evolve norms to guide patent examiners ! . 3 that
enhancement of the known efficacy of a su_bstance , on t.he grou , a.r '
without such guidelines in place most ‘incremental mven‘uons :
unlikely to be accepted for patents by the patent office. With sec l()ﬂf
3(d) in place in the statute book, how can the Government ever think 0
evolving norms and guidelines for Patent examiners to allow patents in
respect of claims for patents, which are clearly not allowable [rather
forbidden] under the law, and thus actively subvert the law passed by
Parliament? Indeed the Madras High Court rejected the plea of
Novartis for giving guidelines to patent examiners on section 3(d).
Patent examiners are required to discharge their functions in
accordance with the law as contained in the Patents Act and in the light

of judicial interpretations from time to time. The Controller and other
officers are bound by judicial rulings.

It is not a question whether the so-called ‘incremental invention’ is
important or not, but whether it could come within the prescribed
patentability criteria. In any case, the only course through which such
protection, if at all, should be made available [for ‘improvements to the

main invention’] is by grant of ‘patent of addition’, as provided under
section 54 and certainly not as an independent patent.

Patent Manual:

The Patent Office, which is reported to bé worldng on publiching a Manual
of Procedure for the administration of Patents Adt, should refrain from
giving or set down any authentic guidelines about the interpretation of the
provisions of law, which js exclusively within the domain of the judiciary,
So the Manual at best can state the law as laid down by the Court in a given
case, so that the law is lefi to be cvalved in its mvn course. Such a Manual is
for the purpose of ensuring uniformity of praciice among the examiners and
other officers exercising the functions of Controller. Its purpose is not to
supplement the law or become a subordinate legislation in the nature of rules
made by the Central Government under powars of delegated legislation. The
distinction must be clearly respected in the production of Manual of
Procedure. 1t should thus be modelled on what the Patent Office had been

-6-
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having for over a century titled as ‘Patent Office Handbool:’, updated
through revised editions {rom time to time.

Appeal to Government and Parliament:

The amended provision of the law in section 3( d} has received jugh'c.lal
approval as of now. There is no doubt that the law will stand the; test oi.‘t»xme
as it does not transgress TRIPS and is within the framework of intzrnational
norms. It is, theref:)re, that several countries are adopting the Indian model
in their patent legislations. Indeed, as Government i3 aware, even the US has
woken up to realities after being flooded with bad patents, and through
judicial interventions urging US Government to take measures o redefine
‘obviousness’ and to prevent the trend of perennial patenting, by misusing
patents law.

The MNCs in the drug industry would continye to exert pressurs, throngh all
the means available to them, on the Indian Government to scrap the
provision in section 3(d), or at least subvert it in a way that suits the MNCs
through the so called ‘guidelines’ which they advocate (and which have been
rejected by the High Court). It must be resisted at all costs, in the interest of
public and jn the interest of Jevelopment of a sound system of pafent
protection in India. The purpose and scope of Section 3(d) is to deny patents
in respact of inventjons which laclk substantiva novelty and patentability,
which is the core of the statute. _ -

For securing due legal protection to improvements in inventions already
patented, for what they call as ‘incremental inventions’. the proviginns
alread;,' available in the Patents Act, vide section 54, should only be uséd
For this purpose, no dilution of law in section 3(d) is called for. o

With Kindest Regacds,

Yours since;ely,

VR Vi le

(VR KRISHNA IYER)



