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BEFORE THE CONTROLLER OF PATENTS 

THE PATENTS ACT, 1970 

SECTION 15 

In the matter of the Patents Act, 1970 (as amended) 

 & the Patents Rules, 2003 (as amended) 

                                                                                             And 

In the matter of Patent Application No 1220/MUMNP/2009 by 

JANSSEN PHARMACEUTICA N.V., Belgium 

And 

In the matter representation by way of opposition 

                                                                                                         under Section 25 (1) of the Patents 
Act by  

Network of Maharashtra people living with HIV, Laxmi Road, Pune-411002 

And  

Nandita Venkatesan and Phumeza Tisile, A-13, First Floor, Nizamuddin West, Delhi 110013 

 

D E C I S I O N 

1. On 29/06/2009, the Applicant filed a PCT National Phase application for a patent bearing 

number 1220/MUMNP/2009 in Patent Office, Mumbai entitled “FUMARATE SALT OF 

(ALPHA S, BETA R)-6-BROMO-ALPHA-[2-(DIMETHYLAMINO)-ETHYL]-2-

METHOXY-ALPHA-1-NAPHTHALENYL-BETA-PHENYL-3-QUINOLINEETHANOL”. 

A request for examination under section 11-B was filed on 23/04/2010, and was assigned a 

Request No. 1219/RQ-MUM/2010. As per the provision under Section 11-A of Patents Act, 

the said application was published on 14/08/2009.  

Accordingly, said application was examined under sections 12 and 13 of the Patents Act, 

1970 (as amended) and the First Examination report (hereinafter referred to as FER) was 

issued on 12/03/2012. The applicant’s agent filed the reply to the FER on 28/01/2013. After 

considering the reply in response to the FER, and the specification with amended claims 1-7 

filed by the applicant's agent.  

2. Meanwhile, two representations by way of opposition u/s 25 (1) of the Act (hereinafter 

referred to as the pre-grant opposition) were filed on 11/03/2013 and 07/02/2019 by  

Network of Maharashtra people living with HIV, Laxmi Road, Pune-411002 & Nandita 

Venkatesan and Phumeza Tisile, A-13, First Floor, Nizamuddin West, Delhi 110013 
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respectively, against the grant of patent to the invention in the subject application. Statement 

of grounds, prior art and comparison of patent application with prior art in the said pre-grant 

opposition are available in the e-dossier as document named “1220-MUMNP-2009-PRE-

GRANT OPPOSITION(11-3-2013).pdf and  1220-MUMNP-2009-PRE GRANT 

OPPOSITION DOCUMENT [07-02-2019(online)].pdf 

3. On 19-09-2013  “Network of Maharashtra people living with HIV” filed first pre-grant 

opposition and on 07-05-2022  “Nandita Venkatesan and Phumeza Tisile filed the 2nd Pre-

grant opposition applicant's agent submitted reply Statements in support of the application 

under Rule 55(4) of the Patents Rules (as amended) to the representation by way of 

Oppositions by both of the Opponents ,  &   the said documents  available in the e-dossier as 

document named 1220-MUMNP-2009-PRE-GRANT OPPOSITION REPLY 

STATEMENT(19-9-2013).pdf, 1220-MUMNP-2009-Statement and Evidence [07-05-

2022(online)].pdf & 1220-MUMNP-2009-Annexure [07-05-2022(online)].pdf. 

4. After considering the reply filed in response to the first examination report by the applicant’s  

agent and the report of the examiner on such reply, the cited documents along with the main 

grounds of the pre-grant oppositions,  it was observed that the said patent application was not 

in order for grant. Keeping in view the provisions of the Patents Act, 1970 (as amended), a 

hearing notice under section 14 & 25(1) was issued to the applicant’s agent as well as the 

opponent/opponent’s agent vide email scheduled on 11/05/2022 through VC under rule 

28(6) of the Patent Rules, 2003 (as amended) vide hearing notice dated 08/02/2022 which 

was adjourned to 15/06/2022 vide hearing notice dated 09/05/2022 as requested for 

adjournment of the scheduled hearing by filing a Request for Adjournment of Hearing under 

rule 129A of the Patents Rules, 2003 (as amended). Again, the scheduled hearing was 

adjourned as requested under rule 129A to 18/11/2022 vide hearing notice dated 24/08/2022. 

Further, adjournment requested on 09/11/2022 was not allowed. In respect of the said 

hearing notice dated 24/08/2022, a hearing was duly held on 18/11/2022 and attended by all 

the parties (Applicant’s agent as well as opponent’s agents), However hearing could not be 

concluded on the aforesaid date. In continuation of said hearing three subsequent hearings 

were held on 24/11/2022, 30/11/2022 & 17/01/2023(Which were requested by the way of 

representation by the agent of the opponent Nandita Venkatesan and Phumeza Tisile). 

Keeping in view the provisions of the Patents Act, 1970 (as amended) and with a view to 

provide natural justice to the applicant as well as to the both of the opponents sufficient 

opportunities were provided to hear all the arguments. Hearing Notice documents  available 

in the e-dossier as document named 1220-MUMNP-2009-PreGrant-ExtendedHearingNotice-

(HearingDate-18-11-2022).pdf and 1220-MUMNP-2009-PreGrant-ExtendedHearingNotice-

(HearingDate-17-01-2023).pdf. Since all these documents are available in public domain, 

they are not reproduced here for the sake of brevity. 
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5. On the circumstances of the case, applicant’s agent as well as opponent’s agents appeared 

for hearing on the above scheduled date and all the objections (hearing notice u/ s 14) as well 

as grounds of opposition u/s 25(1) proceedings were discussed. the grounds on which 

opponent 1 (Network of Maharashtra people living with HIV) relied upon are considered 

carefully during the proceedings which are as below; 
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6. Further opponent 2, Nandita Venkatesan and Phumeza Tisile relied upon are considered 

carefully during the proceedings which are as below; 

1. That the invention claimed in any and all claims of the complete specification was 

published before the priority date of the claim in India or elsewhere in any other document – 

Section 25(1)(b);  

2. That the invention claimed in any and all claims of the complete specification is obvious 

and clearly does not involve any inventive step – Section 25(1)(e);  

3. That the subject of any and all claims of the complete specification is not an invention 

within the meaning of this Act, or is not patentable under this Act – Section 25(1)(f);  

4. That the complete specification does not sufficiently and clearly describe the invention or 

the method by which it is to be performed- Section 25(1)(g); 

5. That the Applicant did not disclose information required by Section 8– Section 25(1)(h). 

 

 

Detailed Grounds  
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The original filed claims 1-21 are mentioned below;
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7. After filing Form 13 one new claim 22 was added as claims 1-22 for which protection is 

sought is mentioned below in whose respect objections were raised in the FER. 
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 8. 

8. The objections raised in FER for compliance by the applicant within prescribed time line are as 

follows: 

 

9.  Hearing Notice dated 24/08/2022 with the following objections was issued: 
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10 After the all the hearings (including  hearing held on 17-01-2023 which was offered for the 

amended claims submitted by the applicant on 14-12-2022) as mentioned above the applicant filed 

written submission to the hearing with amendment to the claims 1-5 which are as follows: 
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11. The hearing submissions (oral arguments during hearing and written submissions after hearing) of 

both of the Opponents and the Applicant were considered. It is noted that opponents as well as 

applicant have cited a number of grounds and case law to establish their stand. During the whole 

discussion in the hearing, some of the points from both sides were thought to be of are 

irrelevant/superfluous and some are relevant in the matter of the impugned application under pre-grant 

opposition. As far as the time line and the procedure as defined in the Patent Act is concerned, all 

parties  have utilized their rights for adjournments in the prescribed manner and was acceptable. All 

the parties have tried to unnecessarily overburden the Controller by citing a variety of case laws, all of 

which was not found to be relevant for deciding the pre grant opposition.  The instant decision is 

based on the outcome of the invention disclosed in the complete specification and claims, analysis of 

the relevant documents and case laws, and the arguments made by both of the opponents and the 

applicant. 

12. The opponents 1 & 2 filed their representations with the following grounds of opposition under 

section  25 (1)(b), (c), (d), (e), (f), and (h) and 25 (1)(b), (e), (f),(g) and (h), respectively. However 

ground u/s 25 (1)(h) has been withdrawn by Opponent 1 during the hearing.   

 

I. GROUNDS: NOVELTY ; UNDER SECTION 25(1) (b) and 25(d))  

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

the priority date of the claim (section 25(l)(b)) 

25(1)(d) that the invention so far as claimed in any claim of the complete specification was publicly 

known or publicly used in India before the priority date of that claim 

Both of the Opponents 1 and 2 contested the ground of 25(1) (b) however the Opponent 1 only 

contested the ground of 25(1)(d). 

The determination of novelty, for a new invention to be patentable as specified in Section 2 

(1)(j) of The Patents Act, 1970, is that the new invention has to be any invention or 

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

https://indiankanoon.org/doc/1760132/
https://indiankanoon.org/doc/1760132/
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country or elsewhere in the world before the date of filing of patent application with complete 

specification, i.e., the subject matter has not fallen in public domain or that it does not form 

part of the state of the art. 

To prove this ground of opposition (Novelty), both the opponents relied on the cited 

document D1: WO 2004/011436 only. 

After going thoroughly  through the complete specification of the impugned application under 

opposition, it is clear that the application relates to the fumarate salt of (alpha S, beta R)-6-

bromo-α-[2-(dimethylamino)ethyl]-2-methoxy-α-1-napthalenyl-β-phenyl-3-quinolineethanol) 

(fumarate salt of Bedaquiline) and its pharmaceutical composition. Particularly amended 

claim 1 of the present application relates to a solid pharmaceutical composition comprising a 

pharmaceutically acceptable carrier  as active ingredient, a therapeutically effective amount of 

the fumarate salt of (alpha S, beta R)-6-bromo-alpha-[2-(dimethylamino)ethyl]-2-methoxy-

alpha-1-naphthalenyl-betaphenyl-3-quinollineethanol and as a wetting agent, a polyethylene 

glycol sorbitan fatty acid ester, wherein the composition comprises by weight based on the 

total weight of the composition: (a) from 5 to 50% of active ingredient; (b) from 0.01 to 5% 

of said wetting agent; (c) from 40 to 92% of a diluent; (d) from 0.1 to 5% of a glidant. 

D1: WO 2004/011436 discloses a pharmaceutically acceptable acid addition salts are defined 

to comprise the therapeutically active non-toxic acid addition salt forms which the 

compounds according to either Formula (Ia) and (Ib) are able to form.  

 

 

The said acid addition salts can be obtained by treating the base form of the compounds 

according to either Formula (Ia) and (Ib) with appropriate acids, for example inorganic acids, 

for example hydrochloric acid, …; organic acids, for example acetic acid, … fumaric acid. 

The pharmaceutical composition comprising by weight based, depending on the mode of 
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administration, will preferably comprise from 0.05 to 99% by weight, more preferably from 

0.1 to 70% by weight of active ingredient, and from 1 to 99.95% by weight, more preferably 

from 30 to 99.9 weight % of a pharmaceutically acceptable carrier, all percentage being based 

on the total composition.  

D1 discloses the possibility of various salts, in general, it refers for instance to both acid 

addition salts of a free base and base addition forms of an acid and a fumaric acid is available 

generally in  organic acids list as given below; 

 

   

D1 does not disclose particular pharmaceutical composition of a fumarate salt of (alpha S, 

beta R)- 6-bromo-α-[2-(dimethylamino)ethyl]-2-methoxy-α-1-napthalenyl-β-phenyl-3- 

quinolineethanol)  with a wetting agent, polyethylene glycol sorbitan fatty acid ester along 

with acceptable carrier. Therefore Novelty of the invention has been acknowledged.  

Thus, the document D1 cited by the opponent fails to disclose each and every particular feature of the 

claimed composition ( i.e. the specific  fumarate salt of (alpha S, beta R)- 6-bromo-α-[2-

(dimethylamino)ethyl]-2-methoxy-α-1-napthalenyl-β-phenyl-3- quinolineethanol); with polyethylene 

glycol sorbitan fatty acid ester (TWEEN 20 ) as a wetting agent and pharmaceutically acceptable 

carriers in specific amounts as disclosed in claim 1 of the instant application is not taught in the 

disclosure of D1) and hence the present invention is clearly novel over the cited document D1. It is I 

conclude that such a ground of opposition is not validly established by the Opponent 1 & 2. 

 

II. GROUND: PRIOR CLAIMING ; UNDER SECTION 25(1) (c)) 

Opponent 1 made a ground of opposition under Section 25(1)(c) of the Act, that the invention so far 

as claimed in any claim of the complete specification is claimed in a claim of a complete specification 

https://indiankanoon.org/doc/1760132/
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published on or after priority date of the applicant's claim and filed in pursuance of an application for 

a patent in India, being a claim of which the priority date is earlier than that of the applicant's claim; 

The said opponent submitted that “A novel substituted quinoline compound”, being in Patent 

application No. 220/DELNP/2005 (PCT/EP03/050322) filed on 20.1.2005 which was granted a patent 

on 23.11.2009 withPatent No. IN236811. However, this application is not related to the prior claiming 

of the composition particularly fumarate salt of (alpha S, beta R)- 6-bromo-α-[2-

(dimethylamino)ethyl]-2-methoxy-α-1-napthalenyl-β-phenyl-3- quinolineethanol); with polyethylene 

glycol sorbitan fatty acid ester (TWEEN 20 ) as a wetting agent and pharmaceutically acceptable 

carriers. On account of no record was authenticated during hearing , the opponent 1 failed to establish 

the alleged ground of opposition. 

 

III. GROUNDS: OPPOSTION UNDER SECTION 25(1)(e), SECTION 25(1)(f) i.e 

SECTION 3(d) and (3(e): 

Both of the opponents have challenged the impugned application under opposition on the same 

grounds i.e. (i) that the invention as claimed in any of the claims 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 (under Section 25 (l)(e)); (ii) that the subject of any claim of the complete 

specification is not an invention within the meaning of this Act, or not patentable under this Act 

(under Section 25(1)(f) i.e. Section 3(d) and 3(e) of the Act   

 

Referring to these grounds, both the opponents cited  different documents to establish their claim of 

lack of inventive step in the invention claimed in the instant application. The documents relied upon 

by the opponents are already stated as follows:  

 

By the opponent 1: 
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By the opponent 2: 

 

Exhibit A - WO 2004/011436 titled “Quinoline derivatives and their use as mycobacterial inhibitors 

Exhibit B - WO2005/117875 titled, “Use of substituted quinoline derivatives for the treatment of drug 

resistant mycobacterial diseases 

Exhibit C - WO2006067048 titled, “Quinoline derivatives for the treatment of latent tuberculosis” 

Exhibit D - WO2006024667 titled “Fumarate of 4-((4-((4-(2-cyanoethenyl)-2,6-

dimethylphenyl)amino)- 2-pyrimidinyl)amino)benzonitrile” 
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Exhibit E - US 6,534, 508 titled “Methods and Composition for treating infection using optically pure 

(S)-Lomefloxacin” 

Documents cited in Hearing Notice; 

D1:WO 2004/011436 

D2:WO/2005/117875 

D3:WO2006067048 

D4:WO2006024667 

D5:US20020061894A1 

The subject matter of amended claims 1-5 lacks inventive step, as required u/s 2(1)(j) of the Patents 

Act, 1970 (as amended), statutorily non-patentable u/s 3(d) and u/s 3(e) of the Act . 

 

The following documents which were found most relevant for deciding the patentability of the 

invention as well as from the view point of the opposition filed which has only been analysed.    

 

D1: WO 2004/011436 

Exhibit B is a chapter from a textbook on Medicinal Chemistry, in which the author, Heinrich 

Stahl; 2003 

D2: WO2006067048 and D3: WO2006024667 

The originally filed complete specification in page 2 of the specification discloses about the fumarate 

salt of (alpha S, beta R)-6-bromo-alpha-[2-(dimethylamino)ethyl]-2-methoxy-alpha-1 -naphthalenyl-

beta -phenyl-3-quinolineethanol, in particular (alpha S, beta R)-6-bromo-alpha-10     [2-

(dimethylaniino)ethyl]-2-methoxy-alpha-l-naphthalenyl-beta-phenyl-3-quinolineethanol (2E)-2-

butenedioate (1:1); to pharmaceutical compositions comprising said fumarate salt, to the preparation 

of the salt and the pharmaceutical compositions. 

One of the objective of the instant invention emphasizes that the fumarate salt of (alpha S, beta R)-6-

bromo-alpha-[2-(dimethylamino)ethyl]-2-methoxy-alpha-l-naphthalenyl-beta-phenyl-3-

quinolineethanol is non-hygroscopic and stable. Due to its solubility in water and its dissolution rate, a 

pharmaceutical composition comprising said salt can be obtained with an acceptable bioavailability. 

The specification of the instant invention in the background also discloses 6-bromo-a-[2-

(dimethylamino)ethyl]-2-methoxy-a-l--naphthalenyl-P-phenyl-3-quinolineethanol and stereo isomeric 

forms thereof in D1 as antimycobacterial agents useful for the treatment of mycobacterial diseases, 

particularly those diseases caused by pathogenic mycobacteria such as Mycobacterium (M.) 

tuberculosis, M, bovis, M. avium and M. marinurn. 
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Enantiomer (alpha S, beta R)-6-bromo-a-[dimethylamino)ethyl]-2-methoxy-CX-l-naphthalenyl-p-

phenyl-3-quinolineethanol corresponds to compound 12 (or the Al enantiomer) of D1 and is a 

preferred compound to treat mycobacterial diseases, in particular tuberculosis is also disclosed.  

In Page 4 (line 30) of the specification in the instant case shows that the antimycobacterial activity of 

the free base is described in WO 2004/011436, which is incorporated herein by reference. 

In Page 8 of the specification it is stated that “it is well-known in the art that a wetting agent is an 

amphiphilic compound; it contains polar, hydrophilic moieties as well as non-polar, hydrophobic 

moieties. The terms "hydrophilic" or "hydrophobic" are relative terms. The relative hydrophilicity or 

hydrophobicity of a wetting agent may be expressed by its hydrophilic-lipophilic balance value 

("HLB value). Wetting agents with a lower HLB value are catagorized as being "hydrophobic" 

wetting agents whereas wetting agents with a higher HLB value are catagorized as being 

"hydrophilic" wetting agents. As a rule of thumb, wetting agents having a HLB value greater than 

about 10 are generally considered as being hydrophilic wetting agents; wetting agents having a HLB 

value lower than about 10 are generally considered as being hydrophobic wetting agents”. 

It is further stated that the present compositions preferably comprise a hydrophilic wetting agent. It 

should be appreciated that the HLB value of a wetting agent is only a rough guide to indicate the 

hydrophilicity/hydrophobicity of a wetting agent. The HLB value of a particular wetting agent may 

vary depending upon the method used to determine the HLB value; may vary depending on its 

commercial source; is subject to batch to batch variability. A person skilled in the art can readily 

identify hydrophilic wetting agents suitable for use in the pharmaceutical compositions of the present 

invention as admitted in the disclosure. 

Further, in Pages 9-11, list of suitable wetting agents which may be used in the present invention were 

also provided. In page 12 of the complete specification it is disclosed that preferred wetting agents in 

the present compositions are those agents belonging to the group of the polyethylene glycol sorbitan 

fatty acid esters, such as wetting agents known as Tween, e.g. Tween 20, 60, 80. Most preferred, the 

wetting agent is Tween 20. 

Therefore it is clear from the above para’s  from the complete specification  that the object of the 

present invention is to protect the fumarate salt of  Bedaquiline (i.e. alpha S, beta R)-6-bromo-alpha-

[2-(mmemylamino)ethyl]-2-methoxy-alpha-1-naphthalenyl-beta-phenyl-3-quinolineethanol) and its  

pharmaceutical composition for use as a medicine to treat or prevent a mycobacterial infection. 

The originally filed fumarate salt of  Bedaquiline compound as appeared in claims 1-5 were deleted at 

the time of reply to FER . Applicant’s agent accepted the view as discussed before in the preceding 

paragraph that the antimycobacterial activity of the free base is described in D1 well before filing of 
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the alleged invention. Upon amendment to the claims, the  applicant intends to seek protection for 

particular a pharmaceutical composition of 5 to 50% having fumarate salt of (alpha S, betaR)-6-

bromo-α-[2-(dimethylamino)ethyl]-2-methoxy-α-1-napthalenyl-β-phenyl-3-quinolineethanol with 

0.01 to 5% of TWEEN 20 (a polyethylene glycol sorbitan fatty acid ester) as a wetting agent and 

pharmaceutically acceptable carriers with specific ranges as clamed in amended claim 1. The 

intention of the applicant to delete the salt of the compound as well as bringing solely a set of claims 

in the amended stage with a pharmaceutical composition comprising 5 to 50% fumarate salt of 

bedaquiline (enantiomeric form) with 0.01 to 5% of TWEEN 20 (a polyethylene glycol sorbitan fatty 

acid ester) as a wetting agent was thoroughly considered vis-à-vis the documents relied upon by the 

opponents in the pre-grant oppositions filed. However, it is inferred from the written reply of the 

applicant that to provide enhanced bioavailability, and accordingly to increase dissolution profile rate 

of the formulation, the presence of 0.01 to 5% of TWEEN 20 as a wetting agent is required and 

therefore showed an unexpected technical advancement in comparison to the prior art. However, upon 

analysis of originally filed complete specification it is observed that the applicant failed to disclose 

any evidence to support the statement made out regarding increase in bio-availability as well as rate of 

increase in dissolution profile of the composition. To support such fact the applicant’s agent submitted 

the test data in an affidavit dated 22-05-2022 from Sigrid Stokbroekx (one of the inventor) as an 

afterwards support claiming 159% increase in bioavailability of the drug in its fumarate salt   form 

over the base compound and intrinsic dissolution rate (IDR) of the claimed salt twice as much as the 

non-salt form of the compound.  

Prior art document D1 discloses Enantiomer (alpha S, beta R)- 6-bromo-α-[2-(dimethylamino)ethyl]-

2-methoxy-α-1-napthalenyl-β-phenyl3-quinolineethanol corresponds to compound 12 (A1 

enantiomer) and is a preferred compound to treat mycobacterial diseases, in particular tuberculosis. 

D1 further discloses the said compound particularly useful in the treatment of Mycobacterium 

tuberculosis. 

D1 further discloses the pharmaceutically acceptable acid addition salts are defined to comprise the 

therapeutically active non-toxic acid addition salt forms which the compounds according to both 

Formula (la) and (lb) are able to form. Said acid addition salts can be obtained by treating the base 

form of the compounds according to either Formula (la) and (lb) with appropriate acids, for example 

inorganic acids, for example hydrohalic acid, in particular hydrochloric acid, hydrobromic acid, 

sulfuric acid, nitric acid and phosphoric acid ; organic acids, for example acetic acid, hydroxyacetic 

acid, nrnnanoir, acid, lactic acid, nvruvic acid, oxalic acid, malonic acid, succinic acid, maleic acid, 

fumaric acid, malic acid, tartaric acid, citric acid, methanesulfonic acid, ethanesulfonic acid, 

benzenesulfonic acid, p-toluenesulfonic acid, cyclamic acid, salicyclic acid, p-aminosalicylic acid and 

pamoic acid. Depending on the mode of administration, the pharmaceutical composition will 

preferably comprise from 0.05 to 99 % by weight, more preferably from 0.1 to 70 % by weight of the 
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active ingredient, and, from 1 to 99.95 % by weight, more preferably from 30 to 99.9 weight % of a 

pharmaceutically acceptable carrier, all percentages being based on the total composition. The 

applicant is of the view that the generic disclosure does not bar patenting of a specific composition if 

such specific composition is not disclosed clearly and unambiguously in the document.  

Exhibit B filed by opponent 1 is a chapter from a textbook on Medicinal Chemistry, in which the 

author, Heinrich Stahl, explains the preparation of water-soluble compounds through salt formation. 

Exhibit B also provides the principles and practical considerations for preparation of salt forms, 

wherein Table 35.4 it lists the characteristic of base drugs by change of salt form. The same exhibit 

also teaches that by using the salt form of a drug its solubility increases, and the bioavailability of the 

drugs also increases (p.73 – Exhibit B). It further lists the fumarate salt as one of the 15 most 

frequently used acids for salt formation (p. 69 – Exhibit B). 

Further WO2006067048 (D2) also discloses compounds Ia and Ib for treatment of latent 

tuberculosis,  pharmaceutically acceptable salts of Ia and Ib as mentioned above also that may include 

those derived from organic acids such as fumaric acid (See D2, page 7, lines 4-15). It also discloses 

that the racemic compounds of either Ia or Ib may be converted into corresponding diastereoisomeric 

salt forms by reaction with suitable chiral acids (See D2, 9, lines 15-20). 

Although WO2006024667 (D3) does not relate to a pharmaceutical composition comprising (alpha 

S, beta R)- 6-bromo-α-[2-(dimethylamino)ethyl]-2-methoxy-α-1-napthalenyl-β-phenyl3-

quinolineethanol or its pharmaceutical salts, however, it discloses about commonly used wetting 

agents.   

Many portions of the Present Application are verbatim reproduction from D3, particularly, the 

portions related to the use of a wetting agent in the composition given as under: 
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D4 claims a composition that has the same weight ranges of the wetting agent as claimed in the 

instant application. Claim 5 of the instant application uses the same weight composition of wetting 

agents and other ingredients as claimed in claim 11 of D3 also. 
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Upon considering the submission from both sides as well as from the disclosure in various prior art, 

the followings are the observation on considering whether the invention claimed in any claim of the 

complete specification is inventive or not.  

The disclosure of the invention by the applicant in the instant invention, the disclosure and teachings 

in the prior art D1 or D2, Exhibit B as well as D3, the affidavit filed by the inventor as well as the 

argument during hearing has been elaborated in the preceding paragraphs. In crux, D1 discloses the 

base compound along with the suggestion that fumarate salt of  Bedaquiline may be feasible in 

another embodiment, Exhibit B discloses about the salt form of the base compound in the 

pharmaceutical field in general and the advantage of the salt form over the base compound in terms of 

the bioavailability; D3 elaborates especially about the use of TWEEN 20 (a polyethylene glycol 

sorbitan fatty acid ester) as wetting agent in pharmaceutical compositions in the range of 0.01 to 5.0%   

The evidence filed in form of affidavit is thought to be supporting the composition claiming a 

fumarate salt of  Bedaquiline and the wetting agent TWEEN 20 as essence of the invention which was 

not elaborated in details with supporting facts. It was filed only after the objections were emerged. 

Had it been the only problem to be solved, all such findings could have been well documented and 

incorporated before the priority date of the application. There is no data has been shown in the 



99 
 

complete specification to show that combination of fumarate salt of Bedaquiline along with Tween 20 

would show surprising effect over the known the composition of Bedaquiline on the treatment of a 

patient.  The applicant has failed to have such records and therefore, combining the teachings and 

suggestions of the prior art Exhibit B and D3, especially with reference to the disclosure in D1, it is 

obvious to a person skilled in the art to perform the invention. Therefore, no inventive step can be 

acknowledged to the set of claims 1-5 claimed in the instant application.  

As far as the invention claimed in any of the claims falls under Section 25(1)(f) of the Act i.e. whether 

a patentable invention U/S 3(d) and 3(e) of the Act, the analysis is as under:  

(b) An invention, especially pharmaceutical product to be patentable it must have to satisfy the criteria 

as required U/S 3(d) of the Act which is; 

“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;”  

In the instant case, the applicant sought protection of a fumarate salt of  Bedaquiline  which was 

dropped from the claim during the amended stage. The applicant further emphasized seeking 

protection for a composition in original claim 6. 

In general the salt form of the base compound is the invention and justifying addition of a wetting 

agent by the applicant at a later stage as the main theme of the invention may not arise. Therefore, the 

fumarate salt of (alpha S, betaR)-6-bromo-α-[2-(dimethylamino)ethyl]-2-methoxy-α-1-napthalenyl-β-

phenyl-3-quinolineethanol to be patentable should be showing enhanced efficacy and that to 

unexpected enhanced therapeutic efficacy in comparison with prior art base compound particularly 

D1 for  treatment of Mycobacterium tuberculosis. The comparative data, which has been placed on 

record, relates to some bioavailability aspect only which can’t be correlated with the enhanced 

therapeutic effect unless data relating to the efficacy of base compound and TWEEN 20 is given (i.e. 

comparative data of (Bedaquiline + TWEEN 20) and (fumarate salt of  Bedaquiline + TWEEN 20). 

There is no comparative data in the complete specification to show that combination of fumarate salt 
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of Bedaquiline along with Tween 20 would show significant enhancement of the known efficacy or 

improved therapeutic efficacy over the known efficacy of the composition of Bedaquiline on the 

treatment of a patient. 

However, it is apparent that the complete specification has failed to disclose an improved therapeutic 

efficacy over the prior art, and also affidavit is silent regarding improved efficacy, but deposed 

increase in bio-availability by changes made in use of  0.01 to 5% of wetting agent, which could not  

lead to an improved efficacy, this can be practiced by changing in the dosages to make increase in 

bio-availability 

As the improved bioavailability would not constitute enhancement in therapeutic efficacy of the 

pharmaceutical composition unless it shows significant enhancement in known therapeutic efficacy in 

terms of efficacy results.  

In the absence of any such credible evidence regarding enhanced therapeutic effect of the formulation 

by the use of specific concentration of wetting agent i.e. a polyethylene glycol sorbitan fatty acid ester 

and carriers such as diluents, glidant , disintegrant; a lubricant, polymer is not justified  Further, 

Annexure A (test data in affidavit from Sigrid Stokbroekx), applicant’s agent mentions that the 

unexpectedly improved bioavailability makes it possible to develop a solid dosage form. Further, it is 

submitted by the applicant’s agent that bioavailability of the solid fumarate salt formulation relative to 

the solution of the base was found to be 159%. 

In this regard, the pharmaceutical composition of base compound Bedaquiline against M. tuberculosis 

is already covered under the patents previously granted in favour of applicant. Applicant has to show 

data on how an increase in bioavailability results in increased therapeutic efficacy. The combination 

of fumarate salt of Bedaquiline along with common pharmaceutically acceptable excipients wetting 

agent i.e. a polyethylene glycol sorbitan fatty acid ester is considered as known substance and not 

patentable u/s 3(d) of the Act.  

 

Apart from the above, in the absence of any credible evidence showing the synergistic effect of the 

claimed formulation, the subject matter as claimed is considered as a mere admixture resulting only in 

the aggregation of the properties of the components thereof. Therefore, the subject matter as claimed 

is considered non-patentable u/s 3 (e) of the Act. 

Thus, The present application does not meet the requirements of sections 2(1)(j), 3(d) and 3(e) in 

conjunction.  

Therefore, the grounds of obviousness/lack of inventive step (corresponds to section 25(1)(e) of the 

Act) and non-patentability u/s 3(d)  & 3(e) of the Act (corresponds to section 25(1)(f)) the Act are 

established by the opponents.  
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IV. GROUND : INSUFFICIENCY UNDER SECTION 25(1) (g);  
 

Section 25(1)(g) states that the complete specification does not sufficiently and clearly 

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

 

Opponent 2 has challenged the impugned application under opposition on the same ground, i.e. 

Under Section 25(1)(g) of The Patents Act, 1970 i.e. the impugned application under opposition 

does not sufficiently and fairly describe the invention in a manner so as to enable a person skilled 

in the art to perform or work the invention. 

In this regard, the complete specification meets the statutory requirement as mandated under Section 

10(4) of The Patents Act, 1970 and that the person skilled in the art would be sufficiently enabled to 

work on the claimed invention without undue experimentation by simply relying on the disclosure 

made in the complete specification. The question of insufficiency of disclosure does not arise even if a 

single working example for performing the invention is disclosed in the complete specification and 

the law is clear in this regard. 

In the present case, the complete specification is supported with working example which sufficiently 

describes the invention and the manner in which it is to be performed. 

Thus, it is my considered view, that the present application under opposition sufficiently and fairly 

describe the invention in a manner so as to enable an ordinary person skilled in the art to perform or 

work the invention and is therefore not leading to any insufficiency of disclosure and also does not 

violate any provisions of Section 10(4) of the Patents Act, 1970. 

I conclude that this ground of opposition is not validly established by Opponent 2. 

 

V. GROUND: SECTION 25(1) (h) of The Patents Act 

THAT THE APPLICANT HAS FAILED TO DISCLOSE TO THE CONTROLLER THE 

INFORMATION REQUIRED BY SECTION 8, AND THEREFORE OBJECTION IS RAISED 

UNDER S.25 (1)(h) 

Opponent 2 submitted that Applicant of the Present Application has not provided detailed 

particulars of the information required under Section 8. The details of the corresponding national 

applications vis-à-vis which the information has not been provided by the Applicant are indicated 

below: 
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In this regard applicant’s agent submitted updated Form-3 to the Patent Office with current status of 

corresponding applications along with petition under rule 137 for condoning the irregularity of the 

procedure envisaged by Section 8. This has been taken on record and the said objection does not 

withstand. 

 

13. The instant application does not meet the requirements of section 2(1)(ja) and  sections  3(d) & 

3(e) of the Patents Act based on the findings from the investigation as well as from the matter 

presented by the opponents in the pre-grant opposition proceedings as discussed above. Therefore, it 

is hereby ordered that the invention disclosed and claimed in the instant application 

1220/MUMNP/2009 entitled   “FUMARATE SALT OF (ALPHA S, BETA R)-6-BROMO-ALPHA-

[2-(DIMETHYLAMINO)-ETHYL]-2-METHOXY-ALPHA-1-NAPHTHALENYL-BETA-PHENYL-

3-QUINOLINEETHANOL” has been refused to proceed further under section 15 of the Act and 

simultaneously, I dispose  both of the pre-grant oppositions as per the provision under Section 25(1) 

of the Act and corresponding Rules made thereunder. 

 

Dated this 23-03-2023 
(Dr. (Miss) Latika Dawara)  

Asst. Controller of Patents & Designs  
Patent Office Mumbai  

 


