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I n the era of globalisation, there is a 
constant technological race especially 
i n  t he  f i e l d  o f  pha rmaceu t i ca l s  t o 

develop new/improvised drugs. Due to 
this, pharmaceutical companies are making 
huge investments on R&D and hence, it 
is imperative to protect the Intel lectual 
Proper ty  ( IP)  assoc ia ted  there in  and 
obtain returns by its commercialisation. 
Accord ing ly,  i t  i s  no surpr ise  that  IP, 
p a r t i c u l a r l y  p a t e n t s  h a v e  b e c o m e 
important in framing legal strategies for 
pharmaceutical companies, right from the 
commencement of research till the expiry 
of patents. Frequently,  pharmaceutical 
companies strategise on procuring and 
enforcing their patents, however, such 
s t ra teg ies are not  focused on how to 
maintain their patents when challenged 
for validity. On the other hand, economic 
l iberalisation has seeded a competit ive 
marke t  p ressu r i s i ng  t he  compe t i t o r s 
to come out with generic or biosimi lar 
versions for which suitable strategies have 
to be formulated1. 

The exclusive monopol ist ic r ights over 
an invention granted to pharmaceutical 
companies under the existing Indian Patent 
Regime are affected by issues such as 
restrictions during procurement of patents, 
lack of presumption of val id i ty,  use of 
patents under “Bolar Provision” and so on. 

Restrictions for procurement of patents 
c o m e  b y  w a y  o f  i s s u e s  r e l a t i n g  t o 
patentable inventions, lack of enablement 
and pre-grant opposition by third parties.  
It  is pertinent to mention here that the 
recently proposed guidelines by Indian 
Patent Office for examining pharmaceutical 
applications recommend enablement for 
al l  the groups claimed under “Markush 
Structure”.  The guidel ine wi th respect 
to enablement for al l  the groups under 
“Markush Structure” is unique in the sense 
that other jurisdictions accept enablement 
for some of the groups while Indian Patent 

Pharmaceutical industry currently 
has an evolving IPR strategy 
requiring a better focus and 
approach in the coming era. This 
article chalks out the evolving role 
of IPR in framing legal strategies for 
pharmaceutical industry.

Office suggests enablement for al l  the 
groups. Though these guidel ines have 
not come into force and there may be a 
debate on this aspect, it is still better to 
consider these guidelines while drafting 
the application. 

In addition to lack of enablement, it is seen 
that presently most patent applications 
in the f ie ld of  pharmaceut icals do not 
comply with requirements of “enhanced 
therapeutic efficacy” under section 3(d) 
of Indian Patents Act, 1970. Often, while 
filing application for patent on an invention, 
enhanced efficacy data is misconstrued 
as the activity data of the compound so 
claimed. Per contra, enhanced eff icacy 
data  would  mean a comparat ive  data 
demonstrating enhanced efficacy of the 
compound so claimed over closest known 
compounds. Such misinterpretation has 
resul ted in reject ion of  several  patent 
app l i ca t ions  in  Ind ia .  A l though  o ther 
countries do not have such an express 
provision, they do conduct examination 
and raise objections under inventiveness 
as it is sometimes raised under section 
3(d). Lack of enhanced efficacy data not 
only affects the patents from being granted 
by the patent offices, but also allows third 
party to f i le pre-grant opposit ion. Such 
rigorous process during prosecution and 
a r ight  g iven to th i rd par ty  to oppose 
g r a n t  p u t s  e v e r g r e e n i n g  o f  p a t e n t s 
under scrutiny. 

Even if a third party loses out on filing a 
pre-grant opposition, options to invalidate 
a granted patent are avai lable by way 
of post-grant opposition or revocation of 
patent. Yet again, these provisions act as a 
check on evergreening of patents amongst 
other legislative framework. On the other 
hand, patentee can institute infringement 
act ion against  the inf r inger to protect 
and safeguard the interest in the patent, 
thus preventing anyone from practicing 
patentee’s invention for commercial gains.  
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During proceedings such as opposition, 
revocation or infringement, the strategy 
lies in providing appropriate information 
that would support and strengthen the 
stand taken by concerned part ies. For 
example: A patent is said to be infringed 
on the grounds that  the patentee has 
monopoly over a par t icu lar  compound 
A. The patentee ident i f ied that a third 
party is infringing the patent by sell ing 
salt Y of the compound A. It was found 
dur ing proceedings that  the patentee 
had filed another application for salt Y of 
the compound A which was abandoned 
la ter.  The defendant  argued that  i t  is 
impera t i ve  f rom these  fac ts  tha t  t he 
plaintiff (patentee) themselves considered 
compound A and salt Y of compound A to 
be different from one another. Such being 
the case, the patent covering compound 
A cannot be said to be infringed by the 
defendants product - salt Y of compound 
A, even though the patent claims relate 
to pharmaceutically acceptable salts of 
compound A.  The Hon’b le  Delh i  H igh 
Court held that the plaintiff ought to have 
shown the defendant’s product remained 
equivalent to compound A to establ ish 
prima facie case of infr ingement2.  The 
decision was appealed and the order is 
yet to be passed in this case. It appears 
that the case would have been in favour 
o f  the  pa ten tee  i f  t he  ac t i v i t y  o f  the 
compound A and  i t s  sa l t  fo rm Y was 
shown as equivalent. Even though such 
proof could be furnished at the appeal 
stage, the issue could have been resolved 
in the prel iminary stage i tself  i f  i t  was 
proved. Another important factor to be 
considered based on this case is to decide 
on the need for fi l ing independent patent 
applications for related subject-matter as 
such fil ings have a bearing on the parent 
application at a later date.  One probable 
opt ion that  pharmaceut ical  companies 
can consider in such situation is to file a 
divisional application/patent of addit ion 
depending on case to case basis rather 
than fil ing an independent application for 
related subject-matter. 

Having said the above, there are certain 
provisions in the law which al low third 
party to use patent granted to the patentee. 
One such provision relates to compulsory 
licensing, wherein any person interested 
may request for issuance of an involuntary 
l i cence to  p rac t ice  a  g ran ted  pa ten t , 
subject to certain condit ions - meeting 
reasonable requirement of public such as 
accessibility and affordability, in addition to 
working of the patented invention in India. 
IPAB has held that the term “Worked” has 
a flexible meaning based on the specific 
facts3 . If the working of the invention is 
not feasible, the onus lies with the patentee 
to prove as to how the working was not 
feasible without merely making a statement 
to this extent. 

Another provision under which a patent can 
be used by third party is “Bolar Provision” 

which is present in legislative framework 
of  many countr ies.  Bolar  Prov is ion is 
a  spec i f i c  enab lement  towards  us ing 
the patent without authorisat ion of the 
patentee for  the purpose of  research, 
development and to obtain approval from 
regu la tory  author i ty.  Ind ia  has added 
one extra element to this Bolar Provision 
which enables a person to even sell the 
patented product. The legislative intent 
incorporating this element to the existing 
known Bo lar  Prov is ion  shou ld  not  be 
misinterpreted to state that any person can 
sell/manufacture the drug on a commercial 
scale. It has to be interpreted in a manner 
which is necessary for procuring approvals 
from various quarters of the Government. 

Hence,  Ind ian Bolar  Prov is ion has to 
be interpreted to state that any person 
can  use /manufac tu re /se l l  / impor t  the 

Bolar Provision is a specific enablement towards using 
the patent without authorisation of the patentee for 
the purpose of research, development and to obtain 
approval from regulatory authority.

patented drug so le ly  fo r  the  purpose 
of  research and development  and for 
t he  pu rpose  o f  p rocu r i ng  r egu la to r y 
approvals. Any misuse of this provision 
would be construed as infringement and 
necessary act ion can be inst i tuted by 
the patentee. 

General ly,  the regulat ions in obtaining 
approval under Bolar Provision or after the 
expiry of the patent is simpler for generic 
drugs compared to biosimilars owing to 
the differences in the process by which 
the patented drug and biosimi lars are 
produced. Thus, it is necessary to furnish 
clinical trial data for biosimilar versions 
while seeking approval from a regulatory 
authority. Though the regulatory aspect is 
not binding on Indian Patent Provisions for 
approving a patented drug, pharmaceutical 
companies are bound by such provisions 
fo r  no t  se l l ing  the  approved drug fo r 

commercial purposes until the expiry of the 
patent owing to the issues of infringement.
In conclusion, framing right legal strategies 
b a s e d  o n  t h e  p r o v i s i o n s  a v a i l a b l e 
within the Indian legal framework would 
h e l p  p h a r m a c e u t i c a l  c o m p a n i e s  i n 
addressing issues relating to procurement, 
enforcement and commercial isat ion of 
patents. Such strategies would lessen the 
challenges even if one cannot avoid the 
issues completely. 
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