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The Need for Transparency

• In the developing country context, to assess patent quality there
first needs to be transparent patent publication, examination and
grant systems.

• This requires searchable electronic patent office databases that
provide free access to complete patent specifications for
examined and granted patents, including examination file
wrappers/file histories.

• Without transparency, mechanisms such as pre/post grant
opposition(or observations/opinions) to aid patent quality cannot
work effectively.



The Need for Transparency

• India operates a pre-grant and post opposition system but the
lack of transparency and access to patent information from the
patent office hinders its effectiveness for several reasons:

1. The Patent Office does not provide a searchable electronic
patent database, but only PDF files of individual published
applications for opposition or grant.

2. The publications only provide basic details of the application
or granted  patent and not the full specification. Often, even the
basic data is missing e.g priority data.



The Need for Transparency

 

Patent Publication from Indian Patent Office Journal 21.01.05



The Need for Transparency

Extract of Granted Patents from Indian Patent Office Journal 23.12.2005



The Need for Transparency

• Intervention by Prof. Bhaven Sampat of Columbia University and Patrick Crosby
of XB Labs (with assistance from Ford Foundation) to create a searchable
database, BIG PATENTS INDIA http://india.bigpatents.org/.



The Need for Transparency

3. Copies of the patent specifications and information on the status
of applications have to be requested from the patent office on
payment of a fee.

4. Examination reports of examiners are not open to public
inspection or publication unless court specifies the need for
legal proceedings (s144 - Indian Patents (Amendment) Act
2005).



Improving Pharmaceutical Patent Quality

• Creating patentability standards that consider pharmaceutical industry
practices/techniques for extending patent life of known substances as
not being inventive/obvious e.g section 3d Indian Patents Act lists the
various substances/forms of a known substance e.g salts, esters,
polymorphs, isomers as not being inventions without showing a
significant difference in properties re efficacy.

• E.g Lopinavir crystalline forms (European Application No. 01924250)
claiming greater than 90% purity. Abbott Laboratories argued that there
could be no reasonable expectation of success for obtaining the
crystalline forms. The application was rejected on the ground that it
lacked inventive step/unexpected advantages over Abbott’s earlier
patent for the amorphous form.



Improving Pharmaceutical Patent Quality

• Guidelines on pharmaceutical patenting practices to assist examiners
in patent offices (e.g Prof. Carlos Correa - Guidelines for the
Examination of Pharmaceutical Patents - (ICTSD/WHO).

• The need for examiners to have access to key databases and
resources in order to carry out effective examination.

• Strengthen the International Preliminary Examination Report (IPER)
mechanism for applications filed under the Patent Cooperation Treaty
so as to reduce burden on developing country offices with no
examination capability and deter applicants pursuing weak patent
applications. This could involve WIPO accepting third party
submissions E.g Morocco and South Africa may only rely on IPER’s.



Improving Pharmaceutical Patent Quality

• Pre Grant Opposition mechanisms can assist under-resourced
examiners and strengthen examination by allowing third parties
to submit evidence. Makes the patent system more ‘democratic’.

• E.g. Examination reports for Tenofovir Disoproxil Fumarate at
the PCT level, European Patent Office and USPTO failed to cite
key prior art literature relating to salt selection practices e.g. P.
Gould - Salt Selection for Basic Drugs, International Journal of
Pharmaceutics (1986)). See also recent case Pfizer Inc. v
Apotex (CAFC), 2007 relating to the drug Norvasc®.



Improving Pharmaceutical Patent Quality

• Predicate patent terms on patent quality, e.g. X years for new
inventions such as new chemical entities, X-Y for incremental
modifications demonstrating therapeutic benefit.

• “Reverse damages”: award penalties against a patent holder
whose patent is successfully opposed or subsequently
invalidated and which has kept competitors off the market  E.g.
Pfizer v Apotex. This could deter applicant’s from making
applications for non-meritorious patents that impact the cost of
access to medicines. Also creates a ‘shared burden’ between
the Applicant, patent office and courts.



THANK YOU


