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FORM 7A 

THE PATENTS ACT, 1970 

(39 OF 1970) 

AND 

THE PATENT RULES, 2003 

NOTICE OF OPPOSITION 

(See section 25(1); rule 55-A) 

 

I, Sujata Sharma, an Indian Citizen, D/O Lt. Birendranath Paul residing at 

House No. 328, Chotta Ayma, Po. Nimpura, Dist. Medinipur West, 

Kharagpur, West Bengal-721304, India, hereby give representation by way of 

opposition to grant of patent in respect of Patent Application No. 

8222/DELNP/2015 dated September 10, 2015 made by Pfizer Inc., having 

office at 235, East 42
nd

 Street, New York, New York 10017, USA. and 

published on August 31, 2016 under Section 11A in the Official Journal of 

Indian Patent Office on the following grounds: 

 

1. Section 25(1)(b): that the invention so far as claimed in any claim of 

the complete specification has been published before the priority date of 

the claim: 

 

i. in any specification filed in pursuance of an application for a 

patent made in India on or after 1st day of January, 1912; or 

 

ii. in India or elsewhere, in any other document: 



Provided that the ground specified in sub-clause (ii) shall not be 

available where such publication does not constitute an 

anticipation of the invention by virtue of sub-section (2) or 

sub­section (3) of section 29. 

 

 

2. Section 25(1)(e): that the invention so far as claimed in any claim of the 

complete specification is obvious and 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. 

 

 

3. Section 25(1)(f): 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. 

 

 

4. Section25(1)(g): that complete specification does not sufficiently and 

clearly describe the invention or the method by which it is to be 

performed. 

 

 

5. Section 25(1)(h): that the applicant has failed to disclose to the 

Controller the information required by Section 8 or has furnished the 

information which in any material particular was false to his 

knowledge. 



 

Our address for service in India is:  

Singh & Singh Law Firm, C-139, Defence Colony, New Delhi -110024; 

Phone: 011-49876099, 011-49876005-6099; 

e-mail: bitika@singhandsingh.com  

 

Dated this 29
th

 day of June, 2019 

 

Ms. Bitika Sharma, Ms. Anusuya Nigam, Ms. Nitya Sharma 

(INPA-3522) 

Of Singh & Singh Law Firm 

Opponent’s Agent 

To,  

The Controller of Patents, 

The Patents Office, 

At Delhi 

mailto:bitika@singhandsingh.com
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BEFORE THE PATENTS OFFICE, DELHI 

 

In the matter of a representation under Section 25(1) read with 

Rule 55 of The Patents Act, 1970 

 

IN THE MATTER OF: 

Application No.: 8222/DELNP/2015 

Date of Filing of Application: 10.09.2015 

 

IN THE MATTER OF: 

Sujata Sharma                                                        …..Opponent  

VERSUS 

Pfizer Inc.                                                              …..Applicant  

 

REPRESENTATION BY WAY OF OPPOSITION UNDER SECTION 

25(1) OF THE PATENTS ACT, 1970 ON BEHALF OF THE 

OPPONENT/PETITIONER. 

 

1. It is submitted that the present representation is being 

filed by Ms. Sujata Sharma, (hereinafter referred to as the 

„Opponent‟) opposing the grant of the Indian patent no. 

8222/DELNP/2015 (hereinafter referred to as „IN „222‟ or 

the „impugned application‟) in favor of Pfizer Inc. 

(hereinafter referred to as the „Applicant‟ or „Respondent‟). 

The present representation has been signed by the 

Opponent. 
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ABOUT THE OPPONENT:  

The Opponent Ms. Sujata Sharma is a Post Graduate in 

Pharmacy. She has 5 years of experience in drug 

development and formulation. She is also involved in various 

Research and Development of Generic Drugs. 

 

LOCUS STANDI 

2. As per Section 25(1) any person may, in writing, file an 

opposition to the Ld. Controller against the grant of patent 

on any of the grounds, available after the publication of the 

said application and before the grant thereof.  

 

ABOUT THE IMPUGNED PATENT APPLICATION 

3. It is submitted that the Applicant has filed for the Indian 

Patent Application No. IN 8222/DELNP/2015 on September 

10, 2015. The details of the said patent are as under: 

 

Application Number 8222/DELNP/2015 

Applicant Name Pfizer Inc. 

Title of Invention TOFACITINIB ORAL SUSTAINED 

RELEASE DOSAGE FORMS 

Priority Date March 16, 2013 

Date of Filing of PCT 

Application 

(PCT/IB2014/059689) 

March 12, 2014 

Date of Filing / Entry to 

National Phase 

September 10, 2015 

Date of Publication of 

Application u/s 11 A  

August 31, 2016 

Date of filing Request for 

Examination before the IPO 

September 10, 2015 

Date of Filing Response to 

First Examination Report  

October 08, 2018 
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4. The impugned application, as amended, contains the 

following 25 claims, after the amendment of claims as filed 

on which are being challenged by the Opponent: 

 

Claim 1:  

A once daily pharmaceutical dosage form comprising a core 

comprising 11 mg of tofacitinib, or an equivalent amount of 

tofacitinib in the form of a pharmaceutically acceptable salt thereof, 

and an osmagen, and a semi-permeable membrane coating 

surrounding the core wherein said coating comprises a water-

insoluble polymer, wherein said dosage form is a sustained release 

dosage form, and when added to a test medium comprising 900 ml 

of 0.05M pH 6.8 potassium phosphate buffer at 37° C in a standard 

USP rotating paddle apparatus and the paddles are rotated at 50 

rpm, dissolves not more than 30% of the tofacitinib, or 

pharmaceutically acceptable salt thereof, in 1 hour, and not less 

than 35% and not more than 75% of the tofacitinib, or 

pharmaceutically acceptable salt thereof, in 2.5 hours and not less 

than 75% of the tofacitinib, or pharmaceutically acceptable salt 

thereof, in 5 hours and wherein said dosage form delivers the 

tofacitinib, or pharmaceutically acceptable salt thereof, to a subject 

primarily by osmotic pressure and wherein the water-insoluble 

polymer is a cellulose derivative that sustains release of the 

tofacitinib, or pharmaceutically acceptable salt thereof. 

 

Claim 2:  

A once daily pharmaceutical dosage form comprising a core 

comprising 11 mg of tofacitinib, or an equivalent amount of 

tofacitinib in the form of a pharmaceutically acceptable salt thereof, 

and an osmagen, and a semi-permeable membrane coating 
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surrounding the core wherein said coating comprises a water-

insoluble polymer, wherein the dosage form is a sustained release 

dosage form and when administered orally to a subject provides an 

AUC in the range of 80% to 125% of the AUC of 5 mg of tofacitinib 

or an equivalent amount of tofacitinib in the form of a 

pharmaceutically acceptable salt thereof administered as an 

immediate release formulation BID and provides a ratio of geometric 

mean plasma Cmax to Cmin from about 10 to about 100 and 

wherein the dosage form delivers the tofacitinib, or 

pharmaceutically acceptable salt thereof, to the subject primarily by 

osmotic pressure and wherein the water-insoluble polymer is a 

cellulose derivative that sustains release of the tofacitinib or 

pharmaceutically acceptable sat thereof. 

 

Claim 3:  

The pharmaceutical dosage form of claim 2, wherein the AUC range 

is 90% to 110% and the geometric mean plasma concentration 

Cmax to Cmin from about 20 to about 40. 

 

Claim 4: 

The pharmaceutical dosage form of claim 3, wherein the geometric 

mean plasma concentration Cmax to Cmin from about 20 to about 

30. 

Claim 5:  

The pharmaceutical dosage form of claim 2, wherein when the 

dosage form is administered orally to the subject provides a mean 

plasma Cmax in the range of 70% to 125% of the mean plasma 

Cmax of tofacitinib administered as the immediate release 

formulation BID at steady state. 
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Claim 6:  

The pharmaceutical dosage form of claim 2, wherein when the 

dosage form is administered orally to the subject provides a drug 

holiday in the range of 80% to 110% of the drug holiday of 

tofacitinib administered as the immediate release formulation BID 

over a 24 hour period. 

 

Claim 7:  

The pharmaceutical dosage form of claim 2, having a drug holiday 

from about 15 to about 18 hours over the 24 hour period. 

 

Claim 8:  

A once daily pharmaceutical dosage form comprising 

a core comprising 11 mg of tofacitinib, or an equivalent amount 

of tofacitinib in the form of a pharmaceutically acceptable salt 

thereof, and an osmagen, 

and a semi-permeable membrane coating surrounding the core 

wherein said coating comprises a water-insoluble polymer, 

wherein said dosage form is a sustained release dosage form, 

and when administered to a subject has a mean area under the 

plasma concentration versus time curve following administration 

from about 17 ng-hr/mL per mg of tofacitinib dosed to about 42 

ng-hr/mL per mg of tofacitinib dosed and a ratio of geometric 

mean plasma Cmax to Cmin from about 10 to about 100 and 

wherein said dosage form delivers the tofacitinib, or 

pharmaceutically acceptable salt thereof, to the subject primarily 

by osmotic pressure and wherein the water-insoluble polymer is 

a cellulose derivative that sustains release of the tofacitinib or 

pharmaceutically acceptable salt thereof. 
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Claim 9:  

The pharmaceutical dosage form of claim 8, wherein the ratio of 

geometric mean plasma Cmax to Cmin from about 20 to about 40. 

 

Claim 10:  

The pharmaceutical dosage form of claim 9, wherein the ratio of 

geometric mean plasma Cmax to Cmin from about 20 to about 30. 

 

Claim 11:  

The pharmaceutical dosage form of claim 8, wherein the subject has 

a single, continuous time above about 17 ng/ml from about 6 to 

about 15 hours and a single, continuous time below about 17 ng/ml 

from about 9 to about 18 hours over a dosing 24 hours interval. 

 

Claim 12:  

The pharmaceutical dosage form of claim 11, wherein the subject 

has a single, continuous time above about 17 ng/ml from about 6 to 

about 9 hours. 

 

Claim 13: 

The pharmaceutical dosage form of claim 11, wherein the subject 

has a single, continuous time below about 17 ng/ml from about 15 

to about 18 hours. 

 

Claim 14: 

The pharmaceutical dosage form of claim 11, wherein the subject 

has a single, continuous time above about 17 ng/ml from about 11 

to about 15 hours. 
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Claim 15: 

The pharmaceutical dosage form of claim 11, wherein the subject 

has a single, continuous time below about 17 ng/ml from about 9 to 

about 13 hours. 

 

Claim 16: 

The pharmaceutical dosage form of claim 8, wherein the subject has 

a mean maximum plasma concentration (Cmax) from about 3 

ng/mL per mg to about 6 ng/mL per mg of tofacitinib dosed. 

 

Claim 17: 

The pharmaceutical dosage form of claim 8, wherein said dosage 

form delivers the tofacitinib, or pharmaceutically acceptable salt 

thereof, by a system selected from the group consisting of an 

extrudable core system, a swellable core system, and an 

asymmetric membrane technology. 

 

Claim 18:  

The pharmaceutical dosage form of claim 8 wherein, said cellulose 

derivative is cellulose acetate. 

 

Claim 19: 

The pharmaceutical dosage form of claim 8, wherein said coating 

further comprising a water soluble polymer having an average 

molecular weight between 2000 and 100,000 daltons. 

 

Claim 20: 

The pharmaceutical dosage form of claim 19, wherein said water 

soluble polymer is selected from the group consisting of water 

soluble cellulose derivatives, acacia, dextrin, guar gum, 
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maltodextrin, sodium alginate, starch, polyacrylates, and polyvinyl 

alcohols. 

 

Claim 21:  

The pharmaceutical dosage form of claim 20, wherein said water 

soluble cellulose derivatives comprises hydroxypropylcellulose, 

hydroxypropylmethylcellulose or hydroxyethylcellulose. 

 

Claim 22:  

The pharmaceutical dosage forms of claim 8, wherein the osmagen 

is a sugar. 

 

Claim 23: 

The pharmaceutical dosage form of claim 22, wherein the sugar is 

sorbitol. 

 

Claim 24: 

The once daily pharmaceutical dosage form of claim 8 wherein the 

subject has a mean steady-state minimum plasma concentration 

(Cmin) less than about 0.3 ng/mL per mg of tofacitinib dosed. 

 

Claim 25:  

The once daily pharmaceutical dosage form of claim 8, wherein 

when administered orally to the subject has a mean fed/fasted ratio 

of the area under the plasma concentration versus time curve from 

about 0.7 to about 1.4 and a mean fed/fasted ratio of the maximum 

plasma concentration (Cmax) from about 0.7 to about 1.4. 

 

5. It is submitted that a perusal of the aforesaid claims 

reveals that monopoly is being sought by the 
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Applicant/Respondent qua oral sustained release 

pharmaceutical dosage form of 3-((3R, 4R)-4-methyl-3-

[methyl-(7H-pyrrolo[2,3-d]pyrimidin-4-yl)-amino]-

piperdin-1-yl)-3-oxopropionitrile (having the INN name 

tofacitinib). It is submitted that the formulations described 

therein allegedly have desirable pharmacokinetic 

characteristics. It is submitted that Tofacitinib, its 

crystalline or amorphous form, salts thereof, methods of 

synthesizing Tofacitinib and in fact the polymorphs of 

tofacinib are already known and used in the art for 

treatment of rheumatoid arthritis by inhibition of Janus 

Kinases (JAKs). Therefore, it is most respectfully submitted 

that the present patent intends to claim merely a new form 

of the already known and claimed compound, tofacitinib, 

the formulations of which are also already known and used 

in the art. 

      

6. It is submitted that the impugned patent fails to provide 

any new or novel compound that is not merely a derivative 

or new form of the compound, tofacitinib, already known in 

the art and is clearly barred under Section 3(d) of the 

Patents Act, 1970 (hereinafter referred to as the „Act‟) as 

the same is not an invention as per the provisions of the 

Act. By way of the impugned application, the 

Patentee/Respondent is indulging in evergreening, and 

attempting to circumvent the very intent of the Legislature 

which is to prevent grant of patents that result in repeated 

and extended monopolies being granted in respect of the 

same compounds with known activity and use in different 

forms. 
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7. The impugned patent application was published by the 

Patent Office on 31st August, 2016. As per Section 25(1) of 

the Act, any “person” may give a notice of Opposition to 

the Ld. Controller of Patents with respect to a patent, at 

any time after the publication but before the grant of 

patent. Therefore, the Opponent submits its opposition by 

way of representation under Section 25(1) of the Indian 

Patents Act, 1970 (hereinafter the Act) in respect of the 

Patent Application IN 8222/DELNP/2015. The present 

Opposition is being filed within the stipulated time period. 

Further, locus standi is not a condition precedent for an 

opposition under Section 25(1). The grounds of the 

opposition under Section 25(1) of the Act are as follow: 

 

GROUND I 

A. Section 25(1)(b): that the invention so far as claimed 

in any claim of the complete specification has been 

published before the priority date of the claim: 

i. in any specification filed in pursuance of an 

application for a patent made in India on or after 

1st day of January, 1912; or 

ii. in India or elsewhere, in any other document: 

Provided that the ground specified in sub-clause 

(ii) shall not be available where such publication 

does not constitute an anticipation of the 

invention by virtue of sub-section (2) or 

sub­section (3) of section 29 
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8. It is most respectfully submitted that the claims of 

impugned application lack novelty in view of following prior 

art document: 

 

9. It is submitted that the International Application no. WO 

2012/100949 (D1) titled “Oral dosage forms for modified 

release comprising tasocitinib” (a copy whereof is being 

filed with the present representation and marked as 

Annexure A) claiming priority from January 27, 2011 and 

published on August 02, 2012 covers an oral dosage forms 

comprising a JAK3 inhibitor, preferably tasocitinib 

(tofacitinib), suitable for modified release, and the 

processes of preparation thereof. 

 

10. It is submitted that the invention as disclosed in D1 

essentially relates to oral dosage forms comprising a 

pharmaceutically active substance, preferably 3-{(3R,4R)-

4-methyl-3-[methyl-(7H-pyrrolo[2,3-d]pyrimidin- 4-yl)-

amino]-piperidin-1-yl}3-oxo-propionitrile i.e. tasocitinib 

(tofacitinib) which are suitable for modified release and the 

processes of preparing such oral dosage forms. 

 

11. It is submitted that the present prior art addressed and 

met the need in the art for the once daily dosage form of 

administration of tofacitinib. The invention as taught in D1 

found that the dosage forms of the present invention 

despite the high solubility of tofacitinib have the advantage 

that it is gradually released over a relatively long period 

such that the drug is maintained in the blood stream for a 
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long time and at a uniform concentration which allows 

administration to be only once daily. 

 

12. It is submitted that the oral dosage form as contained in 

the present prior art overcomes the problems of the art by 

providing a dosage form for modified release comprising:  

a. Tasocitinib (being tofacitinib) 

b. A non-erodible material 

 

13. It is submitted D1 teaches that the oral dosage forms of 

tasocitinib (tofacitinib) may contain it in amorphous form, 

preferably as amorphous tofacitinib citrate, in crystalline 

form or as a mixture of both forms. And the examples of 

non-erodible material, as taught, specifically include 

cellulose derivatives/polymers such as hydroxypropyl 

cellulose, hydroxypropyl methylcellulose, methylcellulose, 

ethylcellulose, etc.  

 

14. It is submitted that a plain reading of D1 establishes that 

the said prior art discloses all the claimed elements of the 

impugned application, specially the claim 1. It is submitted 

that line no. 3, page 6 of D1, gives for oral dosage forms 

comprising 4 to 12 mg of Tofacitinib, line nos. 16 - 20 

disclose the components of osmotic formulation being 

Osmogen and semi-permeable membrane.  

 

15. It is submitted that the present prior art D1 discloses and 

enables various modified release formulations of 

Tofacitinib, including delayed release, prolonged release, 

sustained release, extended release and/or controlled 
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release formulations. It is submitted that the sustained 

release formulation, as contained in the prior art, squarely 

covers the claimed dissolution profile of the impugned 

application. It is submitted that as per the complete 

specification of D1, “Sustained release” usually indicates an 

initial release of drug (i.e., Tofacitinib), sufficient to provide 

a therapeutic dose soon after administration, preferably 

within two hours after administration, and then a gradual 

release after an extended period of time, preferably for 

about 3 to 18 hours, in particular for 4 to 8 hours”. 

 

16. It is submitted that the present prior art D1 already 

provides all the components and features of the sustained 

release dosage form of tofacitinib as sought to be claimed 

in the impugned application. Therefore, it is amply clear 

that each and every element of the claims of the impugned 

application were anticipated and taught by D1, much 

before the priority of the impugned application.  

 

17. It is submitted that the claims 2 and 8 of the impugned 

application, and all other dependent claims thereof, are 

directed towards the pharmacokinetic profile of the dosage 

form contained in the Claim 1 of the impugned application, 

which is fully anticipated by document D1. Therefore, the 

mentioned prior art anticipates all the claims of the 

invention. It is submitted that the pharmacokinetic profile 

as recited by claims 2, 8 and other dependent claims 

thereof, are inherent features of the broad disclosure of 

D1. 
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18. It is submitted that D1, discloses an extended release 

formulation of tofacitinib having the purported advantage 

that tofacitinib is gradually released over a relatively long 

period at a uniform concentration, thereby, teaching 

toward the “once daily” dosage form of tofacitinib.  

 

19. Therefore, it is most respectfully submitted that the prior 

art document D1 discloses and anticipates all the inventive 

features of the alleged invention as contained in the 

impugned application. Further, the present prior art D1 

also entails all the components and their respective 

concentrations as claimed in the impugned application and 

renders the impugned application completely anticipated. It 

is submitted that the impugned application is, hence, liable 

to be rejected on this ground alone that it lacks novelty as 

mandated by Section 2(1) (j) of the Act.    

 

GROUND II 

B. Section 25(1)(e): that the invention so far as claimed 

in any claim of the complete specification is obvious 

and 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: 

 

20. It is humbly submitted that the impugned application 

relates to oral dosage formulations which are used as 

inhibitors of Janus Kinases. It is submitted that the 

formulations of tofacitinib are known to be used in the 

treatment of rheumatoid arthritis. It is most respectfully 
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submitted that the oral dosage form of tofacitinib were 

obvious to a person skilled in the art on the basis of 

international application no. WO 2012/100949 (D1) 

titled “Oral dosage forms for modified release comprising 

tasocitinib”. Without prejudice to the Opponent‟s contention 

that the aforesaid prior art document renders the claimed 

invention anticipated in nature, it also provides sufficient 

teaching, suggestion and motivation to enable a person 

skilled in the art to prepare the sustained release once 

daily oral dosage form of tofacitinib as claimed in the 

impugned application. Reliance is being placed on the 

analysis of the aforesaid PCT patent application (D1) which 

has been done hereinabove under the ground of 

anticipation. 

 

21. It is submitted that all the claims of the impugned 

application are directed towards the pharmacokinetic 

profile of the dosage form contained in the Claim 1 of the 

impugned application, which finds sufficient teaching in 

prior art document D1. Therefore, the mentioned prior art 

teaches towards the claims of the invention. It is submitted 

that D1, specially teaches towards a modified release 

formulation of tofacitinib having the purported advantage 

that tofacitinib is gradually released over a relatively long 

period at a uniform concentration, which results in little 

blood level fluctuation in the patient to avoid periods of 

therapeutic underdosing.  

 

22. It is submitted that the present prior art D1 also teaches 

that osmogen and semi permeable membrane can be used 

to sustain the release of the core containing tofacitinib.  
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23. It is submitted that the compounds as claimed in the 

impugned patent along with their pharmaceutically 

acceptable salts were obvious to a person skilled in the art 

on the basis of the prior arts as detailed hereinbelow, in 

addition to prior art D1.  

 

24. Indian Patent No. 241773 titled as “PYRROLO[2,3-d] 

PYRIMIDINE COMPOUNDS” granted on 24 July, 2010 

(D2) (a copy whereof is being filed with the present 

representation and marked as Annexure B)   

 

25. It is submitted that the present prior art D2 is directed to 

pyrrolo[2,3-d]pyrimidine compounds which are inhibitors of 

Janus Kinase 3 (JAK3) and as such are useful in therapy as 

immunosuppressive agent. The compounds of the present 

prior art relate to a method for the treatment of 

rheumatoid arthritis.  

 

26. It is submitted that D1 teaches that JAK inhibitor is 

preferably -((3R, 4R)-4-methyl-3-[methyl-(7H-pyrrolo[2,3-

d]pyrimidin-4-yl)-amino]-piperdin-1-yl)-3-oxopropionitrile 

being tofacitinib or a pharmaceutically acceptable salt 

thereof.  

 

27. It is submitted that D2 also discloses the schemes of 

manufacture of tofacitinib. Further, as per the present prior 

art D2, the dosage forms containing the active compound 

of the invention may be developed for sustained delivery. 
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28. Therefore, D2 teaches towards the development of oral 

dosage forms containing tofacitinib for sustained delivery 

using methods that were already known in the art.  

 

29. Indian Patent No.  218212 (D3) titled as 

“"CRYSTALLINE 3-{(3R,4R)-4-METHYL-3-[METHYL-

[7H-PYRROLO[2,3- D]PYRIMIDIN-4-YL)-AMINO]-

PIPERIDIN-L-YL}-3-OXO-PROPINITRILE MONO 

CITRATE SALT AND ITS METHOD OF PREPARATION" 

(a copy whereof is being filed with the present 

representation and marked as Annexure C)   

 

30. It is submitted that the present prior art D3 discloses 

specifically the crystalline 3-{(3R,4R)-4-methyl-3-[methyl-

(7H-pyrrolo[2,3- d]pyrirnidin-4-yl)-amino]-piperidin-l-yl}-

3-oxo-propionitrile mono citrate salt i.e the crystalline 

citrate salt of tofacitinib useful as JAK inhibitors. 

 

31. The present prior art D3 also discloses the process for 

preparation of such citrate salts of tofacitinib. Further, it is 

submitted that a proposed dose of the active compounds of 

the invention as disclosed in D3 for oral, parenteral or 

buccal administration to the average adult human for the 

treatment of rheumatoid arthritis is 0.1 to 1000 mg of the 

active ingredient per unit dose which could be 

administered.  

 

32. It is submitted that the dosage forms as contained in D3, 

may be administered 1 to 4 times per day and therefore 
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the present prior art provides sufficient motivation towards 

once daily dosage form of tofacitinib. 

 

33. Therefore, it is submitted that the present prior art D3 

teaches towards oral dosage forms containing 11mg of 

tofacitinib for sustained release.  

 

34. Indian Application no. 991/MUMNP/2003 titled 

“CHIRAL SALT RESOLUTION” (D4) (a copy whereof is 

being filed with the present representation and marked as 

Annexure D)   

 

35. The present prior art D4 related to methods for effecting 

chiral salt resolution from racemic mixtures of enantiomers 

and particularly the precursor enantiomers used in making 

pyrrolo[2,3-d] pyrimidine compounds, which are inhibitors 

of JAK3. 

 

36. It is submitted that the mentioned prior art D4 was an 

application refused by the Ld. Controller under Section 15 

of the Act and therefore is pertinent of note here to 

highlight the mala fide attempts of the Applicant to indulge 

in ever greening of the invention containing Tofacitinib.  

 

37. FDA guidance referred as Guidance for industry, 

(May 1998, clinical 6), (D5) (a copy whereof is being 

filed with the present representation and marked as 

Annexure E)   
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38. It is submitted that Tofacitinib was approved by US FDA on 

Nov 6, 2012 as an immediate release dosage form. It is 

submitted that it was already known from D5, and 

otherwise also available to a person of ordinary skill in the 

art, that evidence of bioequivalence of a modified release 

formulation against the approved immediate release 

formulation is a simple and effective tool to establish 

effectiveness of a drug and its regulatory approval. 

 

39. The relevant portion of D5, page no.7, is reproduced herein 

below for ready reference:  

“In some cases, modified release dosage forms may be 

approved on the basis of pharmacokinetic data linking the 

new dosage form to a previously studied immediate-release 

dosage form.” 

 

40. It is submitted that determining relationship and linking the 

data of pharmacokinetic profile of an already approved 

immediate release formulation to a modified release 

dosage form as recited in the independent claim 2 and 

further the dependent claims (claims 3 to 7) of the 

impugned application is a general practice which is usually 

adopted by a person of ordinary skilled in art. Therefore, it 

is submitted that the claimed AUC range of 80% to 125% 

of the AUC of 5 mg of tofacitinib administered as an 

immediate release formulation BID and hence the ratio of 

geometric mean plasma Cmax to Cmin from about 10 to 

about 100 is obvious to a person skilled in the art in light of 

D5.  
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41. It is submitted that the combined reading of prior arts D1, 

D2 and D3 along with D5 will provide sufficient motivation 

to a person skilled in the art to arrive at the dosage 

formulations as contained in the impugned application. 

Therefore, it is submitted that the present prior art has no 

technical advancement over what was already known in the 

art and is a regular development as a result of routine 

experimentation in the field.   

 

42. Therefore, it is submitted that in view of the above-

mentioned prior art, any person skilled in the art will be 

motivated to form modified release oral dosage form of 

tofacitinib for use as JAK inhibitor and in treatment of 

rheumatoid arthritis. 

 

CONCLUSION: 

43. On the basis of the teachings and disclosures contained in 

the various prior art documents as discussed by the 

Opponent, it would be obvious for a person skilled in the 

art to develop the compounds as disclosed and claimed in 

the impugned patent since it was already known that: 

- JAK inhibitors can be used for treatment of arthritis; 

- Tofacitinib can be used in modified release form as 

JAK inhibitors respectively for the treatment of 

arthritis; 

- Tofacitinib in immediate release dosage form; 

- Tofacitinib should be administered in once daily 

dosage form; 
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- Osmogen and Semi permeable membrane can be 

used to sustain the release of the core containing 

tofacitinib; 

44. Moreover, it is submitted that all the features of the 

present alleged invention as claimed in the impugned 

patent find sufficient motivation/ teachings in the art. As a 

result, it was obvious for a person skilled in the art to 

arrive at the compounds as claimed in the impugned 

patent.  

 

45. It is most respectfully submitted that every new form 

cannot be rewarded with a patent unless there is a genuine 

and enforceable development (which was not obvious to a 

person skilled in the art in view of what was already 

known/prevalent/used in the art). In the present case, 

based on the disclosures contained in the prior art 

documents cited hereinabove, it was worthwhile for a 

person skilled in the art to study the efficacy of the 

different dosage forms by trial and error method which 

does not warrant the grant of a patented monopoly. Thus, 

the impugned patent application is liable to be dismissed 

on this ground alone. 

 

GROUND III 

 

C. SECTION 25(2)(f): 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 
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Claims not patentable under Section 3(d): 

 

46. It is most respectfully submitted that the impugned patent 

application does not constitute an invention and is not 

patentable in view of the Section 3(d) of the Act. It is 

submitted that the compounds claimed in the impugned 

patent application fall within the purview of Section 3(d) of 

the Act as the same are nothing but new forms of 

previously known and claimed compound, tofacitinib. 

Section 3(d) of the Act provides that: 

“Section 3: - 

What are not inventions: 

…………………… 

(d) 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 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. 

 
Explanation.—For the purposes of this clause, salts, 

esters, ethers, polymorphs, metabolites, pure form, 

particle size, isomers, mixtures of isomers, complexes, 

combinations and other derivatives of known substance 

shall be considered to be the same substance, unless 
they differ significantly in properties with regard to 

efficacy; 

…………………………………” 

(emphasis added) 

 

47. It is submitted that the alleged invention as claimed and 

disclosed in the impugned patent application is nothing but 

an alleged new dosage form, i.e. oral modified release solid 

dosage form of the already known compound, tofacitinib, 
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and composition thereof as claimed and enabled in D1 to 

D5 which has been discussed hereinabove. 

 

48. It is most respectfully submitted that the dosage forms 

claimed in the impugned patent application fall within the 

mischief of Section 3(d) which states that “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 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” is not patentable under this Act. 

 

49. It is submitted that the impugned application does not 

provide any experimental data or clinical trial results 

demonstrating “enhanced therapeutic efficacy” of the 

claimed osmotic composition over the already known 

immediate release composition.  

 

50. It is submitted that the mere descriptive features and 

inherent characteristics of the dosage forms cannot be 

deemed to enhance the efficacy of the already known 

compositions and their dosage forms. 

 

51. It is submitted that the alleged invention claimed in the 

impugned patent application is a merely an attempt to 

evergreen and extend the undue patent monopoly. 
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52. It is submitted that as per Section 3(d) of Indian Patents 

Act, 1970 and the settled law, a new form is deemed to be 

patentable in India only when the new form of the 

compound shows enhanced therapeutic efficacy over its 

individual components i.e. the dosage form as disclosed in 

the impugned application ought to have enhanced efficacy 

over the dosage form as known from D1.  

 

53. It is submitted that the subject matter of the impugned 

application is not patentable in view of section 3(d) of 

Indian Patents Act, 1970 until and unless the same shows 

better therapeutic efficacy in comparison with the oral 

dosage form of tofacitinib as already known in D1 and D2.  

The explanation of Section 3(d) clearly and unambiguously 

points out to the fact that a new form of the known 

substance attracts 3(d).  

 

54. It is submitted that this is nothing but a mala fide attempt 

on the part of the Applicant to mislead the IPO. It is 

submitted that the impugned patent does not constitute an 

invention and is not patentable in view of the Section 3(d) 

of the Act. It is humbly stated that the impugned 

application discloses and claims merely an oral dosage 

form of tofacitinib for use as inhibitor of JAK3 in the 

treatment of rheumatoid arthritis. As evident from the 

above analysis, the claimed dosage form of tofacitinib was 

already known and subject matter of sufficient patent 

applications, research and were within public domain. In 

such circumstances, the Applicant had the responsibility to 
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show the improvement in the properties with regard to 

therapeutic efficacy. 

 

55. It is most respectfully submitted that if any patent which 

includes subject matter specifically excluded under Section 

3(d) is inadvertently granted by the Indian Patent Office, it 

shall not only lead to an illegal monopoly over a known 

substance in favor of the Patentee, but shall also be 

counterproductive to the intention of the Legislature in 

including the said provision in order to ensure that after a 

substance has been used exclusively by a patentee for the 

full term, it must necessarily fall into public domain. 

Thereafter, no exclusivity can be granted to a person/entity 

to claim monopoly over that which is already public 

domain. 

 

Claims not patentable under Section 3(e): 

 

56. It is most respectfully submitted that Section 3(e) of the 

Act prohibits from patenting a substance which has been 

obtained by mere admixture resulting only in aggregation 

of properties of the components. The aforesaid section has 

been reproduced herein below for the sake convenience. 

 

Section 3(e) of the Act provides that: 

 

“Section 3: - 

What are not inventions: 

……………………………….. 
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(e) a substance obtained by a mere admixture resulting 

only in the aggregation of the properties of the components 

thereof or a process for producing such substance 

……………………………………………..” 

 

57. It is submitted that the present invention is mere 

admixture of known components being tofacitinib, cellulose 

and semipermeable membrane and is barred under Section 

3(e) of the Act. It is submitted that the complete 

specification makes no disclosure with respect to the 

synergistic effect in order to be deemed patentable. It is 

further submitted that the synergistic effect should be 

clearly brought out in the description by way of comparison 

at the time of filing of the Application itself. However, for 

the present invention no such documents or details were 

made available either at the time of filing of the application 

or at the time of filing the response to examination report. 

Thus, the objection under section 3(e) stands and in view 

of the same the impugned patent is liable to be revoked. 

 

58. It is most respectfully submitted that the dosage forms 

claimed in the impugned patent application fall within the 

purview of Section 3(e) which clearly states that a 

substance obtained by a mere admixture resulting only in 

the aggregation of properties of components thereof is not 

patentable. 

 

59. It is submitted that the applicant has failed to show any 

data to establish the synergistic effect of the unit dose 

composition as contained in the impugned application. It is 
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submitted that absence of any data establishing synergistic 

effect, renders the claims non patentable under Section 

3(e) of the Act. 

 

60. Further, it is submitted that the weight independent dose is 

inherent property of the drug tofacitinib and same is 

evident form the US FDA approval label (attached hereto as 

Annexure F) which suggests that “No Dose Adjustment” is 

required based on age, weight, gender and race and 

therefore “weight independent dose” cannot be used as an 

evidence of synergism.  

 

61. Thus, all the Claims of the impugned application are liable 

to be rejected under Section 3(e) of the Act, as the said 

claims define a mere admixture resulting only in 

aggregation of the properties of components thereof. 

 

62. Further it is submitted that it is not clear if the combined 

agents act together to provide a technical effect that is 

greater than just the sum of the two or more agents alone, 

or whether the combination is in fact a mere juxtaposition 

with no interaction of the agents. 

 

63. Thus, no patent can be legally granted qua the claims in 

the impugned patent and the impugned application stands 

liable to be rejected and not be granted a patent under the 

Indian Patent Law. 

 

64. It is of importance to note that in the light of the aforesaid 

discussion and submissions, it is clearly evident that the 
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impugned patent does not possess any inventive step and 

is obvious to a person skilled in the art. Additionally, it also 

fails to meet the requirement of section 3(d) of the Act as 

the Patentee has not provided any details in the complete 

specification to establish significant enhancement in 

therapeutic efficacy of the oral dosage forms derived 

therefrom claimed and disclosed in the impugned 

application. Further, impugned patent also fails to meet the 

requirement of section 3(e) of the Act as the claimed 

invention is mere admixture of the known components. 

Further, the same also does not involve any technical 

advancement over what was already known in the art as 

the Patentee has merely conducted substitutions in the 

already known compounds to arrive at the impugned 

patent. As a result, the impugned patent cannot be 

regarded as an invention within the meaning of the Act and 

is thus liable to be revoked on the present ground alone. 

 

GROUND IV 

Section 25(1)(g) that complete specification does not 

sufficiently and clearly describe the invention or the 

method by which it is to be performed 

 

65. It is submitted that the complete specification of the 

impugned patent does not sufficiently and fairly describe 

the invention and the method by which it is to be 

performed, that is to say, that the description of the 

method or the instructions for the working of the invention 

as contained in the complete specification are not 

themselves sufficient to enable a person possessing 
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average skill in, and average knowledge of, the art to 

which the invention relates, to work the invention, or that 

it does not disclose the best method of performing it which 

was known to the Patentee and for which he was entitled to 

claim protection and in light of the same the impugned 

patent is not patentable.  

 

66. It is submitted that Section 10(4) of the Act states that 

“Every complete specification shall— 

(a)  fully and particularly describe the invention and its 

operation or use and the method by which it is to 
be performed; 

(b)  disclose the best method of performing the 

invention which is known to the applicant and for 

which he is entitled to claim protection; and 

(c)  end with a claim or claims defining the scope of the 

invention for which protection is claimed. 
(d) be accompanied by an abstract to provide technical 

information on the invention.” 

 

67. It is respectfully submitted that the independent claims 1, 

2 and 8, and thereby their dependent claims (the claims of 

the impugned application in their entirety), do not clearly 

and sufficiently define the scope of the alleged invention in 

the absence of mention of all significant 

elements/components of composition, like constituents and 

their properties, percentage etc. that reflects technological 

contribution to establish the novelty and/or inventive step 

and define the scope of alleged invention. 

 

68. It is submitted that the claims of the impugned application 

attempt to define the subject matter in terms of result to 

be achieved vis a vis the dissolution profile, Cmax, AUC 

and mean area under the plasma concentration versus time 
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curve values. It is submitted that the claims cannot be 

defined by just specifying the results to be achieved 

without any direction of structure limited with significant 

elements of composition, like constituents and their 

properties, percentage etc. that are required to achieve 

these results. 

 

69. It is submitted that the claims of the impugned application 

entail broad structural elements such as osmogen, semi-

permeable membrane and water insoluble cellulose 

polymer and hence provide multiple possibilities which may 

or may not provide the claimed results. It is submitted 

that, the overlapping scope, different features, and the 

varied outcome makes the exact nature and scope of the 

alleged invention ambiguous, for which protection is 

sought.  Therefore, it is submitted that the matter for 

which protection is sought is not clearly defined and hence 

claims does not meet the requirements of Section 10(5) of 

the Act, which makes it mandatory that the claims of a 

complete specification shall be clear and succinct and shall 

be fairly based on the matter disclosed in the specification. 

 

70. It is of importance to note that the Patentee has failed to 

describe and disclose sufficiently in the complete 

specification any structural element of the dosage form 

which would enable a person of ordinary skill in art to 

distinguish between any osmotic formulations versus the 

osmotic formulation having the claimed release profile. 
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71. It is of pertinence to note here that the independent claims 

1, 2 and 8 (and thus the dependent claims) attempt to 

define the subject matter in terms of the result to be 

achieved but does not provide any technical features that is 

necessary to achieve the desired release profile, its 

mechanism and control.  

 

72. It is submitted that the specification does not teach any 

known general correlation between the structure of 

controlled release tofacitinib compositions and the ability to 

obtain a composition that achieves the claimed 

pharmacokinetic parameters, other than the specific 

compositions that are exemplified and tested. It is 

submitted that the disclosure is not sufficient to determine 

which design, structural configurations, ingredient and 

amount (properties, percentage etc.) could be used to 

formulate a composition which falls within the ambit of the 

claims.  

 

73. Further, it is submitted that the reading of the complete 

specification is directed to multiple embodiments with 

different dosage form structures, however, the 

pharmacokinetic profile of all the embodiments has not 

been disclosed in the complete specification. It is submitted 

that there is no disclosure or study of the PK parameters of 

the formulations as contained in examples 5, 6, 7, 8 and 9. 

Further, the dissolution profile of formulation of example 9 

has also not been disclosed in the description of the alleged 

invention.  
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74. It is submitted that a reading of the complete specification 

of the impugned application makes it amply clear that 

multiple examples disclosed in the specification, have very 

different structural elements in the formulation and dosage 

form design, thus providing wide possible range of 

dissolution profiles and PK parameters which render the 

nature of the invention ambiguous.  

 

75. It is submitted that it is unclear from the examples/ 

embodiments of the impugned application as to how the 

difference between each of the composition, its structure, 

ingredients and design would result into the claimed 

dissolution and PK profile. This creates unpredictability for 

the skilled artisan to determine which design, structure and 

ingredient could be used to formulate a composition which 

falls within the preview of the claims. Thus, there exists 

lack of clarity, sufficiency and enablement for one of 

ordinary skill to make or use the invention without undue 

experimentation. 

 

76. The Opponent submits that a complete specification should 

sufficiently and clearly describe the invention and not leave 

a person skill in the art in a state where he has to conduct 

undue experimentation to perform the invention. There is 

no data and examples in the complete specification of the 

impugned application to show the best mode of working of 

the invention. Accordingly, it is not known as to what is the 

exact and actual workable method of arriving at the 

claimed dosage forms, and the workable and effective 

dosage forms claimed in the impugned application.  
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77. Therefore, it is submitted that the impugned patent does 

not meet with the requirements of Section 10(4) and 

Section 10(5) of the Act and hence is not patentable on 

this ground under Section 25(1)(g) of the Act, for lacking 

sufficient description and also being vague and ambiguous. 

 

GROUND V 

Section 25(1)(h) that the applicant has failed to 

disclose to the Controller the information required by 

Section 8 or has furnished the information which in any 

material particular was false to his knowledge;  

It is most respectfully submitted that Section 8 of the Act 

specifically provides that:  

Section 8: Information and undertaking regarding foreign 

applications 

(1) Where an applicant for a patent under this Act is 

prosecuting either alone or jointly with any other person an 

application for a patent in any country outside India in respect 

of the same or substantially the same invention, or where to 

his knowledge such an application is being prosecuted by some 

person through whom he claims or by some person deriving 

title from him, he shall file along with his application [or 

subsequently [within the prescribed period as the Controller 

may allow]]— 

 

[(a) a statement setting out detailed particulars or such 

application; and] 

(b) an undertaking that, [up to the date of grant of patent in 

India,] he would keep the Controller informed in writing, from 

time to time, of [detailed particulars as required under] clause 
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(a) in respect of every other application relating to the same 

or substantially the same invention, if any, filed in any country 

outside India subsequently to the filing of the statement 

referred to in the aforesaid clause, within the prescribed time. 

 

[(2) At any time after an application for patent is filed in India 

and till the grant of a patent or refusal to grant of a patent 

made thereon, the Controller may also require the applicant to 

furnish details, as may be prescribed, relating to the 

processing of the application in a country outside India, and in 

that event the applicant shall furnish to the Controller 

information available to him within such period as may be 

prescribed.] 

 

78. As per the aforesaid provision, an applicant for a patent 

bears a continuing and mandatory duty to keep the Indian 

Patent Office informed of the status of all corresponding 

foreign applications (filed in respect of the same or 

substantially the same invention in respect of which a 

patent is being sought) including details regarding their 

grant, refusal, abandonment etc. It is of importance to note 

that the Patentee has failed to disclose to the Indian Patent 

Office, the details of the entire prosecution history of the 

impugned patent in other countries where a corresponding 

patent application has been filed, thereby deliberately 

hiding „material facts‟ which are important to determine the 

patentability merits of the impugned application. 

 

79. It is submitted that Sec 25(1)(h) mentions that a patent 

may be rejected if the applicant has failed to disclose 
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information required by Section 8 of Indian Patent Act. It is 

pertinent of note here that the Applicant has deliberately 

concealed the status of corresponding South Korean 

Application, being Application No. 10-2015-7029051. It is 

submitted that the Application has been “refused” and 

holds the said status since September 24, 2017. However, 

the Applicant has not placed the development before the 

Indian Patent Office even as late as August 29, 2018 when 

the Form 3 for the impugned application was filed before 

the Indian Patent Office.  The current legal status and the 

refusal letter dated 21.08.2017 of the corresponding 

Korean application (attached hereto as Annexure G.)   

 

80. It is submitted that the non-compliance of Section 8 by the 

Applicant is not merely an administrative miss. It is 

pertinent of note that in the present case the requirements 

of Section 8 was violated by failing to clearly specifying the 

refusal status and documents of patent application of Korea 

South which was withheld with an intent to deceive and 

mislead the examiner. The Applicant should have submitted 

the above details to the examiners as its duty of candor 

and good faith as also to comply with the requirements 

imposed on the Applicant by Section 8 of the Act. 

 

81. It is relevant to note that concealment of the said facts, 

thus violates the mandatory provision of Section 8. Thus, 

the Applicant has failed to comply with the provisions of 

Section 8 of the Act and the impugned application is liable 

to be rejected on this ground alone. 
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PRAYER 

 

82. In the facts and circumstances of the case the Opponent 

prays as follows: 

a) That the present pre-grant opposition allowed, and the 

Application No. IN 8222/DELNP/2015 and claims thereof 

be rejected under Section 25(1) of the Indian Patent Act, 

1970; 

b) The Opponent may be allowed to file further documents as 

evidence if necessary to support their averments; 

c) The Opponent may be granted an opportunity of being 

heard in the matter before any orders are passed; 

d) Any other reliefs considering the facts and circumstances 

may be granted in favor of the Opponent in the interest of 

justice. 

 

 

SINGH AND SINGH LAW FIRM LLP 

ATTORNEYS FOR THE OPPONENT 

 

Dated:27.06.2019                                                                        

New Delhi 

 

To, 

The Controller of Patents 

The Patents Office, Delhi 
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