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*  IN  THE  HIGH  COURT  OF  DELHI  AT  NEW  DELHI 


Reserved on: 09.01.2015 
 Pronounced on: 20.03.2015  
 +  FAO (OS) 190/2013, C.M. APPL. 5755/2013, 466/2014 & 467/2014 


MERCK SHARP AND DOHME CORPORATION AND ANR. 


…………Appellant 
 Through:  Sh.  T.R.  Andhyarujina,  Sh.  Kapil  Sibal,  Sh. 


Prag  Tripathi,  Sr.  Advs.  with  Sh.  Pravin  Anand,  Ms. 


Tusha  Malhotra,  Ms.  Udita.  M.  Patro  and  Sh.  Salim 
 Inamdar, Advocates. 


Versus 


GLENMARK PHARMACEUTICALS  ……..Respondent 


Through: Dr. Abhishek Manu Singhvi, Ms. Prathiba. M. 


Singh,  Sh.  Rajiv  Virmani,  Sr.  Advocates  with  Ms.  Saya 
 Choudhary Kapur, Ms. Anusuya Nigam and Sh. Saurabh 
 Anand, Advocates. 


CORAM: 


HON'BLE MR. JUSTICE S. RAVINDRA BHAT 
 HON'BLE MR. JUSTICE NAJWI WAZIRI 
 MR. JUSTICE S. RAVINDRA BHAT  


% 


1.  The  appellant  –  Merck  Sharp  &  Dohme  (hereafter  “MSD”)  –  is 
 aggrieved  by  the  dismissal  of  its  application  for  an ad  interim injunction 
 restraining  the  respondent/defendant  Glenmark  Pharmaceuticals  (hereafter 


“Glenmark”) from using its patented product Sitagliptin (Indian Patent No. 


209816,  hereafter  “the  patent”  or  “the  suit  patent”).  MSD,  in  its  suit, 
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claimed  permanent  injunction  restraining  infringement  of  the  patent, 
 damages, rendition of accounts and delivery up. The suit patent concerns a 
 drug  which  lowers  blood  sugar  levels  in  Type  2  Diabetes  Mellitus 
 ("T2DM")  patients.  Glenmark  was  on  caveat:  the  learned  Single  Judge 
 heard the parties  at  the  first  hearing. Glenmark  opposed the  application  for 
 ad interim injunction and relied on documents produced during the hearing. 


The learned Single Judge rejected the injunction application. 


MSD‟s Contentions - Pleadings and Submissions 


2.  MSD,  a  New  Jersey  incorporated  company,  imports  and  sells  the 
 drugs in question, after local packaging, under the trademarks “Januvia” and 


“Janumet”, in India. In addition, MSD also works its invention through Sun 
 Pharmaceutical  Industries  Ltd,  the  second  plaintiff,  its  marketing  and 
 distributing  licensee  for  the  drugs  in  question  in  this  suit,  which  are  sold 
 under the trademarks “Istavel” and “Istamet”. MSD claims that it holds the 
 patent – IN 209816 (hereafter referred to as “the suit patent”) – which covers 
 the said drugs. Glenmark is another multinational pharmaceutical company. 


It  launched  its  products  under  the  trademarks  “Zita”  and  “Zitamet”.  Both 
 Glenmark‟s and MSD‟s products seek to treat T2DM. 


3.  MSD alleges that Glenmark‟s products infringe its patent. MSD also 
 claims  that    it  has  been  granted  patents  in  102  countries  for  the  suit  patent 
 formulation  i.e. the Sitagliptin molecule. The Indian Patent application was 
 filed  on  06.01.2004;  the  international  application  being 
 PCT/US2002/021349 filed on 05.07.2002 with the priority date 06.07.2001. 


The  suit  patent  was finally  granted on  06.09.2007,  bearing the  title  “Beta- 
Aminotetra Hydroimidazo  - (1, 2-A) Pyrazines And Tetrahydrotrioazolo (4, 
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3-A)  Pyrazines  As  Dipeptidyl  Peptidase  Inhibitors  For  The  Treatment  Or 
 Prevention Of Diabetes”. It is claimed that the application for the said patent 
 was  not  opposed  either  in  pre-grant  or  post-grant  proceedings  by  anyone, 
 including Glenmark, despite extensive publicity for the commercial product 
 sold  in  India  under  the  brand  names  „Januvia‟  and  „Janumet‟.    The 
 Sitagliptin  phosphate  monohydrate  salt  is  sold  under  the  trademarks 
 Januvia, by MSD and Istavel, by its licensee. Likewise, the combination of 
 Metformin  and  Sitagliptin  (in  its  diphosphate  monohydrate  salt)  is  sold 
 under the trademark Janumet, by MSD and Instamet, by its licensee. 


4.  According to MSD, Sitagliptin is the active pharmaceutical ingredient 
 in  the  said  drugs,  which  was  approved  for  sale  in  the  United  States  of 
 America in October 2006 and in the Indian market on 23.08.2008. The suit 
 patent has 20 claims of which Sitagliptin is covered in 13 claims. Sitagliptin 
 and  its pharmaceutically  acceptable  salts are  specifically  claimed  by  Claim 
 No.19  of  the  suit  patent.  Claim  No.1  embraces  all  forms  of  Sitagliptin,  all 
 Stereoisomers1,  including  R  Stereoisomers  in  the  commercial  product,  all 
 salts  and  solvates  of  Sitagliptin  and  the  Sitagliptin  molecule  (i.e.  the  free 
 amine).  The  plaintiff  has  outlined  the  technical  details  pertaining  to 
 Sitagliptin  and  emphasized  that  the  commercial  product  comprises  the  R- 
 stereoisomer2  of  Sitagliptin,  in  the  phosphate  monohydrate  salt  form.  The 


       


1Two molecules are described as stereoisomers of each other if they are made of the same atoms, 
 connected in the same sequence, but the atoms are positioned differently in space. The difference 
 between  two  stereoisomers  can  only  be  seen  when  the  three  dimensional  arrangement  of  the 
 molecules is considered. Stereoisomers are a type of isomer (i.e different substances that have the 
 same formula). Ref. http://www.chemicool.com/definition/stereoisomers.html.


2 The nomenclature system is sometimes called the CIP system or the R-S system, based on three 
scientists' names, R. S. Cahn, C. K. Ingold and V. Prelog. In the CIP system of nomenclature, each 
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said  patent  claims  R  and  S  forms  of  Sitagliptin  and  its  pharmaceutically 
 acceptable  salts  in  genus  claim  1  as  well  as  the  specific  R-Sitagliptin 
 molecule in Claim 19. It is stated further that the MSD paid special regard to 
 public interest and launched „Januvia‟ at `43/- a pill in the Indian market in 
 April  2008  at  roughly  1/5th  of  its  price  in  the  US.  It  is  claimed  that  MSD 
 spoke to over 350 doctors before launching the product.  


5.  MSD alleges that it actively pursues the indigenization of its products, 
 and in 2012, bulk packs of its Sitagliptin products were imported from Italy 
 and  sold  by  its  local  licensees.  The  plaintiff  has  also  disclosed  its  sales 
 figures, claiming that from the initial sales of ₹17,76,65,940/- (for Januvia)  
 and  ₹1,37,91,420/-  (for  Janumet)  in  2008,  the  figures  have  increased  to 


₹96,24,48,996/-  (for  Januvia)  and  ₹95,64,87,772/-  (for  Janumet)  in  2012. 


MSD  further  claims  to  have  launched  a  helpline,  the  first  of  its  kind,  to 
 facilitate  optimal  and  comprehensive  management  of  patients  with  T2DM 
 by  enhancing  their  understanding,  ensuring  compliance  with  prescribed 
 therapy etc. It claims to have spent about ₹10 crores on such patient access 
 programs.  The  suit  also  outlines  other  measures  and  the  expenditure 
 undertaken  to  educate  patients  and  the  general  public  about  the  suit  patent 
 and the products derived from it. 


       
 chiral center in a molecule is assigned a prefix (R or S), according to whether its configuration is 
 right- or left-handed. No chemical reactions or interrelationship are required for this assignment. 


The  symbol R comes  from  the  Latin rectus for  right,  and S  from  the  Latin sinister for  left.  The 
 assignment  of  these  prefixes  depends  on  the  application  of  two  rules:    The  Sequence 


Rule and The  Viewing  Rule.  (Ref. 


https://www2.chemistry.msu.edu/faculty/reusch/virttxtjml/sterism3.htm). 
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6.  It is alleged that Glenmark was aware of the suit patent – specifically 
 Sitagliptin  and  its  pharmaceutically  acceptable  salts  –  especially  since  it 
 cited  them  in  support  of  its  patent  claim  in  the  United  States,  being  US 
 Patent  8334385  dated  18.12.2012.  The  suit  relies  upon  extracts  of  the  said 
 patent  claims  which  specifically  refer  to  Januvia.  It  is  argued  that 
 Glenmark‟s  patent  in  the  US  claims  the  crystalline3  R  Sitagliptin  free 
 amine4.  It  is  urged  that  Glenmark  does  not  have  freedom  to  operate  in  the 
 US  based  on  its  patent  because  of  MSD‟s  US  compound  Patent  No. 


6699871. MSD argues that Glenmark infringes its suit patent as its product 
 Sitagliptin Phosphate Monohydrate is covered by Claim 19 and  well as the 
 other  13  claims  made  under  it,  and  further  that  Glenmark  infringes  its  suit 
 patent as its product Sitagliptin Phosphate Monohydrate cannot be prepared 
 without  manufacturing  the  active  ingredient,  the  Sitagliptin  molecule. 


Therefore,  it  is  urged  that  the  use  of  Sitagliptin  claimed  by  IN  209816  to 
 prepare  Sitagliptin  Phosphate  Monohydrate  by  Glenmark  infringes  MSD‟s 
 exclusive right. 


       


3 With  few  exceptions,  the  particles  that  compose  a  solid  material,  whether  ionic,  molecular, 
 covalent, or metallic, are held in place by strong attractive forces between them. When we discuss 
 solids, therefore, we consider the positions of the atoms, molecules, or ions, which are essentially 
 fixed  in  space,  rather  than  their  motions  (which  are  more  important  in  liquids  and  gases).  The 
 constituents  of  a solid  can  be  arranged  in  two  general  ways:  they  can  form  a  regular  repeating  three-
 dimensional structure called a crystal lattice, thus producing a crystalline solid, or they can aggregate with 
 no  particular  order,  in  which  case  they  form  an amorphous  solid (from  the  Greek ámorphos,  meaning 


“shapeless”). Sourced from:http://catalog.flatworldknowledge.com/bookhub/4309?e=averill_1.0-ch12_s01 


4 According to the International Union of Pure and Applied Chemistry (IUAPC) nomenclature,  functional 


groups  are  normally  designated  in  one  of  two  ways.  The  presence  of  the  function  may  be  indicated  by  a 
 characteristic suffix and a location number. This is common for the carbon-carbon double and triple bonds 
 which have the respective suffixesene and yne. Halogens, on the other hand, do not have a suffix and are 
 named  as  substituents,  for  example:  (CH3)2C=CHCHClCH3 is  4-chloro-2-methyl-2-pentene.  Amines  are 
 derivatives of ammonia in which one or more of the hydrogens has been replaced by an alkyl or aryl group. 


The nomenclature of amines is complicated by the  fact that several different nomenclature systems exist, 
 and  there  is  no  clear  preference  for  one  over  the  others.  (Ref. 


https://www2.chemistry.msu.edu/faculty/reusch/virttxtjml/amine1.htm) 
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7.  The learned Senior Counsel, Mr. T.R. Andhyarujina for MSD argues, 
 that its drug Sitagliptin is the first in its class of compounds that inhibits the 
 enzyme  Di  Peptidyl  Peptidase-IV  (“DPP-IV”).  Urging  that  the  current 
 opinion  about  the  origin  of  T2DM  associates  it  with  insulin  resistance 
 resulting  in  high  glucose  levels,  the  learned  counsel  contends  that  most 
 common  drugs  enhance  insulin  production  in  the  body  thereby  controlling 
 glucose  level.  For  instance,  Metformin  is  established  in  the  market  for 
 treatment  of  diabetes.  Such  products  have  unwarranted  side  effects  of 
 dramatically  lowering  blood  glucose  levels  which  can  lead  to 
 hypoglycemia5. MSD claims that its new drugs function through a different 
 mechanism and inhibit DPP-IV which blocks the production of two peptides 
 called  GIP  and  GLP-I  that  are  released  into  the  human  body  upon 
 consumption of food6. This prevents the possibility of hypoglycaemia, as the 
 new drugs control glucose produced only after meal intake. It is stated that 
 MSD  took  over  9  years  of  research  and  substantial  amounts  of  monetary 
 investment to develop this drug.  


8.  The  learned  counsel  argued  that  the  suit  patent  is  infringed  because 
 Sitagliptin  and  any  of  its  acceptable  salts  are  covered  by  its  claims,  thus 
 resulting in the making, using or offering for sale, importing into India etc. 


       


5 Hypoglycemia  is  a  condition  characterized  by  abnormally  low  blood glucose (blood sugar) 
 levels, usually less than 70 mg/dl - (Ref. http://www.diabetes.org/living-with-diabetes/treatment-
 and-care/blood-glucose-control/hypoglycemia-low-blood.html)


6 DPP-4 inhibitors work by blocking the action of DPP-4, an enzyme which destroys the hormone incretins, 


which help the body produce more insulin only when it is needed and reduce the amount of glucose being 
produced by the liver when it is not needed. These hormones are released throughout the day and levels are 
increased  at  meal  times.  (Ref.   http://www.diabetes.org.uk/Guide-to-diabetes/What-is-diabetes/Diabetes-
treatments/DPP-4-inhibitors-gliptins/)  
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of  Sitagliptin  or  any  of  its  salts  or  any  form  amounting  to  infringement  of 
 the  suit  patent.  The  learned  counsel  also  explains  that  Section  48  of  the 
 Indian  Patent  Act,  1970  extends  exclusive  rights  to  exclude  others  from 
 making, using or offering for sale or importing into India products which fall 
 within  the  scope  of  a  suit  claim.  It  is  argued  that  Glenmark,  by 
 manufacturing, selling, offering for sale and advertising the pharmaceutical 
 combinations  Sitagliptin  Phosphate  Monohydrate  under  the  brand Zita  and 
 Sitagliptin Phosphate Monohydrate and Metformin Hydrochloride under the 
 brand  name  Zitamet  infringes  the  suit  patent  and  all  its  claims.  It  was 
 underlined  that  Sitagliptin  Phosphate  Monohydrate  cannot  be  prepared 
 without manufacturing the active ingredient Sitagliptin molecule. Therefore, 
 the use of Sitagliptin claimed by IN 209816 to prepare Sitagliptin Phosphate 
 Monohydrate by Glenmark infringes the suit patent. 


Impugned order 


9.  The suit was filed before this Court on 01.04.2013. Glenmark was on 
caveat  and  appeared  before  the  learned  Single  Judge  on  the  first  date  of 
hearing.  Its  contentions  were  also  heard.  On  that  first  date  of  hearing, 
02.04.2013,  the  learned  Single  Judge  heard  the  suit  along  with  the 
application  IA  5167/2013,  which  sought  ad  interim  injunction.  In  the 
hearing,  MSD‟s  counsel  relied  upon  the  suit  allegations  set  out  in  the 
previous portions of this judgment and also relied upon certain judgments of 
the Courts. Glenmark, on the other hand, contended that MSD was guilty of 
suppression  on  account  of  non-disclosure  of  the  abandonment  of  its  patent 
application  for  the  Sitagliptin  Phosphate.  This  submission  was  elaborated 
stating that MSD‟s product comprises of three parts, „S‟, „PD‟, and „DC‟. It 
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is  argued  on  behalf  of  Glenmark  that  MSD  had  separate  patents  for  these 
 parts in the US, and that in India, even though it holds the patent for S- i.e. 


“Sitagliptin”,  it    had  applied  for  separate  patents  for  the  other  two,  which  
 were subsequently abandoned. In support, a compilation of documents was 
 handed  over  during  the  hearing.  It  is  also  submitted  that  Application  No. 


5948 was filed (by MSD) for the invention “PD”, i.e. Phosphoric Acid Salt 
 of a DPP IV Inhibitor, in which the combination was described as a “novel 
 salt” and a new discovery over its patented „S‟; having itself claimed novelty 
 of  the  S  and  PD  combination,  MSD  cannot  now  be  heard  to  argue  that 
 Glenmark‟s combination of S and PD is an infringement of MSD‟s patent in 
 S. Furthermore, it was argued that if Sitagliptin were not a distinct product 
 from Sitagliptin Phosphate, then MSD would never have sought to apply for 
 separate patent protection for the latter in the US, and in India (which effort 
 was concededly abandoned). It was further urged that nine other entities or 
 individuals were marketing Sitagliptin Phosphate Monohydrate. 


10.  By  the  order  dated  02.04.2013/05.04.2013,  learned  Single  Judge  in 
paragraph  22 was of the opinion that a minor variation in the combination 
in  Glenmark‟s  product  (phosphate  with  Sitagliptin)  could  not  mean  that 
there was no infringement; trifling variations had to be ignored. However, he 
went  on  to  notice  that  MSD,  as  patentee  of  Sitagliptin  was  not  marketing 
Sitagliptin alone as a product and was marketing Sitagliptin in combination 
with  phosphate,  just  like  Glenmark.  Nevertheless,  he  noticed  that  interim 
relief and the pleadings did not suggest that Sitagliptin Phosphate made by 
Glenmark was with the same object as MSD‟s patent; equally he noted that 
there was no pleading that the mere addition of phosphate to Sitagliptin did 



(9)FAO (OS) 190/2013   Page 9 


not embody an inventive advancement. The impugned judgment, therefore, 
 concluded that the plaintiff did not prove the case it ought to have i.e. how 
 Sitagliptin Phosphate is merely a new form of Sitagliptin that was medically 
 equivalent to Sitagliptin, thus rendering the interim injunction unwarranted. 


The  impugned  order  relied  upon  a  Division  Bench  ruling  in Hoffman  La 
 Roche  Ltd.  v.  CIPLA 2012  (52)  PTC  1  (Del)  to  the  effect  that  if  a  related 
 patent  claim  in  India  is  rejected  and  that  information  is  not  forthcoming  at 
 the time of the subject patent claim, no injunction can be granted.  


Hearings before the Division Bench 


11.  This  Court  while  hearing  the  present  appeal  on  12.04.2013  recorded 
 the agreement on behalf of Glenmark that since the learned Single Judge had 
 proceeded  to  dismiss ad  interim  injunction  application  at  the  preliminary 
 hearing,  it  would  be  granted  the  liberty  to  file  its  substantive  reply  under 
 Order  XXXIX  Rule  1  CPC  and  also  produce  and  place  on  record  all  the 
 necessary  documents;  MSD  was  also  permitted  the  liberty  to  file  its  reply 
 and documents if they wished to place any on record. After this course was 
 completed on 23.05.2013, the Court recorded as follows: 


“It is clarified by counsel for the respondent that the merits of the 
 interim relief application can be gone into and decided finally by 
 this Court. Counsel for the respondent made this statement after 
 securing the necessary instructions in this regard. It was in these 
 circumstances that the argument on the appeal as to the grant of 
 injunction or appropriate orders to be made under Order XXXIX 
 Rules 1 and 2 were heard; since the judgment was not sought for 
 some time, the matter was listed on 06.01.2014.” 


MSD‟s arguments in appeal 
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12.  MSD  argues  that  its  non-disclosure  of  applications  (which  were  not 
 pursued  by  it)  was  an  inessential  detail  which  should  not have  clouded the 
 debate on whether Glenmark infringed its suit patent. It was submitted that 
 the  subject  of  the  European  Patent,  and  the  application  No. 


5948/DELNP/2005 (filed on 18.06.2004 - in respect of the Phosphoric Acid 
 Salt  of  a  DPP-IV  inhibitor  that  claimed  Dihydrogenphosphate  salt  of 
 Sitagliptin and was abandoned under Section 21(1) on 23.08.2010) could not 
 have  been  the  basis  for  refusing ad  interim injunction.  It  was  submitted  in 
 this context that the obligation to disclose material and essential facts was a 
 subject of ongoing debate, as evidenced by the judgment in Novartis AG v. 


Union  of  India, 2013  (6)  SCC  1.  It  was  submitted  that  there  can  be  cases 
 where the coverage of a patent claim can be more than its disclosure. It was 
 urged that moreover, Explanation to Section 3 (d) of the Patents Act was the 
 reason behind why MSD did not pursue its patent claim in Application No. 


5948 in respect of Dihydrogenphosphate salt of Sitagliptin. Furthermore, the 
 learned counsel submitted that the latter claim in effect was an improvement 
 patent,  the  claim  for  which  was  not  precluded.  He  relied  on  the  judgment 
 reported as CFMT Inc v. YieDup International Corporation 349 F.3d 1333. 


13.  Mr.  Andhyarujina,  the  learned  Senior  Counsel  for  MSD  next  argued 
that the basic question to be addressed was whether MSD‟s grievance that 
Glenmark  had  infringed  its  suit  patent  was  borne  out prima  facie from  the 
records. He contended that it was; to demonstrate that, he placed reliance on 
Glenmark‟s  US  Process  Patent  No.  US8334385  dated  18.12.2012.  This 
patent  is  for  “Process  for  the  preparation  of  R.  Sitagliptin  and  its 
pharmaceutical  salts”.  This  patent,  argues  counsel,  clearly  admits  that 
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Sitagliptin  is  developed  for  the  treatment  of  T2DM  and  is  the  active  free 
 base7.  It  also  gives  the  full  description  of  the  process  for  preparing 
 Sitagliptin  freebase  in  the  patent  specification  which  is  Scheme  „6‟  in 
 Merck‟s  patent;  reliance  is  placed  on  MSD‟s  US  patent  for  Sitagliptin  in 
 support.  The  claim  of  Glenmark‟s  patent  is  for  a  crystalline  salt  of 
 Sitagliptin.  It  is  stated  that  suitable  “pharmaceutically  acceptable”  acids 
 include phosphoric acid. Glenmark however, did not disclose this patent in 
 its reply. It totally disproves the allegation that Sitagliptin was not disclosed 
 in  the  suit  patent  and  was  not  capable  of  industrial  application. 


Consequently, submitted MSD, on Glenmark‟s admission, Sitagliptin and its 
 pharmaceutically  acceptable  salt  is  incorporated  within  the  MSD's  patent, 
 and  Glenmark  cannot  be  heard  to  state  to  the  contrary.  Mr.  Andhyarujina 
 relies  on  the  World  Health  Organization  (WHO)  assigning  Sitagliptin  an 


“INN”  name.  For  this  reason,  Glenmark  in  their  US  patent  refer  to  the 
 chemical  compound  as  Sitagliptin  and  not  by  its  chemical  name.  The 
 submission  was  that  anyone  using  the  INN  Sitagliptin  is  unquestionably 
 referring to the same chemical name and structure as given in MSD‟s patent 
 specification and claims.  


14.  MSD  urges  that  the  active  ingredient  of  a  pharmaceutical  compound 
 is  often  administered  in  the  form  of  a  salt.  The  use  of  a  salt  increases  the 
 water  solubility  and  improves  the  stability  of  the  drug  compound  -  to  say 


       


7 A substance or compound that is intended to be used in the manufacture of a pharmaceutical 
 product as a therapeutically active compound. 


(Ref.apps.who.int/prequal/trainingresources/pq_pres/daressalam.../apis.ppt) 
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this, reliance is placed on Pharmaceutical Patent Law8 by John Thomas at p. 


43. Therefore, a salt of a basic compound is prescribed for convenience in a 
 drug.  Sitagliptin  is  a  basic  compound  which,  when  taken  with  phosphoric 
 acid  facilitates    administration  of  the  drug.    Glenmark‟s  allegation  that  the 
 only  product  which  is  “exemplified,  disclosed  and  enabled”  in  the  suit 
 patent  is  Sitagliptin  HCL,  referring  to  Example  7,  and  that  Sitagliptin 
 Phosphate  Monohydrate    is  not  disclosed  in  the  suit  patent  is  seriously 
 contested.  Counsel  submitted  that  there  is  no  one  single  disclosure  in  the 
 Suit  Patent  as  alleged  by  Glenmark.  Example  7  is  not  the  entire  scope  of 
 MSD‟s  patent  but  is  one  instance  of  pharmaceutical  salt  for  Sitagliptin. 


Every  compound,  under  the  patent,  of  Formula  1  is  encompassed  in  the 
 patent, particularly those compounds, which are, enumerated in the specific 
 claims e.g. Claim  No.19 which comprises Sitagliptin or a pharmaceutically 
 acceptable salt thereof. Stressing that it would be wrong to read Example 7 
 as the entire reach of MSD‟s specification, it is argued that the patent must 
 be read as covering all the compounds of Formula 1 and not one particular 
 compound  stated  in  Example  7  which  mentions  a  salt  of  Hydrochloride. 


MSD relies on Pharmaceuticals: Biotechnology and the Law,9 especially the 
 chapter „Claims to New Chemical Entities‟ at p. 75 ¶5.15. It was contended 
 that  the  Supreme  Court  in  Novartis  AG  stated  the  applicable  law  and 
 rejected Novartis‟ argument that Imatinib Mesylate, a salt, was not disclosed 
 by the Zimmerman patent, i.e. the imatinib free base.   The learned counsel 
 also disputes that even Sitagliptin was not disclosed in the patent claim and 


       


8by John Thomas, Bna Books (2010)


9Authored by Trevor Cook, (Lexis Nexis)
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urges that Sitagliptin is disclosed and claimed by the claims and the patent 
 specification.  The  patent  specification  also  gives  minute  details  of 
 preparation of Sitagliptin free base in Scheme 6. 


15.  The learned counsel relies upon the disclosures made to the suit patent 
IN  209816  to  say  that  the  basic  invention  for  which  patent  protection  was 
sought was Sitagliptin “with pharmaceutically acceptable salts thereof”. It is 
submitted  that  this  is  clearly  stated  in  claims  01,  15,  17  and  19.  Citing 
Edward  H.  Phillips v.  AWH  Corporations, 415F.  3d  1303  and  F.  H  and  B 
Corporation v.  Unichem  Laboratories, AIR  1969  Bom  255  it  was  argued 
that in patent law, claims are the vital part of the patent and the words of the 
claim define the scope of the invention. Counsel elaborated that there is no 
merit  in  Glenmark‟s  plea  with  respect  to  Sitagliptin  Hydrochloride  in 
Example 07 being the only disclosure, on the ground that it is mentioned as 
a preferred salt. It was contended that the examiner in the European Patent 
Office  during  prosecution  of  the  subsequent  phosphate  salt  application, 
clearly  stated  that  phosphates  are  included  in  the  range  of  compounds 
disclosed  in  the  basic  salt  application  but  if  there  was  a  selection,  the 
properties of the selected salt should be brought out. MSD responded to this 
comment  based  upon  two  facts:  one,  that  the  phosphate  salt  was  more 
suitable  than  others  because  of  its  stability  and  solubility  and  therefore  the 
advantage of “ease of processing, handling and dosing” and two, that under 
the European law, a distinction exists between coverage and disclosure, and 
even  if  the  phosphate  salt  were  covered  by  the  claims  of  the  basic  patent, 
there may be not a specific disclosure through detailed example as opposed 
to  a  generic  disclosure.  In  India,  on  account  of  Section  3(d)  and  the 
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interpretation  of  the  expression  “efficacy”  by  courts,  MSD  abandoned  the 
 phosphate salt application. 


16.  It  is  stressed  that  Glenmark‟s  ZITA  (Sitagliptin  Phosphate 
 Monohydrate)  and  ZITA-MET  (Sitagliptin  Phosphate  Monohydrate  and 
 Metformin) infringe the suit patent because Sitagliptin is made and used by 
 Glenmark in ZITA and ZITA-MET when it makes salt Sitagliptin Phosphate 
 Monohydrate. It is underlined that the phosphoric acid salt of Sitagliptin was 
 disclosed  in the  suit patent itself  as  one of  the  pharmaceutically  acceptable 
 salts.  


17.  The  learned  counsel  also  submitted  that  the  disclosure  requirements 
 mandated  by  law  were  fulfilled  by  MSD  in  its  patent  claims  as  they  were 
 comprehensible  and  could  be  worked  by  persons  skilled  in  the  art.  It  was 
 highlighted  that  Glenmark‟s  own  claims  in  the  US  patent  claim  are 
 testimony  to  the  capability  of  Sitagliptin‟s  patent  application‟s  ability  to 
 teach one skilled in the art to produce the drug.   


Glenmark‟s pleadings and arguments 


18.  Glenmark  urges  that  MSD‟s  patent  suit  is  liable  to  be  dismissed.  It 
argues, in its counter claim that the suit patent is liable to be revoked. It was 
first  urged  that  MSD  has  not  revealed  its  title  to  the  suit  patent.  More 
substantially,  it  is  urged  that  MSD  did  not  approach  the  Court  with  clean 
hands  and  in  this  regard  did  not  disclose  that  it  filed  several  applications, 
two  of  which  were  specifically  abandoned,  (i.e.  International  Application 
nos. 5948/DELNP/2005 filed on 18.06.2004 - in respect of Phosphoric Acid 
Salt  of  a  DPP-  IV  inhibitor  which  claims  Dihydrogenphosphate  salt  of 
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Sitagliptin,  and  abandoned  under  Section  21(1)  on  23.08.2010  and 
 Application no. 1130/DELNP/2006, filed before the suit patent was granted, 
 which  was  abandoned  on  31.03.2011).  The  latter  described  the  claims  as 


“Novel Crystalline forms of a phosphoric acid salt of a Dipeptidyl Peptidase 
 IV  inhibitor”  and  specifically  relied  on  crystalline  form  of 
 Dihydrogenphosphate  salt  of  Sitagliptin.  Other  Applications,  Nos. 


2710/CHENP/2008  (filed  on  12.12.2006);  4922/DELNP/2010  filed  on 
 15.01.2009  and  No.  5603/DELNP/2010  filed  on  23.02.2009  are  awaiting 
 examination. These, it is highlighted, should have been disclosed.  


19.  It was argued that MSD sought to mislead the Court, and made a false 
 claim  in  respect  of  Sitagliptin  Phosphate  Monohydrate  and  combination  of 
 Sitagliptin  Phosphate  Monohydrate  and  Metformin  Hydrochloride  after 
 urging that they are the subject matter of and thus consequently subsumed in 
 the  suit  patent.  Glenmark‟s  Senior  Counsel,  Dr.  A.M.  Singhvi  states  that 
 ZITA  has  Sitagliptin  Phosphate  Monohydrate  as  the  active  pharmaceutical 
 ingredient  for  which  no  patent  protection  exists  because  Application  No. 


5948/DELNP/2005  was  specifically  abandoned.  It  was  also  argued  that 
 ZETAMET is a combination of Sitagliptin Phosphate and monohydrate and 
 Metformin  Hydrochloride  which  is  not  subject  matter  of  any  patent  and 
 application  No.  2710/CHENP/2008  is  awaiting  examination  before  the 
 Patent office.  


20.  Glenmark  states  that  in  Patent  law  whenever  corresponding 
applications are lodged in different countries or when a patent application is 
filed claiming priority from a particular application - those have to be related 
to the “same invention” as contained in the prior document or corresponding 
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foreign applications. MSD's representations, therefore, as to the progress of 
 those  applications  are  to  be  treated  as  admissions  while  considering  patent 
 claims and documents. Highlighting that MSD‟s common application failed 
 to  make  full  disclosure  about  the  filing  or  pendency  of  Application  nos. 


5948, 1130 and 2710 which was subsequently discovered - Glenmark urges 
 that the omission in the suit is fatal to MSD‟s claims. Section 8 is relied on 
 to underline this argument; counsel also relies on the Division Bench ruling 
 in F.Hoffman  La  Roche v.  Cipla, 2009  (40)  PTC  12.  It  was  submitted  that 
 Section  8  of  the  Patents  Act,  1970  requires  Indian  patent  applicants  to 
 disclose all details of corresponding foreign patent applications. Thus, patent 
 prosecution outcomes in foreign countries- such as the EPO, were material; 


the suppression of these precluded the grant of the suit patent itself. 


 21.  Dr.  Singhvi  submits  the  MSD  did  not  support  its  claims  with  any 
 technical  analysis  either  in  the  form  of  Differential  Scanning  Calorimetry 
 (DSC)10, Thermogravimetric Analysis11 (TGA) or X-Ray Diffraction (XRD) 
 of  Glenmark‟s  products.  This  would  have  indicated  that  the  active 
 pharmaceutical  ingredient  is  Zeta  and  Zeta  Sitagliptin  Phosphate 
 Monohydrate and a combination of Sitagliptin Phosphate Monohydrate and 


       


10A technique used to study what happens to the thermal transitions  of polymers (a polymer 
 referring to refers to a molecule whose structure is composed of multiple repeating units, from 
 which originates a characteristic of high relative molecular mass and attendant properties) when 
 they're heated. Thermal transitions are the changes that take place in a polymer upon heating. The 
 melting of a crystalline polymer is one example. (Ref. http://pslc.ws/macrog/dsc.htm). 


11Thermogravimetric Analysis (TGA) is used as a technique to characterize materials used in 
 various environmental, food, pharmaceutical, and petrochemical applications. (Ref. 


http://www.perkinelmer.com/cmsresources/) 
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Metformin Hydrochloride. Dr. Singhvi relied upon the affidavit of  a neutral 
 scientific  expert  to  place  on  record  the  XRD  data  of  Zeta  and  Zetamet  to 
 show that it corresponds to the application No.5948.  


 22.  Glenmark  describes  itself  a  research-driven,  global,  integrated 
 pharmaceutical  company  and  discoverer  of  new  molecules  -  both  New 
 Chemical  Entities  (NCEs)  and  New  Biological  Entities  (NBEs)  -  with 
 significant  presence  in  branded  generics  markets  across  the  emerging 
 economies  and  global  operations  with  more  than  20  subsidiaries  and  over 
 9000  employees  in  80  countries.  It  possesses  6  R&D  centres  and  has  13 
 manufacturing  facilities.  Glenmark  urges  that  it  is  currently  among  the 
 world‟s top pharmaceutical companies. Glenmark urges that the suit patent 
 description  claims  includes  compounds  which  hinder  DPP  IV  inhibitors, 
 useful in treatment or prevention of disease where such enzyme is involved, 
 like  diabetes,  i.e  T2DM.  Sitagliptin  is  a  compound  claimed  (or  its 
 pharmaceutically acceptable salt). Glenmark argues that no details regarding 
 the  process  to  isolate  Sitagliptin  base  was  provided  in  the  suit  patent;  the 
 sole  pharmaceutically  acceptable  salt  for  which  there  is  an  enabling 
 disclosure  was  in  example  7,  i.e  Hydrochloride  salt.  No  other  salt  was 
 exemplified in the patent specification. Glenmark relies on several decisions 
 (Teva  Canada  v  Pfizer  Canada  2012  SCC  60);  Abraham  Esau‟s  &  C. 


Lorenz  Application 1932  (49)  RPC  85; John  Willliam  Howlett  – 1941  (9) 
RPC  9; In  re  Shell  Development  Company   1947  (64)  RPC  151; Pottier‟s 
Application 1967  (6)  RPC  170; Eastman  Kodak‟s  Application 1970  (87) 
RPC 548) to state that failure to properly disclose the invention and how it 
works leads one to conclude that the patent is invalid.  
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 23.  Glenmark  avers,  and  Dr.  Singhvi  argues  on  its  behalf,  that  the  suit 
 patent  by  the  plaintiff‟s  own  admission  is  different  from  its  product.  The 
 only  exemplified  salt  being  Sitagliptin  Hydrochloride,  no  other  salt  can  be 
 claimed or covered in the impugned salt patent and the plaintiff, by its own 
 admission  equivocally,  through  several  documents  admitted  that  the  suit 
 patent is distinct and different from the Sitagliptin Phosphate Monohydrate 
 (SPM)  as  well  as  its  combinations  with  Metformin  Hydrochloride.  Urging 
 that  the  latter  two  products  are  the  subjects  of  separate  patents,  Glenmark 
 highlights  that  this  is  clear  admission  that  they  are  not  covered  by  the  suit 
 patent.  In  this  respect,  the  details  of  the  plaintiff‟s  application,  i.e. 


5148/DELNP/2005,  especially,  Claim  no.1  and  International  Patent  US 
 2004027983, again  claim  no.1  are  relied upon. The  said  salt, i.e.  SPM was 
 also  claimed  to  possess  tremendous  advantages  over  free  base  and 
 previously  disclosed  hydrochloride  salt.  MSD‟s  said patent  application no. 


5948/DELNP/2005  for  SPM  was  specifically  abandoned.  In  this  context, 
 submits  Glenmark,  MSD‟s  admission  that  the  monobasic 
 dihydrogenphosphate  salt  was  “newly  discovered”  was  made  for  the  first 
 time  in  2003  in  its  patent  application  for  SPM  that  was  applied  for  and 
 registered  in  several  jurisdictions  other  than  India.  This  admission,  i.e  that 
 SPM  was  newly  discovered  in  2003  completely  demolishes  its  current 
 attempt  to  suggest  and  claim  that  SPM  is  subsumed  within  the  suit  patent. 


Thus, by the present appeal MSD attempts to mala fide enlarge its monopoly 
by  seeking  to  injunct  Glenmark‟s  products  containing  SPM.  It  is  also 
submitted that the claims sought to be pursued by MSD  in effect is patent 
monopoly that is overbroad and unworkable; it includes possibly 4.9 billion 
compounds  and  such  elastic  claims  cannot  be  sustained.  Such  claims  are 
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known  as   Markush  claims  (based  on  the  US  Patent  ruling  in Ex  parte 
 Markush., 1925 Dec Comm‟r Pat, 126 (1924)). 


24.  It is argued that MSD, in its application in respect of SPM, admits that 
 there  was  no  specific  disclosure  of  the  newly  discovered  dihydrogen 
 phosphate  salt  of  Sitagliptin  in    the  suit  patent.  It  is  also  claimed  that  the 
 dihydrogenphosphate salt of Sitagliptin has enhanced chemical and physical 
 stability which is a pre-condition for clinical development. Similarly, it was 
 only  in  this  2003  application  that  MSD  for  the  first  time  disclosed  the 
 process for isolation of Sitagliptin Free Base. This disclosure is completely 
 different from the disclosure made in the suit patent by MSD in Example 7 
 which discloses Sitagliptin HCl and not Sitagliptin Free base. 


25.  Similarly,  Indian  Application  No.  1130/DELNP/2006  and  its  claim 
 and  the  corresponding  international  claim  PCT/US/2006/047380  are  relied 
 on.    According  to  Glenmark,  abandonment  of  these  two  applications 
 amounted  to  MSD‟s  admission  and  they  are  not  subsumed  under  the  suit 
 patent. Glenmark highlights that the claim subject matter as disclosed in the 
 European  Patent  application  no. 04755691.5  corresponds to application no. 


5948/DELNP/2005  (which  was  abandoned)  whereas  the  European  claim 
was  that  the subject matter  is  novel  in  nature  in  as  much  as  claim  1  of  the 
said application is directed to a particular salt form. Emphasizing that list of 
potentially  suitable  salts  forming  acids  and  bases  being  provided  in  WO 
03/004498 includes phosphoric acid - it is emphasized that there is no actual 
disclosure of Dihydrogenphosphate salt of Sitagliptin and that is not the only 
possible  outcome  of  treatment  of  Sitagliptin  Phosphoric  Acid  since  the 
Phosphoric Acid is tri-basic in nature as it has three ionisable hydrogen, and 
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therefore,  capable  of  forming  di-  and  tri-ammonium  salts  as  well  as  the 
 mono-ammonium  salts.  Since  Glenmark  admits  that  the  suit  patent  is  the 
 closest  prior  art  disclosed  under  Application  No.  5948  which  was 
 abandoned, it is urged that it is no longer open to it to state that Glenmark 
 has  infringed  the  suit  patent.  It  is  further  submitted  that  Dihydrogen 
 Phosphate has superior properties over Hydrochloride in respect of physical 
 and  chemical  properties  and  has  superior  properties  over  Sitagliptin  free 
 base  since  free  base  of  Sitagliptin  undergoes  deamination  at  elevated 
 temperatures  and  is  therefore  unstable  for  pharmaceutical  development. 


Claiming  that  crystalline  Hydrochloride  salt  of  Sitagliptin  exists  as 
 monohydrate  and  when  analyzed  through  XRPD  shows  its  tendency  to 
 hydrate water from the room temperature which is disadvantageous for solid 
 formulation, Glenmark states that crystalline Hydrochloride was not chosen 
 for  commercial  development.  Therefore,  it  is  stated  that  MSD,  through 
 European  EP  1654263  states  that  Dihydrogen  phosphate  salt  has  a 
 remarkable advantage over the Hydrochloric salt. In view of this, it is argued 
 that  MSD‟s  case  in  various  documents  is  that  the  product  which  contains 
 phosphate salt is different from products containing hydrochloride salt, and 
 therefore,  Glenmark  products  are  not  covered  by  suit  patent  nor  do  they 
 infringe it.  


26.  It  is  averred  and  argued  next  that  the  non-working  of  the  patent  is 
equivalent to its incapability for industrial application. Glenmark states that 
Sitagliptin  per  se  as  well  as  Sitagliptin  Hydrochloride  are  unstable 
compounds  incapable  of  commercial  production  and  industrial  use.  The 
admissions of MSD, while prosecuting its subsequent application pertaining 
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to  Dihydrogen  Phosphate  salt  of  Sitagliptin  with  Sitagliptin  base  and 
 Sitagliptin Hydrochloride are chemically and physically unstable in nature is 
 heavily relied upon. It is also argued that the subject of the patent is obvious 
 in nature and does not involve any inventive step given what was publically 
 known or publically used in India. Likewise, the invention as claimed is not 
 useful.  The  other  objections  under  Section  64,  i.e.  non-disclosure  of 
 complete  specification of the patent being    a patent  under false  suggestion, 
 and  non-compliance  of  Section  8  are  pleaded  and  argued  as  defences  by 
 Glenmark. Glenmark also seeks to highlight the difference between Januvia, 
 Istavel and its Zita tablet and Janumet and Istamet. 


27.  Dr.  Singhvi  submits  that  acceptance  of  MSD‟s  contentions  would 
 nullify  Section  3(d)  in  as  much  as  under  the  blanket  of  broad  claims,  it 
 would enjoy patent protection for a product which otherwise in terms of its 
 admissions was not patentable due to Section 3(d). The rejection of a patent 
 for  a  product  under  Section  3(d)  does  not  make  it  automatically  covered 
 under the earlier patent. That would defeat the very purpose of section 3(d). 


He  submitted  that  MSD‟s  stand  throughout  with  regard  to  the  patent 
 application for SPM was that it satisfied all three tests necessary for grant of 
 patent i.e. novelty, inventive step and industrial applicability. In fact, MSD 
 enjoys  patent  protection  in  respect  of    SPM  in  various  other  jurisdictions 
 except  India.  Thus,  if  SPM  is  new  and  inventive  then  it  is  a  logical 
 conclusion  that  the  same  cannot  be  said  to  be  subsumed  in  the  suit  patent. 


Dr.  Singhvi  argues  that  MSD  in  essence  is  seeking  to  enlarge  its  patent 
protection  to  a  large  number  of  compounds  including  SPM  due  to  broad 
claiming  despite  the  fact  that  corresponding  details  are  not  provided  in  the 
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body of the complete specification thereby rendering the suit patent invalid 
 in nature on the ground of insufficiency. 


28.  In  support  of  the  plea  that  the  patent  salt  is  liable  to  be  revoked, 
 Glenmark  argues that  Sitagliptin  Free  Base  is  not disclosed  either  as  a  raw 
 material  or  as  an  intermediate  product  in  the  patent  application  and  that 
 MSD‟s admission in the SPM patent application disclose its awareness of, 
 and unequivocal acceptance of Sitagliptin Free Base‟s unpatentability due to 
 lack  of  industrial  application.  Here,  the  statement  that  the  “form  of 
 sitagliptin  is  relatively  unstable  and  not  suitable  for  pharmaceutical 
 development”  and  further  that  “…the  amorphous  hydrochloride  salt  of 
 sitagliptin  was  tested  but  rejected  for  pharmaceutical  development  due  to 
 inter  alia  its  hygroscopic  and  morphological  properties” by  MSD  in  its 
 patent application is relied on. MSD‟s clear understanding that Sitagliptin is 
 unformed, not isolated, industrially unusable and therefore not patentable is 
 highlighted. It is urged that what was put to clinical trial was SPM, and not 
 Sitagliptin  Free  Base,  or  even  Sitagliptin  Hcl.  All  these,  states  Glenmark, 
 exemplify MSD‟s disregard and violation of the statutory mandate contained 
 in Section 10 (4) with respect to complete disclosure of the specification. It 
 is  further  argued  that  textually  Section  48  presupposes  rights  in  respect  of 
 the  patented  article  alone-  an  interpretation  supported  by  the  definition  of 


“invention”; reliance is placed on the judgments reported as Bhor Industries 
v. Collector Central Excise, 1989 (1) SCC 602 and Delhi Cloth and General 
Mills Co. Ltd v. R.R. Gupta, 1976 (3) SCC 444. It is argued that the failure 
to  fulfil  the  disclosure  mandate  of  the  Patent  Act  renders  the  suit  patents 
liable  to  revocation.  When  the  suit  patent  was  examined,  a  claim  for  SPM 
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was made and MSD knew that neither Sitagliptin Free Base nor Sitagliptin 
 Hydrochloride  had  any  industrial  application.  Therefore,  for  it  to  now 
 contend  that  the  suit  patent  subsumed  those  compounds  or  substances  was 
 impermissible. It was lastly argued that the patent was liable to be revoked 
 as  MSD‟s  applications,  as  well  as  pleadings  before  the  Court,  when  it 
 alleged  infringement  by  Glenmark,  were  replete  with  half  truths  and 
 suppression of material facts.   


Analysis & Conclusions 


29.    At the outset this Court notices that much of the controversies which 
had to be grappled with at the appellate stage ought to ordinarily have been 
considered  during  the  proceedings  in  the  court  of  First  Instance,  i.e  the 
learned  Single  Judge.  Whilst  one  cannot  doubt  the  learned  Single  Judge's 
anxiety in the facts of this case, to do justice to all, with utmost dispatch, at 
the  same  time,  it  cannot  be  overemphasized  that  in  patent  disputes,  an ex-
parte  or  even  an  in  limine  decision  (i.e  at  the  threshold  stage)  of  an 
interlocutory  application  should  be  avoided.  Patents  are  granted  after 
searching  scrutiny  by  the  statutory  authorities.  The  court  should  (unless 
there  are  overwhelming  and  compelling  reasons,  manifest  from  the 
plaintiff's  pleadings  in  the  suit)  not  so  reject  an  interlocutory  application, 
without  the  benefit  of  pleading  -  or  the  barest  indication  of  the  defence.  A 
safer  approach  -  one  dictated  by  caution  and  circumspection,  would  be  to 
deny relief in the first hearing if there is the slightest doubt, but set down the 
application for hearing at the earliest opportunity even while requiring some 
semblance  of  formal  disclosure  by  the  defendant.  “Swift  justice”  remarked 
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Justice Potter Stewart (of the US Supreme Court) “demands more than just 
 swiftness”. 


30.  MSD  claims  that  Glenmark  violated  its  product  patent;  Glenmark‟s 
 defence  is  that  MSD‟s  patent  is  liable  to  be  revoked  as  it  was  wrongly 
 granted in the first place and in the alternative, that there is no infringement. 


In  such  cases,  while  considering  the  grant  of  ad  interim  injunctions 
 generally, the Court must determine whether first, the claimant may, prima 
 facie,  succeed  in  its  claim,  secondly,  whether  MSD  will  suffer  irreparable 
 injury  if  the  injunction  is  refused,  and  finally,  determine  the  balance  of 
 convenience between the parties.  


31.   At  issue  in  this  case,  in  the  first  place,  is  the  construction  of  Patent 
 No.  209816,  the  suit  patent)  which  concerns  the  anti-diabetes  drug 
 Sitagliptin. MSD alleged in its suit that it commercially markets Sitagliptin 
 as  a  phosphate  monohydrate  salt  (“SPM”),  under  the  commercial  name 


„Januvia‟,  and  as  a  di-phosphate  monohydrate  salt  combined  with  another 
 drug  –  Metformin  –  under  the  commercial  name  „Janumet‟.  On  the  other 
 hand, Glenmark markets a drug under the commercial name „Zita‟, which is 
 SPM.  MSD claims in the suit that Sitagliptin  inhibits the enzyme DPP-IV. 


DPP-IV  breaks  down  the  incretins12  GLP-1  and  GIP,  which  are 
 gastrointestinal hormones released after food intake. Incretins slow the rate 
 of absorption of nutrients into the blood stream by reducing gastric emptying 


       


12  Incretins are gut hormones that are secreted from enteroendocrine cells into the blood within 
 minutes  after eating.  One of  their  many  physiological  roles  is to  regulate the amount  of  insulin 
 that  is  secreted  after  eating.  Their  important  function  is  to  aid  in  disposal  of  the  products  of 
 digestion. There are two incretins, known as glucose-dependent insulinotropic peptide (GIP) and 
 glucagon-like  peptide-1  (GLP-1),  that  share  many  common  actions  in  the  pancreas  but  have 
 distinct  actions  outside  of  the  pancreas.  Both  incretins  are  rapidly  deactivated  by  an  enzyme 


called  dipeptidyl  peptidase  4  (DPP4).  (Ref. 


http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2696340/)
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and  may  directly  reduce  food  intake.  By  preventing  GLP-1  and  GIP 
 inactivation,  they  are  able  to  increase  the  secretion  of  insulin  and  suppress 
 the release of glucagon by the alpha cells of the pancreas. This pushes blood 
 glucose towards normal levels. As blood glucose levels approach normalcy, 
 the  amounts  of  insulin  released  and  glucagon  suppressed  diminishes,  thus 
 tending to prevent an “exceed” or overrun and subsequent low blood sugar 
 (hypoglycemia) which is seen with some other oral hypoglycemic agents. It 
 is  stated  that  Sitagliptin  lowers  HbA1c  level  by  about  0.7%  points  as 
 compared to placebos.  


32.   The  hearings  on  the  interim  injunction  application  were,  ironically 
 and quite contrary to the description, prolonged, and the material placed for 
 consideration of the court, voluminous. Various claims, counter claims and 
 defences  were  urged  by  Glenmark,  and  resisted  by  MSD.  Before  entering 
 the details, recounting an outline of the grounds of Glenmark‟s opposition to 
 the suit claim would be essential. They can be divided into two parts.   


33.  Glenmark alleges that the patent is invalid under Section 64(1) of the 
 Indian Patent Act, 1970 (“the Act”) because  


(a) it is obvious and does not involve an inventive step over and above 
 previous disclosures in the prior art (Section 64(1)(f));  


(b)  it  is  not  useful  and  lacks  industrial  applicability  because  the 
 Sitagliptin free base is itself unstable (Section 64(1)(g));  


(c)  the  complete  specification  of  the  patent  does  not  sufficiently  and 
fairly  describe  the  invention  and  the  method  by  which  it  is  to  be 
performed,  since  the  patent  does  not  describe  the  preparation  of  the 
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Sitagliptin  free  base,  but  only  its  hydrochloride  salt  (Section 
 64(1)(h)); 


(d)  the  claim  goes  much  beyond  the  limited  disclosures  in  the 
 specification,  and  thus  the  claim  is  overbroad  or  an  impermissible 


„Markush‟ claim that creates a false monopoly (Section 64(1)(i));  


(e) the patent was obtained on a false representations, for the failure to 
 disclose  various  facts  that  GLENMARK  alleges  would  have  been 
 crucial for the Patent Office to reach its decision (Section 64(1)(j));  


(f)  MSD  failed  to  comply  with  the  requirements  of  Section  8  of  the 
 Act, since information regarding the prosecution of any corresponding 
 or similar applications in European and United States Patent Offices, 
 Monaco and Eurasia was not provided.  


34.  Glenmark‟s  challenges,  thus,  can  be  grouped  into  five  categories 
 which will be helpful for the purposes of this discussion. The first is that the 
 patent monopoly is too broad to be workable (the Markush plea); it includes 
 possibly 4.9 billion compounds and such elastic claims cannot be sustained; 


the  second  is  –  on  the  basis  of  claim  construction  of  the  suit  patent,  and 
subsequent patent application filed by MSD for SPM specifically  – that the 
claims  in this  patent  do  not  disclose  SPM  or  the  Sitagliptin  free  base,  but 
only  Sitagliptin  Hcl;  the  third  is  that  even  if  the  Sitagliptin  free  base  is 
disclosed,  it  is  unstable  in  itself  and  not  industrially  applicable.  The  fourth 
challenge is that the patent is anticipated by prior art, specifically European 
Patent 1406622 and WO/01/34594; and finally, that several facts crucial to 
the  decision  of  the  Patent  Office  were  suppressed  by  MSD,  rendering  the 
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grant  void,  and  at  the  very  least,  indicating  an  absence  of  good  faith  in 
 pursuing the present interim injunction application. 


35.  If the patent is found to be valid and covering SPM, the matter ends 
 there; infringement is established. If, however, the suit patent is found to be 
 valid,  but  only  disclosing  Sitagliptin  free  base  rather  than  SPM,  the 
 alternative defence is that Glenmark‟s drug still does not infringe the MSD‟s 
 patent because it “neither uses Sitagliptin base or Sitagliptin Hydrochloride 
 salt as a raw material nor is it generated or formed as an intermediate in the 
 manufacturing  process”.  Besides,  Glenmark  also  argues  that  SPM  is 
 qualitatively  different  from  the  Sitagliptin  free  base  –  it  has  enhanced 
 pharmaceutical  qualities.  This,  according  to  Glenmark,  means  that  the 
 manufacture  of  SPM  does  not  violate  a  patent  for  the  Sitagliptin  free  base 
 simpliciter. 


36.  With this background in place, the Court will first consider the prima 
 facie  validity  of  MSD‟s  cause  of  action,  and  conversely,  Glenmark‟s 
 counter-claim.  At  the  outset,  the  Court  notes  that  although  the  patent  has 
 been granted in this case, its validity cannot be presumed. The Act envisages 
 revocation  of  patents  based  on  subsequent  opposition,  and  the  patentee 
 cannot  claim  immunity  from  defending  the  validity  of  the  patent.  The 
 Supreme  Court  in Bishwanath  Prasad  Radhey  Shyam  v. Hindustan  Metal 
 Industries, (1979) 2 SCC 511, rejected any presumption of validity inhering 
 in granted patents:  


“31. It  is  noteworthy  that  the grant  and  sealing  of  the  patent, 
or  the  decision  rendered  by  the  Controller  in  the  case  of 
opposition, does not guarantee the validity of the patent, which 
can  be  challenged  before  the  High  Court  on  various  grounds 
in  revocation  or  infringement  proceedings.  It  is  pertinent  to 



(28)FAO (OS) 190/2013   Page 28 


note  that  this  position,  viz.  the  validity  of  a  patent  is  not 
 guaranteed  by  the  grant,  is  now  expressly  provided  in 
 Section 13(4) of  the  Patents  Act,  1970.  In  the  light  of  this 
 principle, Mr. Mehta‟s argument that there is a presumption in 
 favour of the validity of the patent, cannot be accepted.” 


37.  Though  that  case  concerned  a  presumption  at  the  stage  of  final 
 judgment,  the  principle  applies  equally  to  interim  hearings.  This  was 
 implicit  in  the  decision  of  this  Court  in Franz  Xaver  Huemer  v. New  Yash 
 Engineers, AIR 1997 Del 79; and has been made explicit in cases across the 
 country, including the  Gujarat  High  Court  in Gareware-Wall  Ropes  Ltd. v. 


Mr. Anant Kanoi and Ors., Civil Application No. 232 of 2005, in Civil Suit 
 No.  4  of  2005,  decision  dated  13.7.2006,  the  Madras  High  Court  in  V. 


Manoika Thevar v. Star Plough Works, AIR 1965 Mad 327, and the Calcutta 
 High  Court  in Hindustan  Level  Limited  v. Godrej  Soaps  Limited  and  Ors., 
 AIR 1996 Cal 367. 


38.  Construction  of  the  patent  by  this  court,  to  verify  its  coverage  is 
 fundamental. This coverage depends on the nature of the claims made (and 
 enabling  disclosures  specified)  by  MSD  in  its  „Complete  Specification‟ 


under Form 2 of the Act. The words used to describe the claims – as read by 
 a person of ordinary skill in the art –determine the breadth of the monopoly 
 granted  by  the  patent,  for  which  the  substantive  (and  indeed,  substantial) 
 rights under Section 48 of the Act are triggered. The „Field of the Invention‟ 


described  by  MSD  in  Form  2  states  that  the  patent  is  “directed  to 
pharmaceutical  compositions  comprising  these  compounds  and  the  use  of 
these  compounds  and  compositions.”  The  issue  is  how  far  these 
compositions  can  be  subsumed  within  the  „core‟  of  the  patent,  without 
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precise enabling disclosures; in other words, how elastic can the Court read 
 the claims to be. The section „Detailed Description of the Invention‟, which 
 discloses  Formula  1  (reproduced  below),  corresponds  to  claim  1  of  the 
 patent specification, discloses the following compound structure:  


39.  This  is  the  Sitagliptin  free  base.  Each  element  of  this  structure,  and 
 selection of particular elements to reach this structure, is further  detailed at 
 pages 5 and 6 of the specification. Page 10 further details the separation of 
 racemix  mixtures  of  the  compound  to  isolate  individual  enantiomers, 
 including the R form of the compound that is ultimately used in Januvia and 
 Janumet.  The  term  “pharmaceutically  acceptable  salts”  –  it  is  stated  – 


“refers to salts prepared from pharmaceutically acceptable non-toxic bases 
 or acids including” inter alia phosphoric acid, which is the second element 
 in  SPM  (i.e.  the  P  in  SPM).  The  M  –  or  monohydrate  –  is  indicated  by 
 stating that “salts … may also be in the form of hydrates.” (page 10 of the 
 Form  2  filing)  The  compound  indicated  in  Formula  1  –  it  is  further  stated 
 and  reiterated  –  “are  meant  to  also  include  pharmaceutically  acceptable 
 salts”  (page  11  of  the  Form  2  filing).  Revealingly,  the  specification  then 
 notes: 


“The  term  “composition”  as  used  herein  is  intended  to 
encompass  a  product  comprising  the  specified  ingredients  in 
the  specified  amounts,  as  well  as  any  product  which  results, 
directly  or  indirectly,  from  combination  of  the  specific 
ingredients  in  the  specified  amounts. Such  term  in  relation  to 
pharmaceutical  composition,  is  intended  to  encompass  a 
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product  comprising  the  active  ingredient(s),  and  the  inert 
 ingredient(s) that make up the carrier, as well as any product 
 which  results,  directly  or  indirectly,  from  combination, 
 complexation  or  aggregation  of  any  two  or  more  of  the 
 ingredients,  or  from  dissociation  of  one  or  more  of  the 
 ingredients, or from other types of reactions or interactions of 
 one  or  more  of  the  ingredients.  Accordingly,  the 
 pharmaceutical  compositions  of  the  present  invention 
 encompass any composition made by admixing a compound of 
 the  present  invention  and  a  pharmaceutically  acceptable 
 carrier.  By  “pharmaceutically  acceptable”  it  is  meant  the 
 carrier, diluent or excipient must be compatible with the other 
 ingredients  of  the  formulation  and  not  deleterious  to  the 
 recipient thereof. 


The  terms  “administration  of‟  and  or  “administering  a” 


compound  should  be  understood  to  mean  providing  a 
 compound of the invention or a product of a compound of the 
 invention to the individual in need of treatment.”  


40.  As was argued at great length by MSD's Senior Counsel, the invention 
 relates  to  the  Sitagliptin  free  base,  which  is  the  active  component  with 
 therapeutic  value,  i.e.  DPP  inhibitor.  The  salt  (phosphate,  HCL,  or  any 
 other) is only the inert carrier that assists in the proper administration of the 
 drug in the body, but  does not in itself have  any  therapeutic value. Rather, 
 the  stability  of  the  compound  is  ensured  by  the  accompanying  salt, though 
 the  HCL  salt  (as  the  specification  itself  notes)  is  less  stable  and  not  fit  for 
 manufacture, as compared to the stable and efficient phosphate salt (SPM). 


41.  This Court notes that the Form 2 filing discloses the structure for the 
 Sitagliptin  free  base  in  Formula  1,  at  page  5.  The  invention  in  this  case 
 discloses several compounds, and  


“[s]everal  methods  for  preparing  the  compounds  …  are 
illustrated  in  the  following  Schemes  and  Examples.  Starting 
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materials are made according to procedures known in the art 


…”  


In  line  with  this,  Scheme  6  –  after  demonstrating  six  rounds  of 
 reactions  combining  known  compounds  and detailing  reaction conditions  – 
 again  discloses  the  Sitagliptin  free  base.  Starting  from  the  general 
 knowledge  of  a  person  skilled  in  the  art,  the  compounds  created  through 
 Schemes  1-5  are  utilized  in  Scheme  6  to  reach  the  Sitagliptin  free  base  – 
 which  is  the  essence  of  the  invention  in  this  case.  Scheme  6  is  reproduced 
 below, with the free base marked as „I‟.    


  


42.  The  Intermediate  13  is  Sitagliptin  with  a  protecting  „BOC‟  group 
(represented  by  P),  which,  on  deprotection  in  the  condition  and  manner 
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described results in the Sitagliptin free base. The entire process is described, 
 and thus disclosed, in the accompanying paragraph as below:   


“Intermediates II and III are coupled under standard peptide 
 coupling  conditions,  for  example,  using  Iethyl-3-(3 
 dimethylaminopropyl)  carbodiimide  (EDC),  I  -
 hydroxybcnzotriazole  (HOBT),  arid  a  base,  generally 
 diisopropylethylamine,  in  a  solvent  such  as  N,N-
 dimethylformamide  (DMF)  or  dicloromethane  for  3  to  48 
 hours  at  ambient  temperature  to  provide  intermediate  13  as 
 shown  in  Scheme  6.  The  protecting  group  is  then  removed 
 with, for example, trifluoroacetic acid or methanolic hydrogen 
 chloride in the case of Boc to give the desired amine „I‟. The 
 product is purified from unwanted side products, if necessary, 
 by  recrystallization,  tritluration,  preparative  thin  layer 
 chromatography,  flash  chromatography  on  silica  gel  as 
 described by …” (emphasis supplied) 


43.  The „desired amine‟ (amines being organic compounds and functional 
 groups  that  contain  a basic nitrogen atom  with  a lone  pair)  referred  is  the 
 end product in Scheme 6, which is the Sitagliptin free base. This is also the 
 compound structure reflected in Claim 1, which is not protected by the BOC 
 group. Subsequently, examples “are provided so that the invention might be 
 more fully understood.” Example 7 – on which both parties placed reliance – 
 discloses the HCL salt of Sitagliptin, which is arrived at by treating the BOC 
 protected  Sitagliptin,  so  as  to substitute the  BOC group  with the  HCL salt. 


This is represented below:  
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Therefore, page 48 of  the  Specification  – on the basis  of  the various 
 examples provided – lists the reactions carried out and the possible variants 
 for each element in the Sitagliptin free base, without the salt element (HCL,  


phosphate  or  others). 
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44.  Thus, detailed lists of possible variants in the Sitagliptin free base for 
 each  element  involved  –  based  on  experiments  conducted  –  are  provided. 


The emphasis, here, is on the free base itself (which is the active therapeutic 
 ingredient), and not the accompanying salt. 


45.  Glenmark argued that the patent does not disclose the Sitagliptin free 
base or SPM, but only the Sitagliptin HCL salt. This is because – it is argued 
– that apart from a routine mention of treating Sitagliptin with phosphate, no 
real  disclosure  concerning  SPM  was  made.  Further,  whilst  Claim  1  (of  the 
patent)  does  claim  the  Sitagliptin  free base, it  is  argued that  in  Example  7, 
the only disclosure is as regards the BOC protected Sitagliptin, and not  the 
free base itself. Since the claim is not matched by the disclosure, it is argued 
it (the claim) cannot be the basis of the monopoly. Only those products that 
are disclosed may be claimed, asserts Glenmark. Glenmark also argues that 
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Sitagliptin,  Sitalgiptin  Hcl  and  SPM  have  different  physical  and  chemical 
 properties, and a disclosure of one cannot cover the others. 


46.  The  Court  notes  that  mere  claims,  without  an  enabling  disclosure, 
 cannot  be  sustained.  The  patent  must  –  as  a quid  pro  quo  for  the  grant  of 
 monopoly – enable a person of ordinary skill in the art to work the invention 
 as  claimed. This  crucial  principle  was  considered  by  the  Supreme  Court  in 
 Novartis AG (supra):  


“139.  The  dichotomy  that  is  sought  to  be  drawn  between 
 coverage  or  claim  on  the  one  hand  and  disclosure  or 
 enablement or teaching in a patent on the other hand, seems to 
 strike  at  the  very  root  of  the  rationale  of  the  law  of  patent. 


Under  the  scheme  of  patent,  a  monopoly  is  granted  to  a 
 private  individual  in  exchange  of  the  invention  being  made 
 public so that, at the end of the patent term, the invention may 
 belong  to  the  people  at  large  who  may  be  benefited  by  it.  To 
 say  that  the  coverage  in  a  patent  might  go  much  beyond  the 
 disclosure  thus  seem  to  negate  the  fundamental  rule 
 underlying the grant of patents.” 


   


47.  The  court  consequently,  has  to  inquire  into  whether  the  Sitagliptin 
 free  base  and  further  SPM  were  disclosed  sufficiently  for  a  sustainable 
 patent claim. The Court first notes that Schemes 1-5 begin with compounds 
 known in the art, and through a series of reactions, results in Intermediate 13 
 in  Scheme  6,  which  is  the  BOC  protected  Sitagliptin  free  base.  This  –  on 
 deprotection13 in the second reaction in Scheme 6 – leads to the removal of 
 the  BOC  group  and  leaves  only  the  Sitagliptin  free  base.  Each  of  those 


       


13  A "protecting group" in organic chemistry means any chemical entity temporarily reacted 
 with a functional group so as to protect it from a subsequent reaction. "Deprotection" refers to 
 the removal of a protecting group when it is no longer needed. (Ref. 


http://www.wordsense.eu/deprotection/) 
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reactions are accompanied with detailed notes on the manner and process in 
 which they are to be carried out, and at each instance, either use a compound 
 already  known  in  the  art  (and  stated to be  so), or disclosed  in  the schemes 
 itself.  The  end  product  –  the  Sitagliptin  free  base  –  is  precisely  the  claim 
 made  in  Claim  1.  Claim  1  represents  a  general  formula  for  the  complex 
 chemical  structure,  which  is  further  exemplified  in  the  further  claims  (and 
 all of which can be reached through the table at page 48 of the specification 
 disclosed  above).  Specifically,  and  important  for  the  present  purpose,  this 
 includes  Claim    19,  which  is  the  specific  Sitagliptin  free  base  (within  the 
 various possibilities under the general structure in Claim 1 that corresponds 
 to Formula 1). This is reproduced below:  


    
 48.  At this juncture, the Court notes that  


“the  construction  of  claims  is  not  something  that  can  be 
considered  in  isolation  from  the  rest  of  the  specification, 
Claims  are  intended  to  be  pithy  delineations  of  the  scope  of 
monopoly,  and  they  are  drafted  in  light  of  the  much  more 
detailed text of the description. A specification must be read as 
a whole, just as any document is. It must moreover be read as 
having  been  addressed  to  a  person  acquainted  with  the 
technology  in  question.  So  it  must  take  account  of  that 
person‟s state of knowledge at the time.”  
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