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Dear Sirs,

thank you very much for the possibility to comment on tha
LDraft Manual of Patent Practice ard Procedura®,

Pleasa find énclosed our comments.

We hope that cur statemernis can be considered and remain
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Draft Manual of Patent Practice and Procedure (3™ Edition)

Introduction

These comments are provided on behalf of companies involvad in the discovery
and introduction of new research based madicines and who are commiitted to a
balariced and fair patent systzm. The coraments follow from a detallzd raview of
the draft Manual by individuzl patent practitionzrs in thirtzen diffzrent companizs,

General comments

The production of 2 revised edition of tha Manual of Fatert Practice and Procaedura
(MFFF) is very much welcomsad to providz up to date guidance to the public and
users of the patent system as wzll 35 to the officers of the indian Patent Offize
administering patent procedures. This 15 all the more neczssary following the
recznt changas to the law and rulas governing pakents in'India which have
introduced new provisions anplying particutarly to pharmaczutical and chemical
inventions. The revized adition of the MPPP gozs part way to clarifying things but
does not succzed in 3 number of imporiant areas. Tt is well undzrstood that tha
MPFPP is intended for guidance =nd has not the force of law. However itis in the
public interast for this guidance to be az clzar as possible without baing
preszriptive.  Unfortunately the current draft does not yek aclieve this as is
pointad it in the detailzd comments balow,

The new edition is almaost double the size of the pravious sdition. However much
of the bulk is taken up by the reprinting of the applicablz amendad sections from
the patent law and rules. It is certainly helpful to se2e this material in the MPPP
but it would be miuch batter coneclidated in one place as a s=parate sppeandix o
that s olzar what is guidance on practice and procedure and what I law and
regulation.

The axclusion from patentability of certain chemizal invantions fallzwing the
intrgduciicn of Saction 3(d) inte tha patent law has nroducad considerablz
uncartainty and litlgation, for evarmnpls, the Glivec cas=2, Unfortunztzly the current
draft MPPP as yat providzs little lerification and seems o confuz: the establizhad
natantabijlity rrij;%ria of.noustheand unbyipRsnacs gt tha reaiigrons

preconditions for obtaining rmarketing authorization.

It is understoad that Saciion 3 was intendad to sat sut limited exceptionz to
patantability rathier than eliminating whole classes of invention by an ovar-broad
interpretation of "derivative” and an ovar-narrow nbzrpratation of “afficacy” as
this would have bazn discriminatory acainst chamical/pharmaczutical Inventions
and contrary to TRIPs.

Chapter 4 of the MFPP lists semie “evamples” of new forms which are excluded
from patentabllity under Section 3 (pagas 57-61). Mast are what we understand
the Zzction was drafizd to cover 2.g., 1somers, stereg-izomers, polymarphs,
purificd substznces, and parhaps even matabolites of bnown compounds.
Howevzr, the othar twa “erzmplas” listed, homologuzs and pro-druas, should not
ba includad since they are not mentioned anywhere in exhaustiva list of
e@xziusions spzcifizd in Section 5. Tt may be partinznt b discuss inventive step
requirements of homelogues and pro-drugs sisewhere in the MPPP but not in the
cofitet of the ercliusicns undasr Saction 3,

We balieve that the sectlons dealing with “efficacy” (4.5.4 - 1.5.6) nee
significant amendrmznt. Efficacy is a concept whith relates to th2 regulatcry
pracess governing the markating authaorization of drug produsts, Far this
ragulatory purpose, afficacy is normally astablishzd in clinical studizs in human
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patients. A drug product which obtains martating authorization is acknowledged
to be safe and efiicacious. By contrast, patents are granted in patent offices in
most countrizs for pharmacologically active substances basad on data showing an
gffect in models that arz thought to be pradictive for disorders rather than on tha
basis of clinical studies.

Equally the apparznt requireamant In szction £.5.4 that the comparison with
regard to efficacy rust be mads st the date of filing or priority is completaly
impractical, If it ware to be the case than it would require “black bos” applicants
to have anticipatad the 30d) amendment in the 2005 Act and to havs camied out
appropriate comparative =fficacy studies even before they filed tha orlginal
priority zstabliziting applications.

In all patzant systems around the world, a distinction is made betwean data that
must Be providad in thz patent Fling and data that can bz deliverad later during
the examination process. Data that must be Included on filing in most countries
is such data that enables the person skiflad in the 2rt £ put the invention into
practice. For Instance, if & new chzmical compound i involved, the applicant has
to describe how to cbtain this new chamical compound. The ether typ2 of data
pertinent to patent a<amination is data showing that the slaimead invention is
invantive compared to the closest prior art. Such dates can always be provided by
the applicant during examination. Howaver the Exeminer narmally has first to
dzcide what bind of dats is required to show an inventive stap, Only after this
decizion Is tzhen, is the applicant required o deliver the data,

Detailed Comments

Thzez are provided in good faith in the attachad tabiz ta assist the IPQ in
improving the valuz of the MPFP, Howsver it shauld not be assumed thst tha
research based pharmassutical industry necessarily supports the interpretation of
the law and regulstions ifi any of the commentary in ths MPPP o that no
comment iImplies agreament with what i3 stated in the MPPP.
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