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STATEMENT OF CASE OF THE OPPONENTS 
 

 
 
 
1. The Opponents are: the Delhi Network of Positive People (DNP+), a community 

based non-profit organisation representing the needs of people living with 

HIV/AIDS (“PLHAs”) and Hepatitis C (HCV), registered as a Trust under 

Registration No. 8525, Additional Book No. 1423/1-23 IV Sub Registrar, New 

Delhi, with its registered address at Flat no. A1-5, Property 141 Gali No. 3, Harijan 
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Colony, Neb Sarai, New Delhi, 110068 and the Initiative for Medicines, Access & 

Knowledge (I-MAK), Inc, a not-for-profit public service organisation comprising 

lawyers and scientists working to protect the public domain against undeserved 

patents to ensure they do not act as a barrier to research and restrict public access 

to affordable medicines, having its registered address at 16192 Coastal Highway, 

Lewes, Delaware, 19958-9776, U.S.A. The Opponents make the following 

representation under Section 25(1) of the Act in opposing the grant of patent for the 

application indicated in the cause title.  

 
2. ANALYSIS OF THE APPLICANT’S SPECIFICATION 

 
2.1 The Patent Application No. 4351/DELNP/2013 (‘4351) titled ‘Condensed 

Imidazolylimidazoles as Antiviral Compounds’was filed in India on  May 15, 2013 by 

Gilead Sciences, Inc. ‘4351 is a national phase application stemming from PCT 

Application No. PCT/US2012/065681 (WO 2013/075029), published on May 23, 

2013. PCT Application No. PCT/US2012/065681 claims priority from United States 

patent application 61/560,654 filed on November 16, 2011. ‘4351 was published in the 

Official Journal of the Patent Office, Journal No. 25/2016 on June17, 2016 in 

accordance under Section 11A of the Patents Act.  A copy of the Journal publication is 

attached as Exhibit 1.  

 

2.2  The request for examination for ‘4351 was filed on February 11, 2015 under 

Section 11B of the Act & Rule 24B (1) (i) of the Rules. Based on the information 

provided by the Patent Office, ‘4351 is currently under examination. 

Accordingly, under Section 25(1) of the Act read with Rule 55(1), any person may file 

a representation by way of opposition at the appropriate office before the grant of a 

patent. The Opponents submit the present opposition and supporting evidence to ‘4351 

based on the grounds set out below and request a hearing before this matter is finally 

decided.  

 
3. BACKGROUND TO ‘4351 

 
3.1  The Hepatitis C virus (HCV) presents a serious global health problem. The virus 

is transmitted through direct contact with an infected persons blood. Persons with 
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needle-stick injury, health care workers with exposure to blood/blood products, 

transfusion/blood product recipients, organ transplant recipients and intravenous drug 

users are some of the populations at risk from HCV. According to the World Health 

Organization, over 80 million people have chronic HCV infection and are likely to 

develop liver cancer and/or cirrhosis. The best estimates available show India alone has 

an estimated 6 million people who are chronically infected with HCV, with 96,000 

deaths annually due to the infection. India is also home to 2.1 million people living with 

HIV (PLHIV) and applying the global co-infection rate of 2.4% implies that 

approximately 50,400 people in this community may be co-infected with HCV. 

 

Given the public health crisis around HCV, it is imperative that people living with HCV 

are able to access the latest and most effective treatments without unmerited patents 

standing in the way. Undeserved patents of the nature applied for in ‘4351 affords a 

company, such as the Applicant, artificial exclusive rights, which then allows it to price 

a medicine beyond the reach of not only Indian patients, but also many in need in other 

developing and even developed countries. The Applicant also strategically uses such 

unmerited patents in its licensing programme in India in order to manage the generic 

competition and further delay legitimate open competition. By managing the 

competition the Applicant is able to control the market in India but also in other 

countries where competitors may otherwise have been able to sell the medicine at more 

affordable prices. 

 

4.  CLAIMS COVERED BY ‘4351 

 
4.1  ‘4351 claims the compound methyl {(2S)-1-[(2S, 5S)-2-(9-{2-[(2S, 4S)-1{(2R)-2-

[(methoxycarbonyl)amino]-2-pheylacetyl]}-4(methoxymetyl)pyrrolidin-2-yl]-1-

imidazol-5-yl}-1,11-dihydroisochromeno[4’,3’:6,7]naphto[1,2 d]imidazole-2-yl)-5-

methylpyrrolidin-1-yl]-3-methyl-1-oxobutan-2-yl}carabamate and pharmaceutical 

compositions thereof. 

 

4.2 The compound claimed in ‘4351 is known as velpatasvir (formerly known as GS-

5816), which is a selective hepatitis C virus NS5A inhibitor; velpatasvir is represented 

by the following formula: 
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4.3  Velpatasvir can be described as being comprised of a central core consisting of a 

dihydroisochromeno-naphto-imidazolyl group fused to an imidazole (see blue marking 

above), to which are appended two peptide-type side chains (see green markings), the 

latter being substituted by a methyl group (see red marking on the right) and a 

methoxymethyl group (see red marking on the left). 

 

4.4  According to documents made available on the Patent Office website, the initial 

filing of ‘4351 on May 15, 2013 comprised  42 claims. On the same day, the Applicant 

submitted a more specific set of claims reducing the number of claims to 6 claims, 

which is attached as Exhibit 2. The Opponents believe that it is the set of claims as set 

out in Exhibit 2 that the Applicant wishes to be examined and accordingly sets out its 

grounds of opposition against the same. However, should the Applicant amend any of 

its claims during examination, the Opponents reserve their right to modify the present 

Opposition accordingly at that stage and/ or file a supplementary Opposition.  

 

4.5 The current set of claims for ‘4351 as set out in Exhibit 2 may be summarised as 

follows: 

 
1. Claim 1 covers a compound of formula: 

 
 

or a pharmaceutically acceptable salt thereof. 
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2. Claim 2 is dependent on Claim 1 and covers a pharmaceutical composition 

comprising the compound of claim 1 and a pharmaceutically acceptable carrier. 

 

3.  Claim 3 is dependent on Claim 2 and covers a pharmaceutical composition of claim 

2, further comprising a NS5B polymerase inhibitor. 

 

4.  Claim 4 covers a compound of formula: 

 

. 

 
5. Claim 5 is dependent on Claim 4 and covers a pharmaceutical composition 

comprising the compound of claim 4 and a pharmaceutically acceptable carrier. 

 

6. Claim 6 is dependent on claim 5 and covers a pharmaceutical composition of claim 

5, further comprising a NS5B polymerase inhibitor. 

 
 

5. GROUNDS OF OPPOSITION 

 

5.1  Based on the claims set out above, the Opponents believe that Claims 1-6 of ‘4351 

are not patentable under the following grounds of  Section 25(1) of the Act: 

 

a. Section 25 (1) (b): Anticipation 

 

That the invention so far as claimed in any claim of the complete specification has been 

published before the priority date of the claim. 

 

b.  Section 25(1)(e): Obviousness/Lack of inventive step 
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That the invention so far as claimed in any claim of the complete specification is 

obvious and clearly does not involve any inventive step having regard to the matter 

published as mentioned in clause (b) or having regard to what was used in India before 

the priority date of the applicant’s claim. 

 

c. Section 25(1)(f) –Not an invention/Not Patentable 

 

That the subject of any claim of the complete specification is not an invention within 

the meaning of this Act, or is not patentable under this Act, in particular under sections 

3(d).  

 

6. PRIOR ART REFERENCES 

 

The Opponents rely on the following prior art references for the purpose of this 

opposition: 

 

a. WO2012/068234 (WO‘234), titled “Antiviral compounds”, Published  May 24, 

2012,Gilead Sciences marked as D1. 

 

b. WO2010/132601 (WO ‘601), titled “Antiviral compounds”, Published November 

18, 2010, Gilead Sciences marked as D2.  

 

c. WO 2010/111534 (WO ‘534), titled “Fused ring inhibitors of Hepatitis C”, 

Published September 30, 2010, Presidio Pharmaceuticals Inc, marked as D3. 

 

d. WO 2005/082880 (WO ‘880), titled “Dibenzo chromene derivatives abd their use 

as ERβ selective ligands”, Published September 09, 2005, Wyeth, marked as D4. 

 

e. WO 2009/102325 (‘325), titled “Imidazolyl biphenyl derivatives as hepatitis C 

inhibitors”, Published August 20, 2009, Bristol Myers Squibb company, marked 

as D5.  

 

7. DETAILED GROUNDS  
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7.1 GROUND I 

 

Claims 1 to 6 of ‘4351 are not new, lack novelty, are anticipated by prior 

publication and therefore should be rejected under Section 25(1) (b) and 2(1)(l) of 

the Patents Act 

 

7.1.1  Section 2(1) (l) states that a new invention means any invention or technology 

which has not been anticipated by publication in any document or used in the country 

or elsewhere in the world before the date of filing of the patent application with the 

complete specification i.e. the subject matter has not fallen in the public domain or that 

it does not form part of the state of the art. One of the grounds for filing a pre-grant 

opposition under Section 25 (1) (b) is that the invention so far as claimed in any claim 

of the complete specification has been published before the priority date of the claim in 

any specification filed in pursuance of an application for a patent made in India or 

elsewhere in any other document. Thus, if one or more claims of a patent application 

are published prior to the priority date of the application, the said claims are considered 

in law to lack novelty, on the account of anticipation by a prior publication, and must 

be rejected. 

 

7.1.2  “Newness” or Novelty is to be determined by comparing the claims of a patent 

application to the disclosures in the prior art, read in light of the general knowledge 

available to the person skilled in the art. Based on these requirements, it is submitted 

that Claims 1 to 6 of ‘4351 are unpatentable under Sections 25(1)(b) of the Act. 

 
7.1.3 WO2012/068234 (WO‘234), titled “Antiviral compounds”, Published  May 

24, 2012,Gilead Sciences marked as D1. 

 

(a) Claims 1 to 6 are not patentable under Section 25(1)(b) as they have been 

published before the priority date of ‘4351. The Opponents would first like to draw the 

Controller’s attention to WO ‘234 published on May 24, 2012. D1 relates to anti-viral 

compounds and compositions useful in HCV infections. D1 Specifically, discloses 

velpatasvir as Example PY on page 1100. A description of its synthesis can be found 

on page 1101 of D1, and a description of its biological activity in the HCV replicon 

assay can be found on page 1286, compound 599. 
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(b) ‘4351 derives from international application number PCT/US2012/065681 

(published as WO2013/075029 (WO ‘029)), attached as Exhibit 3, in the name of 

Gilead Sciences, Inc and claims priority from US provisional application 61/560,654  

(US ‘654), attached as Exhibit 4, filed on 16 November 2011. 

 
(c)  The Opponents recognise that D1 was published after the priority date claimed 

for ‘4351. However, as discussed below, the Opponents contend that the priority claim 

for ‘4351 is not valid. As such, D1 amounts to prior published art for the purpose of 

section 25(1)(b). 

 

(d) Specifically, the transfer of the priority right from the inventor John O. Link, in 

the name of whom the US ‘654 priority application (Exhibit 3) was filed, by Gilead 

Sciences, Inc., which filed the international application WO ‘029 by claiming the 

priority of the provisional filing, is not a legitimate transfer entitling the Applicant to 

claim priority to the ‘654 priority application for ‘4351. 

 
(e) The assignment of the right to claim priority from the US ‘654 priority 

application is attached as Exhibit 5. This assignment was executed before the end of 

the priority period and expressly mentions the assignment of the priority right. 

However, John O Link, as the sole assignor, only executed the assignment document. 

This creates two bases for rendering the assignment and, therefore, the priority claim 

to US ‘654 invalid. 

 
(f)  First, for an assignment to be valid under Section 67 of the Act, both the 

assignor and the assignee must execute the assignment. Indeed, Section 67 of the Act 

clearly states that: “An assignment of a patent…. shall not be valid unless the same 

were in writing and the agreement between the parties concerned is reduced to the 

form of a document embodying all the terms and conditions governing their rights and 

duly executed”. The assignment of the US ‘654 priority application is not executed by 

the assignee (Gilead Sciences, Inc) and, therefore, is invalid as a basis for claiming 

priority for the purpose of ‘4351. 
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(g)  Second, all the inventors who had a share in the right of priority did not transfer 

this right to Gilead Sciences, Inc. Therefore, the Applicant was not in possession of the 

full priority right at the time of filing WO ‘029. 

 
(h) Indeed, the US ‘654 provisional application was only filed in the name of John 

O. Link and not all the inventors of the invention. This is apparent from the subsequent 

filing of WO ‘029, which lists 10 additional inventors. This conclusion is also apparent 

from U.S. patents that claim the benefit of the US ‘654 priority application in order to 

claim velpatasvir (for example, US 8,575,135). These related patents list 10 inventors 

in addition to John O. Link. Although not mentioned as inventors and applicants in the 

US‘654 application, these inventors nevertheless commonly owned the invention 

described therein, in particular as regards velpatasvir, as well as the priority right arising 

therefrom. Accordingly, in the absence of an assignment of the right to claim priority 

from these 10 other inventors, it must be concluded that no such transfer had occurred 

at the time the WO ‘029 application was filed. 

 
(i) Therefore, for these reasons, ‘4351 is not entitled to claim priority from the US 

‘654 priority application. As a result the WO ‘234 application should be considered as 

a prior art for the purpose of section 25(1)(b). As discussed above, the subject matter 

claimed by ‘4351 is fully disclosed in the WO ‘234 application, rendering the claims 

of  ‘4351 invalid.  

 

7.2 GROUND II 

 
Claims 1 to 6 are obvious, do not involve a technical advance and lack inventive 

step as defined under Section 2 (1) (ja) and are therefore, should be rejected under 

Sections 25(1)(e), 2(1)(j) and 2(1) (ja) of the Act. 

 

7.2.1  Section 2(1) (j) defines an “invention” as a new product or process involving an 

inventive step and capable of industrial application. Therefore, all alleged inventions, 

in order to qualify for a patent, must satisfy the criteria of inventive step. Section 2(1) 

(ja) of the Patents Act defines an inventive step as “a feature of an invention that 

involves technical advance as compared to the existing knowledge or having economic 

significance or both and that makes the invention not obvious to a person skilled in the 
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art. The requirement of inventive step, as defined in Section 2(1) (ja) encompasses two 

requirements:   

x first, the feature involved in the alleged invention ought to involve a technical 

advance as compared to the existing knowledge; and  

x second, the feature should not be obvious to the person skilled in the art.  

 

These requirements are laid down to ensure that patents, which result in a monopoly, 

are granted only for genuine inventions. 

 

7.2.3 WO2010/132601 (WO ‘601), titled “Antiviral compounds”, published 

November 18, 2010, Gilead Sciences marked as D2.  

 

(a) In the alternative and without prejudice to the grounds raised above, Claims 1 

to 6 of ‘4351 do not amount to a technical advance over prior published matter. As 

such, Claims 1 to 6 would have been obvious to one skilled in the art and lack inventive 

step.  

 

(b) Claims 1 to 6 are obvious in the light of D2 (WO ‘601). D2 was filed in the 

name of Gilead Sciences, Inc. on May 12, 2010 and was published on November 18, 

2010, before the priority claim and filing date for ‘4351. It relates to anti-viral 

compounds and compositions for the treatment of HCV.  

 

(c) In particular, D2 discloses the following compound in Example KC on page 

911: 
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(d) The compound disclosed in Example KC presents a strong structural 

resemblance with velpatasvir: a dibenzochromene-based central core (blue), an 

identical right peptide-based side chain (green) and a very similar left peptide-based 

side chain (green).  

 

(e) In addition, as disclosed on page 965 of D2, the compound disclosed in Example 

KC has a potent in vitro antiviral activity (EC50) of 0.0044 nM as measured in a Renilla 

luciferase-based HCV 1b replicon assay. This makes it one of the most active 

compounds identified in D2. Comparatively, the potency of velpatasvir in the same 

conditions is similar (EC50 = 0.009 nM) (see page 234, compound 599 in ‘4351). 

 

(f) Accordingly, the minor structural differences between Example KC of D2 and 

velpatasvir - namely (i) a phenyl group and a methoxymethyl group on the left peptide-

type side-chain in velpatasvir, (ii) a dibenzochromene core in Example KC instead of a 

dihydroisochromeno-naphto-imidazolyl in velpatasvir, and (iii) a methyl group on the 

right peptide-type side chain in velpatasvir - do not result in a technical advance as 

required by section 2(1)(ja) of the Act. 

 
(g) As such, the technical problem claimed in ‘4351 can be described as finding an 

alternative anti-HCV compound to the compound disclosed in Example KC of D2. 

Therefore, the question to be answered for the inventive step determination is whether 

Claims 1 to 6 would have been obvious to a person skilled in the art wishing to solve 

the technical problem starting from D2. The response to that question must be yes, as 

will be discussed in more detail below. This is because Claims 1 to 6 of ‘4351 (which 

cover velpatasvir) simply result from the arbitrary substitutions of chemical groups of 
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the compound disclosed in Example KC of D2 with other chemical groups known to 

be functionally equivalent in the art. 

 

(h) Furthermore, the compound disclosed in Example KD of D2 on page 913 is 

similar to the compound provided in Example KC except for the presence of phenyl 

groups instead of isopropyl groups in the peptide-type side chains. The compound in 

Example KD has an EC50 of 0.0275 nM, which is not very different from that of the 

compound in Example KC.  

 

 

 

(i) In addition, on page 973, D2 also discloses a compound (with a non-

dibenzochromene core) having a phenyl group on the left peptide-type side chain and 

an isopropyl group on the right peptide-type side chains, with a high anti-HCV potency 

(EC50 = 0.0083 nM): 

 

 

      
(j) Accordingly, it would have been obvious to one of skill in the art to substitute 

the isopropyl group of the left side-chain of the compound in Example KC with a phenyl 

group in order to yield an alternative anti-HCV compound.  

 

(k) On page 801 of D2, the compound disclosed in Example GZ closely resembles 

the compound in Example KC and presents a methoxymethyl group on the pyrrolidine 

ring of the left peptide-type side chain and a cyclopropyl group on the pyrrolidine ring 
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of the right peptide-type side chain. This compound is a potent HCV inhibitor with an 

EC50 of 0.0073 nM (see page 958 of D2). 

 

 

 

(l) Again, it would have been obvious to a person skilled in the art to substitute a 

hydrogen of the left pyrrolidine ring of the compound in Example KC with a 

methoxymethyl group in order to yield an alternative anti-HCV compound. 

 

(m) It is known from prior art that HCV NS5A inhibitors are designed to contain 

polycyclic moieties wherein the ring systems are fused or covalently attached. D2 

began with a tricyclic core (including a core which resembles velpatasvir) and 

benzimidazole portion directly attached to the tricyclic core. The only modification 

made in ‘4351 was to fuse the tricyclic core and benzimidazole portion by removal of 

the direct bond and optimization of the side arms. D2 already had many compound 

options, which encompass the structure of velpatasvir. As such, the velpatasvir as 

covered in Claims 1 to 6 of 4351 is an obvious modification.  

 

(n) Indeed, during the prosecution of D2, a large number of claims including the 

ones covering the above options were cancelled following several prior art citations. 

Interestingly, none of those prior arts specifically taught the compounds the Opponents 

have selected from D2 as discussed above. The applicant of D2, which is the same 

applicant of ‘4351, had the option of retaining the claims on the core similar to 

velpatasvir. The Applicant did not prosecute and maintain these claims. Instead, the 

Applicant filed a patent for velpatasvir a few years later. This seems to suggest the 

Applicant strategically delayed pursuing the structurally similar compounds in D2 with 

the intention of passing velpatasvir off as a “new” compound and product in order to 
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further strengthen its HCV product portfolio and evergreening strategies with respect 

to its HCV drug combinations. 

 

(o) With the structural and functional similarities described above, there is clear 

motivation for the person skilled in the art to derive a compound of the nature claimed 

in ‘4351 from the teachings of D2.  The Opponents submit that a person skilled in the 

art is not a dullard and, therefore, equipped with the teachings of D2 and looking for 

alternatives, would try and combine the substituents from D2 and in order to develop a 

compound with a reasonable expectation of success. 

 

In view of the disclosures made in D2, the Opponents believe that the slight 

modifications made to velpatasvir as covered in Claims 1 to 6 of ‘4351 would have 

been obvious to a person skilled in the art. 

 

7.2.4 Claims 1 to 6 of ‘4351 are not patentable under sections 25(1)(e), 2(1)(j) and 

2(1)(ja) of the Act in view of D2, combined with either D3 or D4, and D5 

 

(a) In the alternative and without prejudice to the arguments set out above, a 

combination of D2, with either D3 or D4, and D5 would have made it obvious to one 

skilled in the art to arrive at the compound velpatasvir and, therefore Claims 1 to 6 in 

‘4351. 

 

(b) As already described above, D2 provides compounds that have minor structural 

differences compared to the compounds claimed in ‘4351. To reiterate, these minor 

differences, which provide no technical advance over D2, are: (i) a phenyl group and a 

methoxymethyl group on the left peptide-type side-chain in Velpatasvir, (ii) a 

dibenzochromene core in the compound of Example KC in D2 instead of a 

dihydroisochromeno-naphto-imidazolyl in velpatasvir, and (iii) a methyl group on the 

right peptide-type side chain in velpatasvir. 

 
(c) One of the minor differences between the compounds claimed in ‘4351 and D2 

is the fused core, wherein the benzimidazole is fused to the rest of the tricyclic 

heterocyclic core and imidazole group. However, it would been obvious to a person 

skilled in the art searching for an alternative anti-HCV compound to that disclosed in 



17 
 

Example KC of D2 to substitute its central core using the examples disclosed in D3 

(‘534) or D4 (‘880). 

 

7.2.5  WO 2010/111534 (WO ‘534), titled “Fused ring inhibitors of Hepatitis C”, 

published September 30, 2010, Presidio Pharmaceuticals Inc, marked as D3. 

 
(a) D3 was published on  September 30, 2010 and discloses compounds useful for 

inhibiting HCV, particularly functions of the non-structural 5 A (NS5A) protein of 

HCV. D3 discloses, various compounds containing a pentacyclic core resembling that 

found in Claims 1 and 4 in ‘4351, namely velpatasvir. The most relevant compound in 

D3 is compound 102 on page 154, which is depicted below: 

 

 

 

 
(b) Pages 38 [para 0133] and 39 [para 0138] of D3 also provide the following 

information with respect to disclosing a fused pentacylic core as claimed in the core of 

the compound velpatasvir found in ‘4351: 

 

[0133] The terms "aryl," "aromatic group" or "aromatic ring" as used herein 

contemplates substituted or unsubstituted single-ring and multiple aromatic 

groups (for example, phenyl, pyridyl and pyrazole, etc.) and polycyclic ring 

systems (naphthyl and quinolinyl, etc.). The polycyclic rings may have two or 

more rings in which two atoms are common to two adjoining rings (the rings 

are "fused") wherein at least one of the rings is aromatic, e.g., the other 

rings can be cycloalkyls, cycloalkenyls, aryl, heterocycles and/or 

heteroaryls. 

 



18 
 

[0138] The term "cycloalkyl" as used herein contemplates substituted or 

unsubstituted cyclic alkyl radicals containing from three to twelve carbon 

atoms and includes cyclopropyl, cyclopentyl, cyclohexyl and the like. The term 

"cycloalkyl" also includes polycyclic systems having two rings in which two 

or more atoms are common to two adjoining rings (the rings are "fused"). 

 

(c) Moreover, D3 also discloses on page 131 [para 0377 and 0379] and page 132 

[para 0385] pharmaceutical compositions and combinations for the claimed compounds 

(as also claimed for velpatasvir in Claims 2,3,5 and 6 of ‘4351), as well as the isomeric 

forms of the compounds. 

 

(d) The Opponents submit that the teachings of D3 are significant as they provide  

a pentacyclic core resembling that found in Claims 1 and 4 in ‘4351, namely 

velpatasvir. With these structural and functional similarities, there is clear motivation 

for the person skilled in the art to derive a compound of the structure claimed in ‘4351 

from the teachings of D2 and D3. 

 

7.2.6   WO 2005/082880 (WO ‘880), titled “Dibenzo chromene derivatives and 

their use as ERβ selective ligands”, Published September 09, 2005, Wyeth, marked 

as D4. 

 

(a) D4 (WO ‘880), published on September 09, 2005, discloses dibenzochromene 

derivatives having the following formula: 

 

 

 

(b) The Opponents submit that this compound presents a strong structural 

resemblance with the central core of compound disclosed in Example KC of D2 and 

has the same planar and rigid properties. The compounds disclosed in D4 are useful for 
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treating or inhibiting free-radical-induced disease states and can be used for treating 

viral Hepatitis or chronic Hepatitis (see pages 9-10, paragraph [0027]). 

 

(c) Accordingly, it would have been obvious to a person skilled in the art searching 

for an alternative anti-HCV to the compound disclosed in Example KC of D2 to further 

fuse an imidazole to the dibenzochromene core described in D4, thereby yielding a 

central core resembling that of velpatasvir as claimed in ‘4351: 

 

 
7.2.7 WO 2009/102325 (WO ‘325), titled “Imidazolyl biphenyl derivatives as 

hepatitis C inhibitors”, published August 20, 2009, Bristol Myers Squibb 

Company, marked as D5.     

 

(a) WO ‘325 relates to imidazolyl biphenyl derivatives specifically used for 

hepatitis C virus infection.  

 

(b) With respect to the methyl group on the right peptide-type side chain in 

velpatasvir, D5 (‘325) discloses the following compound M151 on page 646: 

 

 

 
(c) The compound above disclosed in D5 presents a structure close to that of the 

compound disclosed in Example KC of D2, except for the central core, which is formed 

by a diphenyl and for the peptide-type side chains, which pyrrolidine rings are 
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substituted by methyl groups. In addition, this compound has an EC50 in a range of from 

1 to 999 pM (i.e. below 1 nM) in a HCV 1b replicon assay (see pages 697 and 705), 

which makes a potent anti-HCV inhibitor. 

 

(d) Given the disclosure in D5, it would have been obvious to a person skilled in 

the art looking for an alternative anti-HCV compound to the compound disclosed in 

Example KC of D2 to substitute an hydrogen of the right pyrrolidine ring by a methyl 

group. 

 

(e) In view of the combination of D2, with either D3 or D4, and D5, a person skilled 

in the art would have arrived at velpatasvir as claimed in ‘4351 without exerting 

inventive skills. In other words, the anti-HCV compound velpatasvir would have been 

obvious to one of skill in art in view of the prior art. Accordingly, the Claims 1 to 6 of 

‘4351 do now amount to a technical advance and lack any inventive step. 

 
7.2.8 A visual summary of the inventive step arguments relating to the  
 

 
 

 

 
KC GZ 

  
KD EQ 

WO2010/132601 (D2) 
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WO2009/102325 (D5) 

WO2010111534 (D3) 
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In view of the above prior knowledge in the field, the Opponents submit that all the 

aspects of ‘4351 are disclosed and are obvious to the person skilled in the art. Hence, 

the alleged patent application lacks an inventive step and is liable to be rejected under 

Section 25(1)(e) read with 2(1)(j) of the Patents Act.  

 
7.3 GROUND III 

 

Claims 1 to 6 are not an invention within the meaning of this Act and should be 

rejected under Section 25 (1) (f) read with 3(d). 

 

7.3.1 The Hon’ble Supreme Court of India in Novartis AG vs Union of India & Ors. 

(AIR 2013 SC 1311) (hereinafter the “Glivec case”) observed, “[T]he amended 

portion of section 3(d) clearly sets up a second tier of qualifying standards for chemical 

substances or pharmaceutical products in order to leave the door open for true and 

genuine inventions but, at the same time, to check any attempt at repetitive patenting 

or extension of the patent term on spurious grounds”. 

 

[See page 56, para 103].   

 

The Supreme Court interpreted "efficacy" as "therapeutic efficacy” stating that the 

“therapeutic efficacy” of a medicine must be judged strictly and narrowly.  

[See page 90, para 180].  

 

    Velpatasvir 
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3.3 In the alternative and without prejudice to the agreements in the preceding 

grounds, Claims 1 to 6 of ‘4351 do not amount to a patentable invention under Section 

3(d) of the Act.  

 

7.3.4 As demonstrated above under the arguments for inventive step, velpatasvir as 

claimed in ‘4351 should be classified as a new form or derivative of the known 

compounds already disclosed in D2. As stated clearly in Section 3(d), a new form of a 

known substance which does not result in the enhancement of known efficacy of that 

substance is not an invention. The explanation to Section 3(d) further clarifies that 

derivatives of known substances shall be considered to be the same substance unless 

they differ significantly in properties with regard to efficacy – efficacy being defined 

as therapeutic efficacy. 

 

7.3.5 In view of the above, ‘4351 fails to meet the requirements of Sections 3(d) as 

the Applicant fails to provide any comparative efficacy data with the known forms 

disclosed in D2. Indeed, as already noted above, the compound disclosed in Example 

KC of D2 has a potent in vitro antiviral activity (EC50) of 0.0044 nM as measured in a 

Renilla luciferase-based HCV 1b replicon assay. This makes it one of the most active 

compounds identified in D2. Comparatively, the potency of velpatasvir in the same 

conditions is similar (EC50 = 0.009 nM) (see page 234, compound 599 in ‘4351). This 

suggests that velpatasvir claimed in ‘4351 does not and can not provide an enhancement 

of efficacy over the known form disclosed in D2. 

 

7.3.6 In view of the above and given that the Applicant has failed to meet its 

obligations under Section 3(d), Claims 1 to 6 of ‘4351 do not amount to an invention 

and should be rejected accordingly. 

 

RELIEF SOUGHT: 

In light of the grounds stated and evidence presented above, the Opponents pray: 

 

a) That Indian Patent Application No. 4351/DELNP/2013 in the name of Gilead 

Pharmasset LLC be rejected under Section 25(1) of the Patents (Amendment) 

Act, 2005; 
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And in doing so - 

 

b) The Opponents be permitted to make further submissions in the event the 

Applicant makes any amendments to its claims; 

 

c) The copy of the reply statement and evidence filed by the Applicant in response 

to this objection be made available to the Opponents; 

 

d) That the Opponents be permitted to file further documents as evidence if 

necessary to support its case; 

 

e) That the Opponents be granted an opportunity of being heard in the matter 

before any final order is passed. 

 

Any other relief in the facts and circumstances of this case may be granted in 

favour of the Opponents in the interest of justice. 

 

Dated 11 day of February 2017,  

 

        

        Fidus Law Chambers 

          Attorneys for the Opponents 

For and behalf of the Delhi Network of Positive People 

For and behalf of the Initiative for Medicines, Access & Knowledge (I-MAK), Inc 

The address for service in connection with these proceedings is:- 

Fidus Law Chambers, 

Flat No. 021, 
Mahagun Maestro, Plot F21 A, Sector 50, 

Noida, 
Uttar Pradesh 

 

 

To: 
The Controller of Patents, 
The Patent Office Branch, 
Delhi. 


