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ORDER 
( O r de r  No . 45  o f  2013 )  

� 
� 
Hon¶b l e  Sm t .  P r abha  S r i devan ,  Cha i rman 
� 

�����³Compulsory licence´ is not an unmentionable word. It is found in our Patents Act. Under a 

different name, it was there in the TRIPS (Trade-related Aspects of Intellectual Property Rights) 

too where it is called, ³Other use without authorization of the right holder´���It has been there 

even in the Paris Convention of 1883 ³to prevent abuse which might result from the exercise of 

exclusive rights´���The TRIPS Agreement did not give a carte blanche to the Members in the grant of 

compulsory licence but it hedged this µother use with sufficient conditions and authorization of 
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this use would be considered only on a case to case basis of individualness¶. This appeal challenges 

the compulsory licence ordered by the Controller-General. 

� 

�����3DWHQW�ULJKWV�ZHUH�FUHDWHG�³not in the interest of the inventor, but in the interest of the 

national economy´,  says the Report on the Revision of Patents Law by Shri Justice N.Rajagopala 

Ayyangar (in short, µAyyangar Report¶), TXRWLQJ�IURP�0LFKHO�RQ�3ULQFLSDO�1DWLRQDO�3DWHQW�6\VWHPV���

The report also quotes from Patents and Designs Amendment Bill which says that the monopoly is 

granted to the benefit of trade and industry to enlist the cooperation of the capitalist in this 

HQGHDYRXU�WR�EULQJ�LQ�QHZ�LQYHQWLRQ���7KH�&RGH�RI�)HGHUDO�5HJXODWLRQV�RI�86�VD\V�WKDW�³patent by its 

very nature is affected with the public interest´���Therefore, we have to understand the perspective 

from which the Chapter of Compulsory Licence was introduced and is still there in the Patents Act, 

�����DV�DPHQGHG�E\�WKH�3DWHQWV��$PHQGPHQW��$FW���������7KH�$\\DQJDU�5HSRUW�LV�WKH�GRFXPHQW�ZH�UHIHU�

to when a question of importance arises. It says, ³There is no uniformity in the economic problems 

which confront different countries at any time or even the same country at different periods of its 

history and account has therefore to be taken of the actual conditions in the matter of devising the 

precise adjustments which are needed to rectify the imbalance which the patent system is apt to 

produce if left uncontrolled´��� 

� 

�����,Q�WKLV�FDVH��VHYHUDO�YHU\�LPSRUWDQW�TXHVWLRQV�RI�SXUH�ODZ�DULVH���7KH�IDFWV�DUH�UHOHYDQW�EXW�

ZH�ZLOO�GHDO�ZLWK�WKH�IDFWV�YHU\�EULHIO\���7KH�GUXJ�IRU�ZKLFK�WKH�SDWHQW�ZDV�JUDQWHG�LV�PDUNHWHG�E\�

WKH�DSSHOODQW�XQGHU�WKH�QDPH��1H[DYDU����EXW�WKH�GUXJ�LV�6RUDIHQLE�7RV\ODWH���It is said to be a 

palliative drug for patients suffering from Renal Cell Carcinoma (RCC) and Hepato-Cellular Carcinoma 

�+&&��DW�VWDJH�,9���86�3DWHQW�ZDV�ILOHG�RQ�������������3&7�DSSOLFDWLRQ�ZDV�ILOHG�RQ�������������7KH�

GDWH�RI�1DWLRQDO�3KDVH�HQWU\�LV������������7KH�SDWHQW�ZDV�JUDQWHG�RQ�����������3DWHQW�1R�����������

7KH�DSSHOODQW�REWDLQHG�DOO�WKH�VWDWXWRU\�DSSURYDOV�LQ�,QGLD�LQ�-DQXDU\���������%HIRUH�DSSO\LQJ�IRU�D�

FRPSXOVRU\�OLFHQFH��DQ�DSSOLFDQW�VKRXOG�DSSURDFK�WKH�SDWHQWHH�IRU�WKH�JUDQW�RI�D�OLFHQFH���7KLV�LV�D�

s i n e  q u a  n o n�IRU�H[HUFLVH�RI�WKH�SRZHUV�RI�WKH�&RQWUROOHU�LQ�WKLV�UHJDUG���7KH�WKLUG�UHVSRQGHQW�

DGGUHVVHG�D�OHWWHU�RQ�������������,W�ZDV�VWDWHG�WR�EH�LQ�FRPSOLDQFH�ZLWK�WKLV�VWDWXWRU\�

UHTXLUHPHQW���7KH�DSSHOODQW�ILOHG�&�6�1R������RI������RQ����������EHIRUH�WKH�+RQ¶ble Delhi High 

&RXUW�DJDLQVW�WKH�WKLUG�UHVSRQGHQW�KHUHLQ�IRU�LQIULQJHPHQW�RI�LWV�SDWHQW���,W�KDG�HDUOLHU�ILOHG�

&�6�1R�����RI������DJDLQVW�&,3/$�/LPLWHG�IRU�LQIULQJHPHQW���&,3/$¶s presence and the relevance 

WKHUHRI�ZLOO�EH�GHDOW�ZLWK�E\�XV�ODWHU���7KH��rd respondent herein applied for compulsory licence on 
����������DQG�LW�ZDV�JUDQWHG��7KLV�DSSHDO�LV�DJDLQVW�WKDW�RUGHU���3HQGLQJ�WKLV�DSSHDO��WKH�DSSHOODQW�

had asked for stay which was not granted by us. 

� 

�����/HDUQHG�VHQLRU�FRXQVHO�0U�3�6�5DPDQ�DSSHDULQJ�IRU�WKH�DSSHOODQW�VXEPLWWHG�WKDW�WKH�FRPSXOVRU\�

licence order was vitiated by several errors;  

�L���8QGHU�6HFWLRQ�������ZKHUH�WKH�&RQWUROOHU�VKRXOG�KDYH�DUULYHG�DW�SULPD�IDFLH�VDWLVIDFWLRQ�
that a case has been made out, notice was not given to the appellant herein which is a grave 

miscarriage of justice; 
� 
(ii) The compulsory licence application is not supported by any evidence; 
� 
(iii) The appellant had sought for adjournment to enable the invention to be worked to the 

fullest extent and this was not granted which is against the law; 
� 
�LY��:KLOH�GHFLGLQJ�ZKHWKHU�WKH�UHDVRQDEOH�UHTXLUHPHQW�RI�WKH�SXEOLF�KDV�EHHQ�VDWLVILHG���WKH�
Controller ought to have taken into reckoning the presence of other player, CIPLA (not before 

us) and the supply made by CIPLA and by totally ignoring its presence, injustice has been 

caused; 
� 
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� 
(v) The Controller ought to have ascertained what is the reasonable price and thereafter, 

decided the issue of granting compulsory licence; and 
� 
(vi) The controller was in error in concluding that the manufacture in India was necessary to 

meet the ³working´ requirement under Section 84(1)(c) of the Act. 
� 

The learned senior counsel also referred to the conduct of the third respondent in not mentioning 

the presence of CIPLA in its application which was a relevant fact and in contending that it had 

obtained a process-patent for manufacturing the invented product, which it had not. According to the 

learned senior counsel, these two factors disentitle the 3rd respondent from obtaining compulsory 

OLFHQFH������7KH�&RQWUROOHU�ZDV�LQ�HUURU�LQ�QRW�WDNLQJ�QRWH�RI�3DWLHQW�$VVLVWDQFH�3URJUDPPH��3$3��

which is a relevant factor for deciding whether the reasonable requirement of the public had been 

PHW���,W�ZDV�VXEPLWWHG�WKDW�WKLV�SURYLVLRQ�ZDV�D�GLVFUHWLRQDU\�SRZHU�JUDQWHG�WR�WKH�&RQWUROOHU�XQGHU�

FHUWDLQ�FLUFXPVWDQFHV�ODLG�GRZQ�LQ�WKH�$FW�DQG�QRW�D�SHQDO�SURYLVLRQ���)LQDOO\��WKH�OHDUQHG�VHQLRU�

counsel submitted that even assuming without accepting that compulsory licence ought to have been 

granted, the manner in which the terms and conditions were fixed was totally arbitrary. 

� 

�����7KH�&RXQVHO�RQ�ERWK�VLGHV�PDGH�WKHLU�VXEPLVVLRQV�RUDOO\�DQG�LQ�ZULWLQJ��7KH�OHDUQHG�&RXQVHO�IRU�

the respondents 1 & 2 adopted the submissions of the learned counsel for the 3rd respondent and 

submitted that the order was in accordance with the law. 

� 

�������)LUVW�ZH�ZLOO�WDNH�XS�the issue of opportunity at the prima facie stage.  

� 

��������$FFRUGLQJ�WR�0V�5DMHVZDUL��WKH�OHDUQHG�FRXQVHO�IRU�WKH��rd respondent, the Controller is 
under no obligation to give any hearing before arriving at a prima facie satisfaction and in this 

regard, referred to the decision in Compe t i t i on  Comm i ss i on  o f  I nd i a  v .  S t ee l  Au t ho r i t y  o f  I nd i a  &  

An r .  [2010 CompLR61 (Supreme Court)] where it was held that the issue of notice to a party at the 

initial stage where there has been no determination of rights cannot be implied.  

� 

���������6HFWLRQ�������RI�WKH�$FW�GHDOV�ZLWK�WKH�SURFHGXUH�DGRSWHG�E\�WKH�&RQWUROOHU��ZKLOH�GHDOLQJ�

WKH�DSSOLFDWLRQV�XQGHU�6HFWLRQV����DQG������6HFWLRQ�������GHDOV�ZLWK�WKH�&RQWUROOHU�DUULYLQJ�DW�

satisfaction that prima facie case has been made out and directs the applicant to serve copies on 

WKH�SDWHQWHH�DQG�RWKHU�SHUVRQV�DSSHDULQJ�WR�EH�LQWHUHVWHG���6HFWLRQ�������UHTXLUHV�WKH�SDWHQWHH�WR�

JLYH�WR�WKH�&RQWUROOHU�D�QRWLFH�RI�RSSRVLWLRQ�ZLWKLQ�WKH�WLPH�SUHVFULEHG���6HFWLRQ�������UHIHUV�WR�

the grounds on which the compulsory licence application is opposed. Section 87(4) deals with the 

RSSRUWXQLW\�WR�EH�JLYHQ�WR�WKH�DSSOLFDQW�DQG�WKH�RSSRQHQW�EHIRUH�GHFLGLQJ�WKH�FDVH���5XOH�����RI�WKH�

Patents Rules, 2003 deals with the exercise of discretionary power by the Controller and requires 

the Controller to give to an applicant or a party a hearing before exercising any discretionary 

power that may affect the applicant or the party adversely .  Having taken part in the proceedings 

thereafter, this ground may not be available to the appellant���+RZHYHU��VLQFH�LW�LV�D�SXUH�TXHVWLRQ�

RI�ODZ��ZH�ZLOO�DQVZHU�LW��� 

� 

�������$W�WKH�VWDJH�RI�6HFWLRQ��������WKH�&RQWUROOHU�KDV�WZR�RSWLRQV���(YHQ�RQ�WKH�IDFH�RI�LW��KH�

PD\�GHFLGH�WKDW�WKH�FRPSXOVRU\�OLFHQFH�FDQQRW�EH�JUDQWHG���7KLV�PD\�EH�IRU�YDULRXV�REYLRXV�UHDVRQV�

OLNH��WKH�DSSOLFDWLRQ�KDYLQJ�EHHQ�PDGH�EHIRUH�WKH�ODSVH�RI�WKH�WKUHH�\HDUV�PDQGDWHG�E\�ODZ���7KH�

&RQWUROOHU�KDV�DQRWKHU�RSWLRQ���2Q�WKH�IDFH�RI�LW��KH�PD\�GHFLGH�WKDW�WKLV�LV�D�PDWWHU�ZKHUH�WKH�

SDUWLHV�KDYH�WR�EH�KHDUG�EHIRUH�D�GHFLVLRQ�LV�DUULYHG�DW���,W�GRHV�QRW�PHDQ�WKDW�WKH�&RQWUROOHU�KDV�

decided one way or the other. It means only that on going through the application and considering 
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the facts alleged, he is of the opinion that the other side should be heard. Therefore, he directs 

the applicant to serve copies on the other side. It is clear from S.87(1) that prima facie 

VDWLVIDFWLRQ�SUHFHGHV�WKH�GLUHFWLRQ�WR�LVVXH�QRWLFH�WR�WKH�SDWHQWHH�RU�RWKHU�SHUVRQV���7KHUHIRUH��LW�

LV�IXWLOH�WR�FRQWHQG�WKDW�IRU�DUULYLQJ�DW�SULPD�IDFLH�VDWLVIDFWLRQ��WKH�RWKHU�VLGH�VKRXOG�EH�KHDUG���

The hearing of the other side arises only after notice of opposition is filed and Section 87(4) 

VWDJH�LV�UHDFKHG���$IWHU�KHDULQJ�ERWK�WKH�SDUWLHV��WKH�&RQWUROOHU�DJDLQ�KDV�WZR�RSWLRQV���+H�PD\�

UHMHFW�WKH�DSSOLFDWLRQ�IRU�OLFHQFH�RU�KH�PD\�JUDQW�WKH�OLFHQFH���$W�WKH�VWDJH�RI�������QR�VXFK�

determination of rights is contemplated and all that is contemplated at that stage is whether this 

DSSOLFDWLRQ�GHVHUYHV�WR�EH�JUDQWHG�D�KHDULQJ���Therefore, this ground is rejected. 

� 

�������7KH�QH[W�JURXQG�UDLVHG�E\�WKH�DSSHOODQW�LV�WKDW�WKH�OHWWHU�GDWHG�'HFHPEHU���������LVVXHG�E\�

the third respondent which is allegedly in compliance of Section 84(6)(iv) is not a genuine attempt. 

The compulsory licence applicant must make an effort to obtain the licence from the patentee on 

UHDVRQDEOH�WHUPV�DQG�FRQGLWLRQV���$FFRUGLQJ�WR�0U�3�6�5DPDQ�WKLV�OHWWHU�ZDV�PRUH�LQ�WKH�QDWXUH�RI�D�

QRWLFH�RU�WKUHDW�DQG�ZDV�QRW�UHDOO\�D�UHTXHVW�IRU�WKH�JUDQW�RI�OLFHQFH�RQ�WHUPV�DQG�FRQGLWLRQV���

According to the learned senior counsel, had the 3rd respondent been serious about his application 

IRU�JUDQW�RI�OLFHQFH��LW�ZRXOG�KDYH�PDGH�D�UHDO�HIIRUW���/HDUQHG�VHQLRU�FRXQVHO�VXEPLWWHG�WKDW�WKH�

appellant¶s reply left the door open for negotiation. The 3rd�UHVSRQGHQW�KDG�QRW�DYDLOHG�RI�WKLV���
Therefore, no reasonable efforts have been made by the third respondent prior to the compulsory 

OLFHQFH�DSSOLFDWLRQ��� 

� 

�������$FFRUGLQJ�WR�WKH�OHDUQHG�FRXQVHO�DSSHDULQJ�IRU�WKH��rd respondent, the letter addressed by 

the 3rd respondent to the appellant was sufficient compliance. The refusal by the appellant was 

clear and therefore, there was no purpose in making any further efforts to obtain voluntary licence. 

� 

�������/HDUQHG�&RQWUROOHU�KDG�LQ�WKLV�UHJDUG��KHOG�WKDW�WKH��rd respondent could not have taken any 
further efforts for the grant of voluntary licence and that therefore, the requirements of Section 

84(6)(iv) were satisfied. The appellant had stated in the reply, ³In view of what has stated above, 

our client does not consider it appropriate, to grant voluntary licence to manufacture and market 

the product.´ The section requires the Controller to take into account whether the applicant has 

made efforts to obtain a licence from the patentee on reasonable terms and conditions and such 

HIIRUWV�KDYH�QRW�EHHQ�VXFFHVVIXO�ZLWKLQ�WKH�UHDVRQDEOH�SHULRG�DV�WKH�&RQWUROOHU�PD\�IL[���,Q�WKH�

letter dated 6.12.2010, the 3rd respondent had approached the appellant and written that µwe 
understand that the cost of therapy per month for the said drug as sold by you works out to about 

Rs.2,80,000/- and ««« most of the patients are from the low and middle income groups that can seldom 

afford such expensive drug¶����The letter stated that the access to the treatment of cancer is 

denied µparticularly due to the high pricing of the product¶.  The 3rd respondent wrote that they 
would be in a position to make the product available to the public in India at a cost of less than 

Rs.10,000/- for one month and that at such price, even the Government Agencies would come forward to 

offer financial assistance to the patients and in this context, they applied for licence for the 

PDQXIDFWXUH��DQG�PDUNHWLQJ�RI�1H[DYDU�VR�WKDW�SURWHFWLRQ�RI�SXEOLF�KHDOWK�LV�QRW�LPSHGHG��GXH�WR�WKH�

SUHVHQW�KLJK�SULFH���7KH\�ILQDOO\�UHTXHVWHG�IRU�WKH�³grant of a voluntary licence to us to 

manufacture and market the product on such reasonable terms and conditions which would not prevent 

us from making the drug available to the public at the affordable price as projected above´���We 

must also record here that this request for voluntary licence was made without prejudice to their 

ULJKW�WR�DWWDFN�WKH�SDWHQW��� 

� 

�������7R�WKLV��WKH�DSSHOODQW�UHVSRQGHQW�E\�OHWWHU�GDWHG������������GHQLHG�HYHU\WKLQJ�VWDWHG�LQ�
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paragraph-1 and stated that the 3rd respondent must appreciate the backdrop of the huge sums 

invested by the appellant in Research and Development before working out the cost of the patented 

SURGXFW���7KH�DSSHOODQW�WKHUHDIWHU�JDYH�URXJK�ILJXUHV�RI�WKHLU�LQYHVWPHQW��7KH\�GHQLHG�WKDW�WKH\�KDG�

failed to meet the fundamentals of the Patents Act and they said that ³the demand for drug covered 

by our client pattern is being met to an adequate extent ««´����They denied that Nexavar was not 

DYDLODEOH�WR�WKH�SDWLHQWV�LQ�,QGLD�DW�DIIRUGDEOH�SULFH���7KH\�GHQLHG�WKDW�WKH�LQYHQWLRQ�FRYHUHG�E\�

WKH�SDWHQW�LV�QRW�EHLQJ�ZRUNHG�HIIHFWLYHO\���7KH\�VDLG�WKDW�DV�ORQJ�DV�WKHLU�SDWHQW�LV�LQ�IRUFH��WKH�

entry of generic version is legally prevented and they denied that the reasonable requirement of 

SDWLHQWV�VXIIHULQJ�IURP�UHQDO�FDQFHU�LV�QRW�PHW���$V�IDU�DV�WKH�FRVW�VXJJHVWHG�E\�WKH��rd respondent 
is concerned, the appellant stated that the third respondent may offer to manufacture the product at 

a cost less than Rs.10,000/- VLQFH�WKH\�KDG�QRW�VSHQW�DQ\�UHVRXUFHV�LQ�5�	�'���7KHUHIRUH��DFFRUGLQJ�

to the appellant, it was in full compliance of the requirements of the Patent law with regard to the 

reasonable requirement, availability at a reasonably affordable cost, working of the patented 

invention in India. It is stated in the reply that, ³Your company is not able to make out a case for 

WKH�JUDQW�RI�YROXQWDU\�OLFHQFH�WR�PDQXIDFWXUH�DQG�PDUNHW�WKH�SURGXFW�1H[DYDU���7KHUHIRUH��RXU�FOLHQW�

does not consider it appropriate to grant voluntary licence to manufacture and market the product 

Nexavar to NATCO¶���There was a tail piece to the effect that as per the Act, the 3rd respondent may 
take action within 14 days from the date of receipt of this letter. 

� 

��������:H�ILQG�IURP�D�UHDGLQJ�RI�WKH�WZR�GRFXPHQWV��YL]���WKH�OHWWHU�DQG�WKH�UHVSRQVH�WKDW�WKH��rd 
respondent who is the compulsory licence applicant had stated what according to it was a reasonable 

FRVW���7KH�OHWWHU�VWDWHG�WKDW�5V����������- was not accessible to a large number of patients for 

whom the drug is meant and that they were willing to make available the drug at less than 

Rs.10,000/- per month if the appellant would grant licence. The appellant calls this letter more in 

the nature of a threat than a real request. We find that the third respondent had stated that the 

price at which it would offer the drug was less than Rs.10,000/-. On these terms, NATCO applied for 

voluntary license.  

� 

���������,W�LV�WUXH�WKDW�WKH�OHWWHU�VSHOOV�RXW�WKUHH�FRQGLWLRQV�IRU�WKH�JUDQW�RI�OLFHQFH�LQ�

paragraph-6 and states that because of the prohibitory high cost, these three conditions are not 

VDWLVILHG��EXW�\HW��WKH�RIIHU�KDG�EHHQ�PDGH���7KH�DSSHOODQW�RQ�LWV�SDUW�KDG�XQGHUVWRRG�WKH�WHQRU�RI�

the letter. According to the appellant it had satisfied all the requirements of law. If there was a 

veiled threat, it was met equally by a veiled answer.  

� 

���������,I�WKH�DSSHOODQW�WKRXJKW�WKDW�OHVV�WKDQ�5V��������- was not a bargaining point, all that it 

VKRXOG�KDYH�VWDWHG�ZDV�WKDW�WKHUH�ZDV�VRPH�URRP�IRU�QHJRWLDWLRQ���%XW��WKH�UHVSRQVH�GLG�QRW�LQGLFDWH�

that, instead it clearly indicated that the appellant did not consider it appropriate to grant 

YROXQWDU\�OLFHQFH���7KHUHIRUH��WKH�RIIHU�ZDV�PDGH�DQG�LW�ZDV�UHMHFWHG��The 3rd respondent is not 
required to make another request when its efforts had failed. The law does not require that. On a 

consideration of these two documents, the Controller was of the view that the 3rd respondent had 

made an effort but it could have been ³more humble in writing and not hurting the sensibility´ of 

the patented persons. They are after all rivals in business and we do not think there would be room 

IRU�VXFK�VHQVLELOLWLHV���The requirement of law was fully met and we reject this ground. 

� 

�������1H[W�ZH�FRPH�WR�WKH�IDLOXUH�WR�ILOH�HYLGHQFH���7KH�DSSHOODQW�VXEPLWWHG�WKDW�WKH��rd 

UHVSRQGHQW�KDG�QRW�JLYHQ�HYLGHQFH�WR�VXSSRUW�LWV�FRPSXOVRU\�OLFHQFH�DSSOLFDWLRQ���7R�WKLV��WKH��rd 
respondent¶s case was that Section 84(3) merely requires the application to contain a statement 

setting out the nature of the applicant¶s interest together with the particulars as may be 
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SUHVFULEHG�DQG�WKH�IDFWV�XSRQ�ZKLFK�WKH�DSSOLFDWLRQ�LV�EDVHG���)RUP-17 requires the applicant to 

VWDWH�WKH�JURXQGV�DQG�GRFXPHQWDU\�HYLGHQFH�WR�VXSSRUW�LWV�LQWHUHVW���$FFRUGLQJ�WR�WKH�OHDUQHG�

counsel, there is no specific requirement to support the compulsory licence application and in the 

present case both the parties filed their evidence from July, 2011 to June, 2012 at different points 

of time. 

� 

���������)RUP-17 does not seem to indicate the filing of evidence. While the 3rd respondent could 
have filed documentary evidence along with the application, it is clear that all the evidence was 

required to be filed before the Controller before he made the decision. When the matter came up for 

hearing, not only did the Controller have the evidence based on which the 3rd respondent made his 

DSSOLFDWLRQ��WKH�DSSHOODQW�DOVR�NQHZ�ZKDW�ZDV�WKH�HYLGHQFH�KH�KDG�WR�PHHW���Therefore, if there is 

any lapse, it is a procedural lapse and on that ground, the order cannot be set aside. 

� 

��������:LWK�WKLV��ZH�FRPH�WR�WKH�HQG�RI�WKH�WHFKQLFDO�REMHFWLRQV��1RZ�ZH�KDYH�WKH�PDLQ�LVVXHV��7KH�

issues of CIPLA¶s presence and the request for adjournment are intrinsically linked with them. At 

the end we will deal with the terms of the licence and the conduct of the 3rd respondent. 

� 

���������%HIRUH�JRLQJ�LQ�WR�WKH�PHULWV�RI�WKH�PDWWHU��ZH�UHWXUQ�WR�WKH�$\\DQJDU�5HSRUW���,W�LV�WUXH�

that this report was before TRIPS Agreement, but it has not lost in its significance a whit. 

:KHQHYHU�D�TXHVWLRQ�DULVHV�LQ�UHJDUG�WR�3DWHQWV�ZH�ZLOO�OHDUQ�PXFK�LI�ZH�UHDG�LW���7KH�$\\DQJDU�

Report quotes from Edith Penrose¶s Economics of International Patent System and says that, ³Any 

country must lose if it grants monopoly privileges in the domestic market, which neither improve, 

nor cheapen the goods available, nor develop its own productive capacity, nor obtain for its 

producers at least equivalent privileges in other markets.´ We also have the relevant provisions of 

,QWHUQDWLRQDO�&RQYHQWLRQV���$UWLFOH�������SURWHFWV�WKH�SDWHQWHG�ULJKW�ZLWKRXW�GLVFULPLQDWLRQ�DV�WR�

the place of invention, the field of technology and whether the products are imported or locally 

produced. Article 30 provides limited exceptions to exclusive rights conferred by a patent provided 

they do not unreasonably conflict with the normal exploitation of the patent, taking into account 

WKH�OHJLWLPDWH�LQWHUHVW�RI�WKLUG�SDUWLHV���$UWLFOH����RI�75,36�GHDOV�ZLWK�RWKHU�XVH�ZLWKRXW�

authorization of the right holder and lists the provisions which shall be respected while 

DXWKRUL]LQJ�VXFK�XVH���1H[W��$UWLFOH���RI�WKH�3DULV�&RQYHQWLRQ�VD\V�WKDW�WKH�LPSRUWDWLRQ�E\�WKH�

patentee into the country where patent has been granted «« shall not entail forfeiture of the 

SDWHQW���$UWLFOH��$�����GHDOV�ZLWK�FRPSXOVRU\�OLFHQFH���:H�DOVR�UHIHU�WR�WKH�'RKD�'HFODUDWLRQ�ZKLFK�

addressed the difficulties which Members with insufficient or no manufacturing capacity in the 

pharmaceutical sector could face in making effective use of compulsory licensees under the TRIPS 

$JUHHPHQW���:H�KDYH�DOVR�VHHQ�WKDW�WKH�0HPEHUV�DIILUPHG�WKHLU�IXOO�ULJKW�WR�XVH�WKH�75,36�

flexibilities in this regard especially in connection with the Members¶ right to protect public 

KHDOWK�DQG�LQ�SDUWLFXODU��WR�SURPRWH�DFFHVV�WR�PHGLFLQHV��IRU�DOO��7KLV�WKHQ�LV�WKH�UXQQLQJ�WKHPH��

public health and access to medicine, a facet of Right to Life. 

� 

��������1RZ��ZH�FRPH�WR�RXU�RZQ�$FW��&KDSWHU�;9,���6HFWLRQ����GHILQHV�³patented article´ which 

LQFOXGHV�DQ\�DUWLFOH�PDGH�E\�D�SDWHQWHG�SURFHVV�DQG�SDWHQWHH�LQFOXGHV�DQ�H[FOXVLYH�OLFHQVHH���

6HFWLRQ����GHDOV�ZLWK�JHQHUDO�SULQFLSOHV�DSSOLFDEOH�WR�ZRUNLQJ�RI�SDWHQWHG�LQYHQWLRQV���7KH\�DUH�DV�

follows: 

³83 .  Gene r a l  p r i nc i p l es  app l i cab l e  t o  wor k i ng  o f  pa t en t ed  i nven t i ons ± Without prejudice to the 
other provisions contained in this Act, in exercising the powers conferred by this Chapter, 

regard shall be had to the following general considerations, namely:-- 
(a)�����������That patents are granted to encourage inventions and to secure that the inventions are 

Generated with www.html-to-pdf.net Page 6 / 22



worked in India on a commercial scale and to the fullest extent that is reasonably 

practicable without undue delay; 
� 

(b)�����������That they are not granted merely to enable patentees to enjoy a monopoly for the 

importation of the patented article; 
� 

(c)�����������That the protection and enforcement of patent rights contribute to the promotion of 

technological innovation and to the transfer and dissemination of technology, to the 

mutual advantage of producers and users of technological knowledge and in a manner 

FRQGXFLYH�WR�VRFLDO��DQG�HFRQRPLF�ZHOIDUH��DQG�WR�D�EDODQFH�RI�ULJKWV�DQG�REOLJDWLRQV� 
� 

(d)�����������That patents granted do not impede protection of public health and nutrition and should 

DFW�DV�LQVWUXPHQW�WR�SURPRWH�SXEOLF�LQWHUHVW��VSHFLDOO\�LQ�VHFWRUV�RI�YLWDO�LPSRUWDQFH�
for socio-economic and technological development of India; 
� 

(e)�����������That patents granted do not in any way prohibit Central Government in taking measures 

to protect public health; 
� 

(f)�����������That the patent right is not abused by the patentee or person deriving title or 

interest on patent from the patentee, and the patentee or a person deriving title or 

interest on patent from the patentee does not resort to practices which unreasonably 

restrain trade or adversely affect the international transfer of technology; and 
� 

(g)�����������That patents are granted to make the benefit of the patented invention available at 

reasonably affordable prices to the public. 

� 

� 

�������:H�PXVW�SDUWLFXODUO\�QRWH�IURP�WKH�DERYH� 

����� �WKDW�SDWHQWV�DUH�QRW�JUDQWHG�IRU�DQ�LPSRUW�PRQRSRO\�RI�WKH����SDWHQWHG�DUWLFOH�DQG� 

����� �WKH�JUDQW�RI�SDWHQW�VKDOO�QRW�LPSHGH�SURWHFWLRQ�RI�SXEOLF�KHDOWK�DQG� 

����� �WKH�JUDQW�RI�SDWHQW�PXVW�EDODQFH�WKH�ULJKWV�DQG�REOLJDWLRQV�DQG�ILQDOO\� 

����� �LW�PXVW�PDNH�WKH�EHQHILWV�RI�SDWHQWHG�LQYHQWLRQ�DYDLODEOH�DW�UHDVRQDEO\�DIIRUGDEOH�SULFH�WR�

WKH�SXEOLF��� 

We cannot ignore these markers when we decide the appeal. 

� 

��������7KH�ZRUGV�³patented invention´ DUH�QRW�GHILQHG���6HFWLRQ����GHDOV�ZLWK�FRPSXOVRU\�OLFHQFH�

DQG�WKHUH�DUH�WKUHH�FRQGLWLRQV�ZKLFK�QHHG�WR�EH�VDWLVILHG�IRU�WKH�JUDQW�RI�FRPSXOVRU\�OLFHQFH���It 

must be noted that it is enough even if one condition is satisfied.��6HFWLRQ��������D����E��DQG��F��

are separated by the disjunctive ³or´���Section 84(2) gives this right even to a licence holder 

under patentee and he shall not be estopped from raising the grounds under Section 84(1) and seeking 

D�FRPSXOVRU\�OLFHQFH���7KLV�DSSOLFDWLRQ�PXVW�FRQWDLQ�D�VWDWHPHQW�VHWWLQJ�RXW�WKH�QDWXUH�RI�

applicant¶s interest together with such particulars as may be prescribed and the facts upon which 

WKH�DSSOLFDWLRQ�LV�PDGH���)RUP-���GHDOV�ZLWK�WKH�DSSOLFDWLRQ�IRU�FRPSXOVRU\�OLFHQFH���6HFWLRQ�������

deals with the Controller¶s power, to grant licence if the grounds under Section 84(1) have been met 

DQG�WR�GHFLGH�WKH�WHUPV�XSRQ�ZKLFK�WKH�OLFHQFH�LV�JUDQWHG���6HFWLRQ�������LV�FRQVHTXHQW�WR�WKH�RUGHU�

XQGHU�6HFWLRQ���������6HFWLRQ�������UHIHUV�WR�WKH�IDFWRUV�ZKLFK�WKH�&RQWUROOHU�ZRXOG�WDNH�LQWR�

account while considering whether a compulsory licence should be granted and they are, (a) the 

QDWXUH�RI�LQYHQWLRQ���E��WKH�WLPH��ZKLFK�KDV�ODSVHG�VLQFH��WKH�JUDQW��DQG�WKH�PHDVXUHV�WDNHQ�E\�WKH�

patentee or the licensees to make full use of the invention; (c) the ability of the applicant to 

ZRUN�WKH�LQYHQWLRQ��WR�WKH�SXEOLF�DGYDQFHPHQW���G��WKH�FDSDFLW\�RI�WKH�DSSOLFDQW�WR�SURYLGH�FDSLWDO�

and working the invention; and (e) whether the applicant had made efforts to get a voluntary licence 

IURP�WKH�SDWHQWHH���7KH�&RQWUROOHU�QHHG�QRW�WDNH�LQWR�DFFRXQW�WKH�PDWWHUV�ZKLFK�DUH�VXEVHTXHQW�WR�

WKH�FRPSXOVRU\�OLFHQFH�DSSOLFDWLRQ���7KH�([SODQDWLRQ�VD\V�WKDW�WKH�UHDVRQDEOH�SHULRG�WKDW�LV�
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required to decide if the compulsory licence applicant has been successful in his efforts to obtain 

D�YROXQWDU\�OLFHQFH�LV�D�SHULRG�QRW�RUGLQDULO\�H[FHHGLQJ�D�SHULRG�RI�VL[�PRQWKV����6HFWLRQ�������

specifies the conditions which lead to the presumption or the creation of legal fiction that 

reasonable requirements of the public have not been satisfied, and they are as follows: 

³84 . Compu l sor y  l i cences ±  
(1) to (6) xxxx 
(7) For the purposes of this Chapter, the reasonable requirements of the public shall be deemed 

not to have been satisfied ± 
(a) if, by reason of the refusal of the patentee to grant a licence or licences on reasonable 
terms, - 
� 

(i) an existing trade or industry or the development thereof or the establishment of any 
new trade or industry in India or the trade or industry of any person or class of persons 
trading manufacturing in India is prejudiced; or 
� 
(ii) the demand for the patented article has not been met to an adequate extent or on 
reasonable terms; or  
� 
(iii) a market for export of the patented article manufactured in India is not being 
supplied or developed; or 
� 
(iv) the establishment or development of commercial activities in India is prejudiced; or 

� 

(b) if, by reason of conditions imposed by the patentee upon the grant of licences under the 

patent or upon the purchase, hire or use of the patented article or process, the manufacture, 

use or sale of materials not protected by the patent, or the establishment or development of 

any trade or industry in India, is prejudiced; or 
� 
(c) if the patentee imposes a condition upon the grant of licences under the patent to provide 

exclusive grant back, prevention to challenges to the validity of patent or coercive package 

licensing, or 
� 
(d) if the patented invention is not being worked in the territory of India on a commercial 

scale to an adequate extent or is not being so worked to the fullest extent that is reasonably 

practicable, or 
� 
(e) if the working of the patented invention in the territory of India on a commercial scale is 

being prevented or hindered by the importation from abroad of the patented article by ± 
� 

(i) the patentee or persons claiming under him; or 
(ii) persons directly or indirectly purchasing from him; or 
(iii) other persons against whom the patentee is not taking or has not taken proceedings 

for infringement.´ 

� 

Section 86 deals with applications for adjournment by patentee and invoking the power under this 

Section, if the Controller is satisfied that the time for working of the invention on a commercial 

scale to an adequate extent or for enabling the invention to be worked on a commercial scale to the 

fullest extent as it is reasonably practical is not adequate, he may adjourn the further hearing of 

WKH�DSSOLFDWLRQ�IRU�D�SHULRG�QRW�H[FHHGLQJ����PRQWKV�LQ�WKH�DJJUHJDWH���7KLV�6HFWLRQ�FRQWDLQV�D�

SURYLVR���6HFWLRQ�������DSSHDUV�WR�EH�D�JXLGH�IRU�WKH�GLVFUHWLRQDU\�SRZHU�RI�WKH�&RQWUROOHU�DQG�

provides that adjournment would not be granted, unless the Controller is satisfied that the patentee 

KDV�WDNHQ�ZLWK�SURPSWLWXGH��DGHTXDWH��RU�UHDVRQDEOH�VWHSV�WR�VWDUW�WKH�ZRUNLQJ�RI�WKH�LQYHQWLRQ�LQ�

WKH�WHUULWRU\�RI�,QGLD��RQ�D�FRPPHUFLDO�VFDOH�DQG�WR�DQ�DGHTXDWH�H[WHQW� 

�� 

������:KLOH�6HFWLRQ����GHDOV�ZLWK�WKH�JHQHUDO�SULQFLSOHV�DSSOLFDEOH�WR�WKH�ZRUNLQJ�RI�SDWHQWHG�

LQYHQWLRQ��6HFWLRQ����GHDOV�ZLWK�WKH�JHQHUDO�SXUSRVHV�IRU�JUDQWLQJ�FRPSXOVRU\�OLFHQFHV���6R��RQH�

might say that Section 83 is the ³why´ of grant of patents and Section 89 deals with the ³why´ of 
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FRPSXOVRU\�OLFHQFH������6HFWLRQ����GHDOV�ZLWK�ZKDW�DUH�WKH�WHUPV�DQG�FRQGLWLRQV�WKDW�WKH�&RQWUROOHU�

VKDOO�WU\�WR�VHFXUH�ZKLOH�VHWWOLQJ�WKH�WHUPV�DQG�FRQGLWLRQV�RI�FRPSXOVRU\�OLFHQFHV���6HFWLRQ����

states that this order shall operate as a deed between the parties concerned. Section 94 deals with 

the termination of compulsory licences. 

� 

�������7KH�SUHVHQFH�RI�&,3/$�LV�D�YHU\�FUXFLDO�LVVXH���&,3/$�LV�DOOHJHGO\�DQ�LQIULQJHU�DJDLQVW�ZKRP�

a suit has been filed by the appellant. It is pending before the Hon¶EOH�'HOKL�+LJK�&RXUW���$W�WKH�

time when the compulsory licence was granted, CIPLA was selling its ³offending products´ at 

Rs.30,000/- per month and according to the learned senior counsel, this price has been steadily 

IDOOLQJ���/HDUQHG�VHQLRU�FRXQVHO�VXEPLWWHG�WKDW�LI�WKH�SUHVHQFH�RI�&,3/$�LV�QRW�FRQVLGHUHG�UHOHYDQW��

D�JUDYH�LQMXVWLFH�ZRXOG�EH�FDXVHG�WR�WKH�DSSHOODQW���,W�ZDV�VXEPLWWHG�WKDW�WKH�SUHVHQFH�RI�&,3/$�ZDV�

a factor that should be taken into reckoning to see if the reasonable requirement of the public is 

PHW���$FFRUGLQJ�WR�WKH�DSSHOODQW��WKH�SDWHQWHG�LQYHQWLRQ�LV�QRW�1H[DYDU�EXW�6RUDIHQLE�7RV\ODWH���,W�

was submitted that if this third party had effectively met the entire demand for the drug, then 

WKHUH�ZRXOG�QRW�EH�D�JUDQW�WR�DQRWKHU�HQWLW\���,W�ZDV�DOVR�VXEPLWWHG�WKDW�LQ�D�JLYHQ�FDVH��WKH�

LQIULQJHU�LWVHOI�PLJKW�DSSO\�IRU�FRPSXOVRU\�OLFHQFH�DQG�WKDW�ZRXOG�UHVXOW�LQ�LQMXVWLFH���,W�ZDV�DOVR�

submitted that the Hon¶ble Delhi High Court did not in fact, grant an order of injunction against 

&,3/$��,W�KDG�GLUHFWHG�&,3/$�WR�PDLQWDLQ�DFFRXQWV�RI�LWV�VDOHV�RI�WKH�LQIULQJLQJ�SURGXFWV���

Therefore, if the appellant succeeds in the suit, the sales made by CIPLA shall be deemed to be the 

sales by the appellant for ascertaining the damages, if the appellant fails in the suit, CIPLA¶s 

product would be considered legal and the reasonable requirement of public with respect to patented 

LQYHQWLRQ�ZRXOG�KDYH�EHHQ�PHW�E\�DQ�DOWHUQDWH�SURGXFW����,I�WKH�VXEMHFW�SDWHQW�LV�GHFODUHG�LQYDOLG��

then compulsory licence application itself would become infructuous. Therefore, the 2nd respondent 

RXJKW�WR�KDYH�FRQVLGHUHG�WKH�SUHVHQFH�RI�&,3/$�ZKLOH�DUULYLQJ�DW�KLV�GHFLVLRQ���$FFRUGLQJ�WR�WKH�

learned senior counsel, until CIPLA is declared an infringer, its presence cannot be considered 

illegal. In any event, the legitimacy of the third party is irrelevant for deciding whether the 

applicant has met the need of the public, when the entire sales made by the third party, is 

DFFRXQWDEOH���$FFRUGLQJ�WR�WKH�OHDUQHG�VHQLRU�FRXQVHO��WKH�SDWLHQWV�ZKR�EX\�WKH�SURGXFW�IURP�HLWKHU�

the third respondent or CIPLA, would not need to buy the appellant¶s product and therefore, one must 

combine the sales of the appellant and CIPLA to see, if that supply met the requirement of the 

SXEOLF���$FFRUGLQJ�WKH�DSSHOODQW��WKH�FRQVHTXHQFH�ZRXOG�EH�RXWUDJHRXV��LI�&,3/$¶s sales is not taken 

into account. It would be an incentive to infringe patents. It was further submitted that by the 

Government granting the marketing approval to CIPLA, what would actually happen was that CIPLA would 

take away the patentee¶s market leading to the grant of compulsory licence alleging patentee¶s 

inability to meet the market demand and if that were the case, generic companies will be able to get 

FRPSXOVRU\�OLFHQFHV�IRU�DOO�SDWHQWHG�SURGXFWV�DQG�WKLV�FDQQRW�EH�WKH�LQWHQWLRQ�RI�WKH�OHJLVODWXUH���

He also referred to CIPA Guide to the Patents Act by the Chartered Institute of patent Attorneys 

(Sixth Edition) where it is stated that ³also, it does not seem that the meeting of the demand has 

to result from the activities of the patentee or his licensees; meeting a demand by an infringing 

product would also seem to avoid application to the provision.´� �There was a reference to the 

affidavit of Dr.Manish Garg where it was stated that the combined sales of the appellant and CIPLA 

KDV�FDWHUHG�WR�����RI�WKH�FXUUHQW�SDWLHQW�SRRO�DQG�DOVR�WR�WKH�DIILGDYLW�RI�'U�$VKLVK�*DZGH���

Learned senior counsel also submitted that the 3rd respondent¶s case of uncertainty of supply by 
&,3/$�ZDV�QRW�DQ�DFFHSWDEOH�DUJXPHQW��� 

� 

�������/HDUQHG�FRXQVHO�IRU�WKH��rd respondent, on the other hand, submitted that CIPLA¶s presence 
cannot be recognized in any circumstance and the obligation of the working requirements must be met 

RQO\�E\�WKH�SDWHQWHH�DQG�QRW�E\�DQ\�WKLUG�SDUW\���,W�ZDV�VXEPLWWHG�WKDW�ZKHQ�WKH�DSSHOODQW�KDG�
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issued statements that CIPLA was an infringer and was fully pursuing a civil suit against CIPLA. It 

is impossible to accept its case that CIPLA¶V�VDOHV�VKRXOG�EH�WDNHQ�LQWR�DFFRXQW���/HDUQHG�FRXQVHO�

submitted that it was not the appellant¶s case that CIPLA is its licensee and that its sales are 

OHJDO���,W�ZDV�VXEPLWWHG�WKDW�WKH�DSSHOODQW�FDQQRW�WUHDW�WKH�VDOHV�RI�&,3/$�LOOHJDO�DQG�FODLP�

damages for infringement and in the same breadth, ask the said sales to be treated as its own for 

WKH�SXUSRVH�RI�GHFLGLQJ�ZKHWKHU�WKH�UHDVRQDEOH�UHTXLUHPHQW�DV�PDQGDWHG�E\�WKH�VWDWXWH��KDV�EHHQ�

PHW���/HDUQHG�FRXQVHO�VXEPLWWHG�WKDW�WKH�FRQVHQW�RUGHU�SDVVHG�E\�WKH�+RQ¶ble Delhi High Court does 

not legitimize CIPLA. It was passed without deciding the rights of both the parties i.e., the case 

RI�DSSHOODQW�WKDW�&,3/$�LV�DQ�LQIULQJHU�DQG�WKH�FDVH�RI�&,3/$�WKDW�LW�LV�QRW���,W�LV�VXEPLWWHG�WKDW�

in Form-27 filed by the appellant, the sales of CIPLA was not referred to which means that for the 

working of invention and meeting the requirements of public, the sales by the appellant alone is 

UHOHYDQW���$FFRUGLQJ�WR�WKH��rd respondent, CIPLA¶s sales were sales at risk and it may at any time 
VWRS�LWV�SURGXFWLRQ��LI�&,3/$�ILQGV�WKH�PDQXIDFWXUH�XQYLDEOH���:KHQ�DOOHJHGO\�WKH�DSSHOODQW�KDV�EHHQ�

selling its products in India since 2006 and CIPLA had entered the market only in 2010, the 

appellant cannot take CIPLA¶s sales into account to show that the requirement of the public had been 

met. 

�� 

������7KH�&RQWUROOHU�UHMHFWHG�WKH�DSSHOODQW¶s case on the ground that in a compulsory licence 

application, it is only the patentee who is relevant and not any other person. He had referred to 

WKH�LQIULQJHPHQW�VXLW�ILOHG�E\�WKH�DSSHOODQW�DJDLQVW�&,3/$�WR�VWDOO�LW�IURP�PDNLQJ�LWV�VDOHV���7KH�

Controller had also stated that CIPLA may be injuncted by any time by the Hon¶EOH�+LJK�&RXUW���

$FFRUGLQJ�WR�WKH�OHDUQHG�VHQLRU�FRXQVHO��WKLV�ZDV�DQ�XQVXVWDLQDEOH�SUHVXPSWLRQ���7KH�DSSOLFDWLRQ�KDG�

been closed and there is no question of reviving it now and the Court had directed the parties to 

proceed with the trial. The Controller had also taken into account, for argument¶s sake, the sales 

made by CIPLA, and held that even then the requirement had not been met. The Controller refused to 

include CIPLA¶s sales for the purpose of S.84. 

� 

��������$FFRUGLQJ�WR�WKH�DSSHOODQW��&,3/$�LQIULQJHV�LWV�SDWHQW�DQG�WKDW�LV�ZK\�WKH�VXLW�KDV�EHHQ�

ILOHG���6HFWLRQ����GHDOV�ZLWK�SDWHQWHG�LQYHQWLRQ��7KH�ZRUGV��µpatented invention¶ have not been 

GHILQHG�DQ\ZKHUH�LQ�WKH�$FW���7KH�ZRUGV��µpatented articles¶ have been defined in Section 82 of the 

Act. The words, µinvention¶ and µnew invention¶ have been defined in Section 2(1) (j) and 2(1)(l) 

UHVSHFWLYHO\���6HFWLRQ�������GHDOV�ZLWK�ZK\�SDWHQWV�DUH�JUDQWHG�WKDW�LV��WR�HQFRXUDJH�LQYHQWLRQV��

6HFWLRQ�������D��PXVW�UHIHU�WR�SDWHQWHHV�VLQFH�LW�JLYHV�WKH�UHDVRQ�ZK\�SDWHQWV�DUH�JUDQWHG���6HFWLRQ�

83(1)(b) also refers only to the patentees. Section 83(1)(c) relates to the protection and 

enforcement of patent rights and hence must refer only to the patentees. Patent right belongs only 

WR�WKH�LQWHOOHFWXDO�SURSHUW\�ULJKWV�RZQHU�DQG�QRW�D�WKLUG�SDUW\��ZKHWKHU�KH�LV�DQ�LQIULQJHU�RU�QRW���

Section 83(1)(d) refers to patents granted and that they should not impede the protection of public 

KHDOWK�DQG�UHIHUV�RQO\�WR�WKH�SDWHQWHHV��6HFWLRQ�������H��DJDLQ�UHIHUV�WR�RQO\�SDWHQWHHV���6HFWLRQ�

83(1)(f) specifically refers to patentees or persons deriving title or interest and so does Section 

������J����:KHQ�WKH�ODZ�UHIHU�WR�SDWHQWHHV��LW�PHDQV�WKH�SDWHQWHHV�RU�SHUVRQV�OHJDOO\�FODLPLQJ�WKH�

patent and no one else. Therefore, when Section 83(1)(g) states that patents are granted to make the 

benefit of the patented invention available at reasonably affordable prices to the public, it 

clearly indicates that the qu i d  p r o  quo for the grant of patent is the duty of the person to whom 

the patent was granted to make the benefit of his invention available to the public at reasonably 

affordable price. �7KHUHIRUH��WKH�ZRUGV�µpatented invention¶��can only mean what the patentee or his 

licencee markets and nothing else. �6HFWLRQ����ZKLFK�LV�DERXW�WKH�JHQHUDO�SXUSRVHV�IRU�JUDQWLQJ�

compulsory licence says that the general purpose is to secure that the patented invention is worked 
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RQ�D�FRPPHUFLDO�VFDOH�LQ�WKH�WHUULWRU\�RI�,QGLD�ZLWKRXW�XQGXH�GHOD\���6HFWLRQ�������UHIHUV�WR�WKH�

ability of the applicant (the compulsory licence applicant) to work the invention to the public 

advantage and Section 84(6)(iii) refers to the capacity of the applicant(compulsory licence 

applicant) to undertake the risk in providing capital and working the invention. Therefore, whenever 

the words, µpatented invention¶ are used, they refer to; 

����������� �WKH�LQYHQWLRQ�WKDW�PXVW�EH�PDGH�DYDLODEOH�WR�WKH�SXEOLF�E\�WKH�SDWHQWHH�� 

����������� WKH�LQYHQWLRQ�LQ�UHVSHFW�RI�ZKLFK�UHDVRQDEOH�UHTXLUHPHQWV�RI�WKH�SXEOLF�PXVW�EH�

satisfied by the patentee; and; 

���������� �WKH�LQYHQWLRQ�ZKLFK�WKH�SDWHQWHH�PXVW�ZRUN�LQ�WKH�WHUULWRU\�RI�,QGLD��� 

If it were to be otherwise, it would mean that a monopoly is granted to a person who does not make 

any effort to reach his invention to the public and would rest his case on the labour of a third 

SDUW\�ZKRP�KH�ZRXOG�GUDJ�WR�&RXUW�ZLWK�DQ�LQIULQJHPHQW�VXLW���7KHUHIRUH��&,3/$¶s presence cannot be 

cited by the appellant to prove its case. Rightly in its Form-27, the appellant did not include the 

CIPLA sales because, the appellant knows that CIPLA sales can never be its own sales, and CIPLA is 

QRW�LWV�OLFHQVHH�QRU�LV�WKH�VDOHV�E\�&,3/$�EOHVVHG�E\�WKH�DSSOLFDQW��� 

� 

��������3HULRGLFDO�VWDWHPHQW�DUH�PDGH�E\�&,3/$�DQG�ILOHG�LQWR�WKH�&RXUW��,I�ZH�WDNH�RQH�RI�WKH�

affidavits of undertaking (22.9.2010), as a sample, it shows that the defendant CIPLA had undertaken 

to file the accounts regularly on a quarterly basis and it also shows that the defendant CIPLA had 

XQGHUWDNHQ�WR�DELGH�E\�WKH�RUGHU�RI�WKH�&RXUW�LQ�UHVSHFW�RI�SD\PHQW�RI�GDPDJHV���7KH�RUGHU�RI�WKH�

Hon¶ble Delhi High Court which refused to grant injunction was subject to the defendant CIPLA 

PDLQWDLQLQJ�WKH�DYDLODEOH�DQG�DFFXUDWH�DFFRXQWV�DQG�ILOLQJ�WKH�VDPH�UHJXODUO\�RQ�TXDUWHUO\�EDVLV���

While it is true that the injunction application was closed, if CIPLA had failed to file the 

accounts as undertaken, it was open to the appellant to move the Court for modification of the 

RUGHU���7KLV�LV�QRW�WKH�UHDVRQ�ZK\�ZH�KROG�WKDW�&,3/$¶s presence is not relevant, we just note that. 

The law is clear that, the requirements and conditions, for grant of compulsory licence must be 

decided with reference to the patentee alone and not a party whose presence itself is litigious. See 

also Section 84(6)(i) which refers to measures taken by the patentee��RU�WKH�OLFHQVHH�WR�PDNH�IXOO�

use of the invention. Therefore, for deciding whether the conditions of Section 84 are satisfied, we 

will not take into account the presence of CIPLA. 

����� 

�������)XUWKHU��LI�ZH�ORRN�DW�WKH�$\\DQJDU�5HSRUW��DW�SDUDJUDSK������LW�GHDOV�ZLWK�ZKDW�LV�WKH�

present Section 85 µrevocation of patents by the Controller for non-working¶���It reads that  

³I am satisfied that unless there is a residuary power vested in the Controller to revoke 
a patent in the event of the invention not being worked to an adequate extent in the 

country, the compulsory licensing provisions themselves might fail to achieve their 

purpose. Further, I consider that the existence of such a provision might itself serve as 

an inducement to the patentees so to instruct their licensees with the details of such 

technical information as they have and to render them such assistance as might be needed 

to enable them to work the invention commercially and adequately so that the patent might 

remain in force and the patentees derive benefit from the royalties which the licensees 

should be paying during the term of the patent´. 
�� 

From this, it is clear that the patentee is even expected to furnish details of technical 

information and to render assistance to the licensees so that the invention is worked commercially 

and adequately. This is because, it is the patentee¶s property and it is not in his interest to have 

LW�UHPRYHG���:H�DUH�RQO\�UHIHUULQJ�WR�WKH�SDUDJUDSK�WR�VKRZ�WKDW�WKH�LQWHQWLRQ�RI�WKH�$FW�LV�WKDW�LW�

is the patentee who should make sure that the invention is worked commercially and adequately. 

Otherwise, the patentee runs the risk of having the patent revoked for non-working under Section 

�����7KH��rd�UHVSRQGHQW�DOVR�FLWHG��Ha r vey¶s  Sk i nd i v i ng  Su i t s  o f  Canada  v .  Pose i don  I ndus t r i  AB  
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[1984 CarswellNat 566, 1 CIPR 288] where it was held that ³working concern must be secured licit 

working and that working carried on by alleged infringers is unsatisfactory´. We have also seen the 

CIPA extracts. But we need not look anywhere else. Our Act is clear and we must decide according to 

this law. It is self-contained and the grant of approval to CIPLA is based on a different statute 

and is not related to this issue. CIPLA¶s presence is irrelevant for deciding whether the reasonable 

requirement of the public has been met or whether the patented invention has been made available to 

the public at a reasonably affordable price or whether the patented invention has been worked in the 

territory of India. 

� 

�������$FFRUGLQJ�WR�WKH�OHDUQHG�VHQLRU�FRXQVHO�IRU�WKH�DSSHOODQW��WKH�&RQWUROOHU�*HQHUDO¶s reasoning 

UHJDUGLQJ�WKH�UHDVRQDEOH�UHTXLUHPHQW�RU�DGHTXDWH�VXSSO\�LV�IODZHG���/HDUQHG�VHQLRU�FRXQVHO�VXEPLWWHG�

WKDW�RQH�VKRXOG�WDNH�QRWH�RI�WKH�QDWXUH�RI�LQYHQWLRQ���7KLV�GUXJ�LV�RQO\�D�SDOOLDWLYH�GUXJ�DQG�LW�

GRHV�QRW�FXUH�FDQFHU�DQG�LW�NHHSV�WKH�TXDOLW\�RI�OLIH�DW�D�UHDVRQDEOH�OHYHO���7KH�QXPEHU�RI�SDWLHQWV�

afflicted by this kind of cancer is not high and the market penetration is not easy and the 

appellant cannot market its product without complying with all statutory requirements. The appellant 

KDG�WR�DVVHVV�WKH�SXEOLF�UHTXLUHPHQWV���7KH�DSSHOODQW�ZRXOG�KDYH�WR�FRQYLQFH�WKH�2QFRORJLVWV�DERXW�

the merits of the medicine. The market approval was given only in January, 2008 and the appellant 

had only three years to work the invention. Considering the nature of invention and the number of 

patients and the presence of other medicines, the period given to the appellant under statute is not 

enough. Learned senior counsel submitted that if supplying the drug had been easy, the 3rd 

respondent (NATCO) should have addressed the requirements completely in one year while in two years 

what was covered by the 3rd respondent was only 44% of the patient pool. The reasonably affordable 

price should be fixed taking into account all the factors, and socio-economic conditions are not the 

RQO\�SDUDPHWHUV���7KH�DIIRUGDELOLW\�KDV�WR�EH�GHFLGHG�FRQVLGHULQJ�WKH�QDWXUH�RI�WKH�SURGXFW�DQG�

reasonably affordable price should be fixed taking into account the price at which the appellant can 

sell the product considering the expenditure incurred by them. The Controller had not considered the 

comparatLYH�GDWD�RI�RWKHU�SKDUPDFHXWLFDO�GUXJV���7KH�&RQWUROOHU�KDG�QRW�WDNHQ�LQWR�DFFRXQW�

VSHFLILFDOO\�WKDW�SDOOLDWLYH�GUXJ�ZRXOG�WDNH�D�ORQJ�WLPH�WR�PDNH�DQ�LQURDG���7KH�DSSHOODQW�KDG�DQ�

effective Patient Assistance Programme (PAP) which would satisfy the requirements of making it 

DYDLODEOH�WR�WKH�SXEOLF���UHDVRQDEO\���� 

� 

�������/HDUQHG�VHQLRU�FRXQVHO�VXEPLWWHG�WKDW�WKH�VKDGH�RI�6HFWLRQ��������F��IDOOV�RQ�6HFWLRQ������

(a) and (b). There can be no simultaneous release in USA and India, since the Drug Controller in 

,QGLD�UHTXLUHG�WKH�PDQXIDFWXUHU�WR�SURGXFH�WKH�FOHDUDQFH�LQ�WKH�IRUHLJQ�FRXQWU\���,Q�WKH�QRWLFH�RI�

opposition, the appellant had contended that none of the deeming provisions of Section 84(7) refers 

WR�WKH�SULFH�RI�GUXJ�RU�LWV�DYDLODELOLW\�DW�D�UHDVRQDEO\�DIIRUGDEOH�SULFH���,W�LV�VWDWHG�WKDW�

Nexavar has been granted orphan drug status in USA and Europe, because there were fewer than 200000 

patients for each of its indications. Orphan drug Status was granted following an application lodged 

by a drug development company together with a formal dossier describing the pharmaceutical 

SURSHUWLHV�DQG�FOLQLFDO�GDWD���7KH�QRWLFH�RI�RSSRVLWLRQ�DOVR�JLYHV�WKH�FRVW�RI�LQQRYDWLRQ�EDVHG�

oncology brands of other countries, to show that Nexavar¶s price is similar to other comparable 

GUXJV���7KH�QRWLFH�RI�RSSRVLWLRQ�DOVR�UHIHUV�WR�WKH�3DWLHQW�$VVLVWDQFH�3URJUDPPH��3$3��ZKLFK�LV�D�

philanthropic programme where the price is fixed much lower than the commercial price on the 

recommendation letter of the Doctor. PAP has admittedly undergone several changes and according to 

the appellant, the appellant is therefore continuously trying to improve the availability of the 

drug covered by the patent. The appellant has also given the list of hospitals to which the 

LQYHQWLRQ�LV�VXSSOLHG����7KH�QRWLFH�RI�RSSRVLWLRQ�DOVR�UHIHUV�WR�WKH�HFRQRP\�VFDOH�DV�D�YDOLG�UHDVRQ�

for not locally manufacturing the drug and that the word µworked¶ used in the statute does not mean 
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ORFDO�ZRUNLQJ�UHTXLUHPHQWV�DQG�WKH�&RQWUROOHU�*HQHUDO��E\�DWWHPSWLQJ�WR�LPSRVH�ORFDO�ZRUNLQJ�

requirements, granted the compulsory licence to the 3rd�UHVSRQGHQW���,W�LV�DOVR�VXEPLWWHG�WKDW�WKH�
original price quoted by CIPLA at Rs.30,000/- per month is a good indication for the Controller 

*HQHUDO�WR�DVFHUWDLQ�ZKDW�LV�WKH�UHDVRQDEO\�DIIRUGDEOH�SULFH�WKDW�PD\�EH�IL[HG���%XW�&,3/$�LV�QRZ�

selling at a price much less than the one fixed by the Controller. This really sets at naught the 

UHDVRQLQJ�RI�WKH�&RQWUROOHU�LQ�IL[LQJ�WKH�SULFH��� 

� 

���������+H�DOVR�VXEPLWWHG�WKDW�WKH�ZRUGV��µreasonably affordable price¶ should be construed on the 

basis of different classes/sections of public and the concept of differential pricing should be 

DFFHSWHG���$FFRUGLQJ�WR�WKH�DSSHOODQW��WKH�SULFH�RI�DQ\�SURGXFW�PXVW�EH�UHDVRQDEOH�WR�WKH�SXEOLF�DQG�

WR�WKH�PDQXIDFWXUHU�LQQRYDWRU���7KHUH�LV�DOVR�D�UHIHUHQFH�WR�WKH�+HDOWK�,QVXUDQFH�6FKHPHV�WKDW�DUH�

DYDLODEOH�DQG�LQ�SDUWLFXODU��D�UHIHUHQFH�KDV�EHHQ�PDGH�WR�WKH�VFKHPH�IORDWHG��E\�WKH�*RYHUQPHQW�RI�

7DPLO�1DGX��ZKHUHLQ�WKH�PHPEHUV�RI�WKH�IDPLO\�ZKRVH�DQQXDO�LQFRPH�LV�OHVV�WKDQ�5V��������- shall be 

HQWLWOHG�WR�IUHH�PHGLFDO�DQG�VXUJLFDO�WUHDWPHQW�LQ�*RYHUQPHQW�DQG�SULYDWH�KRVSLWDOV���$V�UHJDUGV�

Onyx the original inventor, according to the appellant, all the inventors were appellant¶s employees 

and the invention was made in the appellant¶s laboratories during the course of employment and the 

appellant had paid for all initial R & D expenses and it was only at the developed stage, there was 

a cost split and therefore, it is the case of the appellant that it is irrelevant for deciding 

ZKHWKHU�WKH�FRPSXOVRU\�OLFHQFH�KDV�WR�EH�JUDQWHG��� 

� 

��������$V�UHJDUGV�RUSKDQ�GUXJ�VWDWXV��LW�ZDV�VXEPLWWHG�WKDW�LW�DOVR�PHDQV�WKH�SDWLHQW�EDVH�LV�

VPDOO���5HIHUHQFH�LV�DOVR�PDGH�WR�Schne i de r  E l ec t r i c  I ndus t r i es  S . A .  v .  Te l emecan i que  &  Con t r o l s  

( I nd i a )  L t d .  [ 2000  ( 20 )  PTC  633 ] and Te l emecan i que  &  Con t r o l s  ( I )  L i m i t ed  v .  Schne i de r  E l ec t r i c  

I ndus t r i es  SA  [ 2002  ( 24 )  PTC  632  ( De l ) ( DB ) ]�IRU�GHFLGLQJ�WKH�LVVXH�RI�ZRUNLQJ���$FFRUGLQJ�WR�WKH�

appellant, while it has earnestly tried to increase the patient base and improve patient assistance 

programmes, it would be economically unfeasible for the appellant to set up a local manufacturing 

IDFLOLW\�WR�FRPPHUFLDOO\�PDQXIDFWXUH�6RUDIHQLE�7RV\ODWH�LQ�HYHU\�FRXQWU\�ZKHUH�LW�KDV�D�SDWHQW��� 

� 

��������/HDUQHG�FRXQVHO�IRU�WKH��rd respondent submitted that Section 83 does not only deal with 
general principles but it also gives the background upon which the issue of compulsory licence would 

EH�JUDQWHG���7KH�OHDUQHG�FRXQVHO�UHIHUUHG�WR�WKH�YDULRXV�OHWWHUV�ZULWWHQ�E\�2QFRORJLVWV�WR�VKRZ�WKDW�

WKH�FRVW�ZRXOG�EH�D�GHWHUPLQDQW���$FFRUGLQJ�WR�WKH�OHDUQHG�FRXQVHO��WKH�VXEPLVVLRQ�WKDW�WKHUH�ZHUH�

only two years to penetrate the market is not correct especially for a company that was already 

RSHUDWLQJ�LQ�WKLV�FRXQWU\���/HDUQHG�FRXQVHO�UHLWHUDWHG�WKDW�WKH�UHDVRQDEOH�UHTXLUHPHQWV�PXVW�EH�PHW�

RQO\�E\�WKH�SDWHQWHH�DQG�DV�RQ�GDWH��WKH�GHPDQG�ZDV�QRW�PHW�E\�WKH�DSSHOODQW���/HDUQHG�FRXQVHO�

submitted that the Patient Assistance Programme is uncertain and it is not a part of the supply to 

WKH�PDUNHW�DQG�LW�FDQ�EH�ZLWKGUDZQ�DW�DQ\�WLPH���7KH�VXSSO\�DV�HQYLVDJHG�E\�WKH�$FW�LV�QRW�WKH�

GLVFRXQWHG�VXSSO\�PDGH�WKURXJK�WKH�3DWLHQW�$VVLVWDQFH�3URJUDPPH���$FFRUGLQJ�WR�WKH�OHDUQHG�FRXQVHO��

the very fact that the appellant has started different Patient Assistance programmes is itself a 

WDFLW�DGPLVVLRQ�WKDW�LW�KDG�QRW�ZRUNHG�WKH�LQYHQWLRQ�DGHTXDWHO\���7KH�FDVH�RI�WKH�DSSHOODQW�WKDW�

CIPLA¶s presence should be included is another admission that only with CIPLA¶s supply can the 

DSSHOODQW�VWDWH�WKDW�6HFWLRQ�������D��LV�VDWLVILHG���/HDUQHG�FRXQVHO�VXEPLWWHG�WKDW�WKH�FRQFHUQ�RI�

the countries regarding access to medicine has a relation to the price since the price could 

DFWXDOO\�EH�D�EDUULHU���/HDUQHG�FRXQVHO�VXEPLWWHG�WKDW�WKH�FDVH�WKDW�WKH�&RQWUROOHU�KDG�HUUHG�LQ�QRW�

IL[LQJ�WKH�UHDVRQDEOH�SULFH�LV�QRW�FRUUHFW���7KHUH�ZHUH�WKUHH�SULFHV�EHIRUH�WKH�&RQWUROOHU�DQG�KH�

IL[HG��ZKDW�DFFRUGLQJ�WR�KLP��ZDV�WKH�UHDVRQDEO\�DIIRUGDEOH�SULFH���/HDUQHG�FRXQVHO�VXEPLWWHG�WKDW�

RQO\�LI�WKHUH�DUH�PDQ\�VXSSOLHUV�LQ�WKH�PDUNHW��WKH�FRPSHWLWLRQ�ZLOO�GULYH�WKH�SULFH�GRZQ���/HDUQHG�
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counsel submitted that in no case of compulsory licence anywhere, the authority had fixed the price 

DQG�WKDW�IL[LQJ�WKH�SULFH�ZRXOG�DFWXDOO\�GLVWRUW�WKH�FRPSHWLWLRQ���/HDUQHG�FRXQVHO�VXEPLWWHG�WKDW�

the research and development cost cannot be a criterion for fixing the price and that the price in 

India cannot be fixed as if the entire research and development cost must be reckoned from the 

,QGLDQ�PDUNHW��7KH�DSSHOODQW�FDQQRW�DUJXH�WKDW�LW�PXVW�JHW�EDFN�IURP�,QGLD�DOO�WKDW�LW�KDG�VSHQW���

/HDUQHG�FRXQVHO�VXEPLWWHG�WKDW�WKH�&RQWUROOHU�KDG�DFWXDOO\�DVNHG�ZKDW�WKH�5�	�'�FRVW�ZDV���/HDUQHG�

counsel submitted that no evidence was produced to enable the Controller to fulfill the mandate of 

6HFWLRQ���������/HDUQHG�FRXQVHO�VXEPLWWHG�WKDW�FRPSDULVRQ�ZLWK�RWKHU�KLJKO\�SULFHG�RQFRORJ\�GUXJV�

PD\�EH�UHOHYDQW�RQO\�LI�RWKHU�GHWDLOV�DUH�DYDLODEOH����/HDUQHG�FRXQVHO�VXEPLWWHG�WKDW�RQO\�LQ�WKH�

case of impossibility of manufacture in India, the patentee can rely on import alone to prove 

working, otherwise the working should be local manufacture and in fact, the appellant has a local 

IDFWRU\�IURP�ZKHUH�RWKHU�SURGXFWV�DUH�PDUNHWHG���,W�LV�DOVR�VXEPLWWHG�WKDW�6HFWLRQV����DQG����DUH�

social welfare provisions and should receive broad construction and should be interpreted in a 

PDQQHU�WKDW�DGYDQFHV�SXEOLF�LQWHUHVW���$FFRUGLQJ�WR�WKH�UHVSRQGHQW��6HFWLRQ����LPSOLHGO\�DQG�

positively enlists the burden of the appellant and obligations to be fulfilled after the grant of 

SDWHQW���7KH�GHPDQG�IRU�GUXJ�DV�SHU�WKH�GDWD�JDWKHUHG�IURP�*ORERFDQ������DV�ZHOO�DV�WKH�1DWLRQDO�

Cancer Registry is about 20,000 for liver cancer, where the survival is less than 1% and in the case 

of kidney cancer, the approximate total patient base is about 8900 and the survival is about 2 to 

�����7KH�GHPDQG�IRU�GUXJ�LV�VHHQ�IURP�WKH�WDEXODU�FROXPQ�LQ�SDUDJUDSK����D��RI�WKH�&RQWUROOHU¶s 

order, which is as under:  

� 

Dr.Manish Garg¶V�DIILGDYLW�LV�ZLWK�UHJDUG�WR�KRZ�PXFK�ZDV�VXSSOLHG���,W�ZDV�VXEPLWWHG�WKDW�WKH�VDOHV�

figure for the drug worldwide has grown by leaps and bounds and in India the working has been 

WDUG\���$FFRUGLQJ�WR�WKH�UHVSRQGHQW��WKH�3DWLHQW�$VVLVWDQFH�3URJUDPPH�VKDOO�QRW�EH�FRQVLGHUHG�IRU�

the purpose of Section 84(1)(a) and the product sold in the open market is the one that has to be 

considered to see that reasonable requirements of the market is satisfied. It was submitted that the 

intention of the Parliament is that the substantial benefit of the patented invention should reach 

WKH�SXEOLF���/HDUQHG�FRXQVHO�DOVR�UHIHUUHG�WR�WKH�3DUOLDPHQWDU\�GHEDWHV�LQ�WKLV�UHJDUG���/HDUQHG�

counsel referred to various letters attached to the affidavit of Mr.Srivatsava to show the price of 

6RUDIHQLE�7RV\ODWH���$FFRUGLQJ�WR�WKH�OHDUQHG�FRXQVHO��3DWLHQW�$VVLVWDQFH�3URJUDPPH�LV�LWVHOI�DQ�

admission that the price of Rs.2,80,000/- LV�QRW�DIIRUGDEOH��� 

� 

��������6HYHUDO�DIILGDYLWV�KDYH�EHHQ�ILOHG�E\�WKH�DSSHOODQW�LQ�VXSSRUW�RI�LWV�FDVH���2QH�LV�WKH�

DIILGDYLW�RI�'U�0DQLVK�*DUJ�GDWHG�������������,Q�WKLV��KH�KDV�UHIHUUHG�WR�1DWLRQDO�&RPSUHKHQVLYH�

&DQFHU�1HWZRUN�&OLQLFDO�3UDFWLFH��*XLGHOLQHV�LQ�2QFRORJ\��1&&/�JXLGHOLQHV��YHUVLRQ��������RI�NLGQH\�

cancer and for Hepato-&HOOXODU�&DUFLQRPD���$FFRUGLQJ�WR�KLP��WKH�VWDWLVWLFV�SURYLGHG�E\�WKH�

compulsory licence applicant for the grant of compulsory licence is not correct and more so, since 

WKHUH�LV�DQ�DOWHUQDWH�WUHDWPHQW�DYDLODEOH�WR�WKH�SDWLHQWV���7KHQ��ZH�KDYH�WR�VHH�WKH�DIILGDYLW�RI�

Mr.Jean-Sylvain Demelier who is the Vice President of Global Oncology Marketing for Bayer HealthCare 

3KDUPDFHXWLFDOV�,QF���+H�KDV�JLYHQ�D�FRPSDUDWLYH�DQDO\VLV�UHJDUGLQJ�WKH�SULFLQJ�RI�1H[DYDU�LQ�

various countries and according to him, the price in India is similar to other developing 

FRXQWULHV���$FFRUGLQJ�WR�KLP��1H[DYDU¶s price is on par with other oncology products of inventing 

FRPSDQLHV���$FFRUGLQJ�WR�KLP��WKH�RULJLQDWRU�SURGXFWV�DUH�PRUH�H[SHQVLYH�WKDQ�JHQHULF�RQHV�VLQFH�

WKH\�DOVR�LQYROYH�5�	�'�FRVW�DV�DJDLQVW�VRPHRQH�ZKR�PHUHO\�FRSLHV�WKH�GUXJ���7KHUHIRUH��DFFRUGLQJ�WR�

� Total 
patients 

Demand for 
8 0 %  o f  
patients 

Bottles per 
month 
(required) 

Bottles 
imported 
in 2008  

Bottles 
imported 
in 2008  

Bottles 
imported 
in 2010 

Liver 
Cancer 

~20,000 ~16,000 ~16,000 Nil ~200 
bottles 

Unknown 

Kidney 
cancer 

~8,900 ~7,120 ~7,120 
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the deponent, the appellant being the inventor and having invested resources in developing the 

product, the same would form a part of the reasonably affordable price for the said product and the 

SULFH�RI�1H[DYDU�IL[HG�E\�WKH�DSSHOODQW�FRQVWLWXWHV�D�UHDVRQDEO\�DIIRUGDEOH�SULFH���:H�DOVR�VHH�WKH�

DIILGDYLW�RI�0U�+DUDOG�'LQWHU�ZKR�LV�WKH�+HDG�RI�*OREDO�'UXJ�'LVFRYHU\�2SHUDWLRQV���+H�KDV�JLYHQ�

evidence as to how R & D in innovative pharmaceutical industry works and describes the sequence of 

VWDJHV�LQ�WKH�DFWXDO�SURFHVV�WR�GLVFRYHU�DQG�GHYHORSPHQW�RI�D�GUXJ���$FFRUGLQJ�WR�KLP��WKH�HQWLUH�

SURFHVV�LV�FRPSOH[��OHQJWK\�DQG�ULVN\�DQG�WKHUHIRUH��H[SHQVLYH���$FFRUGLQJ�WR�KLP��³only one out of 

20 substances going into especially costly clinical testing with patients will actually be launched 

as a product´����7KHUHIRUH��DFFRUGLQJ�WR�KLP�����RI�WKH�WRWDO�5�	�'�FRVW�LV�GXH�WR�IDLOHG�SURGXFWV���

He has also given the details of the appellant¶s R & D expenditure on pharmaceuticals and the 

appellant is working primarily in indications with high unmet medical need and has set itself the 

goal of improving patients¶ quality of life by means of significant innovation. According to him, R 

	�'�LQYHVWPHQWV�RI�PRUH�WKDQ�WZR�ELOOLRQ�(XUR��DUH�UHTXLUHG�WR�EULQJ�D�QHZ�PROHFXODU�HQWLW\��10(��LQ�

the market and therefore according to him, its price falls within the four corners of the reasonably 

DIIRUGDEOH�SULFH���'U�0DQLVK�*DUJ¶V�DIILGDYLW�GDWHG������������JLYHV�D�OLVW�RI�FLWLHV�DQG�KRVSLWDOV�

FRYHUHG�E\�WKH�DSSHOODQW���7KHUH�LV�\HW�DQRWKHU�DIILGDYLW�RI�'U�0DQLVK�*DUJ�GDWHG����������ZKLFK�

JLYHV�D��SHULRGLFDO�LQWHUQDO�DVVHVVPHQW�RI�5HQDO�&HOO�&DUFLQRPD��5&&��VWDWLVWLFV�DQG�+HSDWR-Cellular 

&DUFLQRPD��+&&��VWDWLVWLFV���$FFRUGLQJ�WR�KLP��WKH�WRWDO�QXPEHU�RI�SDWLHQWV�ZLWK�5&&�DQG�+&&�

HOLJLEOH�IRU�6RUDIHQLE�WUHDWPHQW�ZDV�DSSUR[LPDWHO\���������:H�KDYH�WKH�SUHVHQWDWLRQ�JLYHQ�E\�

Dr.Joerg Thomaier as to µwhy IPRs are essential to enable sustainable access to new medicines and 

pricing of innovation is fair¶ and this presentation speaks of the appellant¶s approach towards 

PHGLFDO�QHHGV�RI�SDWLHQWV�ZKR�RWKHUZLVH�FRXOG�QRW��DIIRUG�IRU�WUHDWPHQW�ZLWK�WKH�QHZ�GUXJ��7KH��rd 
respondent has filed letters from oncologists to show that the price is high. 

� 

���������)RUP-27 for the year 2011 has been filed on 29.3.2012 which is after the compulsory licence 

ZDV�RUGHUHG���,Q�)RUP-27 filed for the year 2009, it is stated that 4665 packs were imported. The 

number of packs manufactured in India was µNIL¶.  It is stated that licences and supply licences 

granted during that year were NIL. This Form states that µthe patentee believes that the public 

requirement is being met adequately¶���In the year 2010, it is stated that no commercial sales packs 

were imported and only sample packs of Nexavar patient support packs were imported. Again, as far as 

the manufacture in India is concerned, it is stated as µNIL¶���The number of Nexavar sales packs 

LPSRUWHG�LV�VWDWHG�WR�EH�1,/���7KH�QXPEHU�RI�1H[DYDU�SDWLHQW�VXSSRUW�SDFNV�LPSRUWHG�LV�VWDWHG�WR�EH�

����XQLWV�DQG�WKH�QXPEHU�RI�1H[DYDU�VDPSOH�SDFNV�LV�VWDWHG�WR�EH�����XQLWV���,Q�WKH�)RUP-27 for the 

year 2010, it is stated that the public requirement has been met to the fullest extent at reasonable 

SULFH��� 

����� 

����������)RU�WKH�JUDQW�RI�FRPSXOVRU\�OLFHQFH��WKH�DSSOLFDQW�VKRXOG�VKRZ�DQG�VDWLVI\�WKH�&RQWUROOHU�

that the reasonable requirements of the public with respect to the patented invention have not been 

satisfied or that the patented invention is not available to the public at a reasonably affordable 

SULFH�RU�WKDW�WKH�LQYHQWLRQ�KDV�QRW�EHHQ�ZRUNHG�LQ�,QGLD���7KH�UHDVRQDEOH�UHTXLUHPHQWV�RI�WKH�SXEOLF�

would not be deemed to have been satisfied, if the patented invention was not being worked in the 

territory of India on a commercial scale to an adequate extent or on reasonable terms and was not 

being so worked to the fullest extent that is reasonably practicable [vide: Section 84(7)(d)]. The 

failure to meet the demand on reasonable terms must logically mean both quantity and price. The 

Controller has considered the Form-���ILOHG�E\�WKH�DSSHOODQW���:H�KDYH�DOUHDG\�H[WUDFWHG�WKH�FUXFLDO�

SDUDJUDSKV�IURP�WKH�DIILGDYLWV�RI�'U�0DQLVK�*DUJ�DQG�RWKHUV���$OO�RI�WKHP�KDYH�GHSRVHG�WKDW�WKLV�

SULFH�LV�UHDVRQDEO\�DIIRUGDEOH�RQH�IRU�WKH�LQYHQWRU���,Q�QRQH�RI�WKH�DIILGDYLWV�WKH�GHSRQHQWV�KDG�

considered the perspective of reasonable affordability from the public eye i.e. the patients¶ YLHZ���
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All that they would say is that the process of drug invention is long drawn and expensive, and that 

several trials and experiments must be made at the laboratory for hours together before the drugs 

DUH�VXFFHVVIXOO\�ODXQFKHG�DQG�PDQ\�RI�WKH�H[SHULPHQWV�ZRXOG�HQG�XS�LQ�IDLOXUH�DQG�ORVV���7KHUHIRUH��

they had spent huge amounts in Research and Development for invention and considering this, they 

IL[HG�WKH�SULFH�ZKLFK�DFFRUGLQJO\��LV�UHDVRQDEO\�DIIRUGDEOH��� 

� 

����������:KHQ�ZH�ORRN�DW�WKH�$FW��LW�VWDWHV�WKDW�WKH�LQYHQWLRQ�PXVW�EH�DYDLODEOH�WR�WKH�SXEOLF�DW�D�

UHDVRQDEO\�DIIRUGDEOH�SULFH�DQG�LI�QRW��FRPSXOVRU\�OLFHQFH�FDQ�EH�LVVXHG���$V�ZH�KDYH�DOUHDG\�

observed, Sub - s ec t i ons  ( a ) , ( b )  and  ( c )  o f  S . 84 ( 1 )  a r e  s epa r a t ed  by  t he  d i s j unc t i v e  µor¶  and  

t he r e f o r e ,  even  i f  one  cond i t i on  i s  sa t i s f i ed ,  t he  Con t r o l l e r  w i l l  be  we l l  w i t h i n  h i s  r i gh t s  t o  

o r de r  compu l so r y  l i cence .��7KH�SULFH�DW�ZKLFK�WKH�DSSHOODQW�VHOOV�WKH�GUXJ�LV�5V����������- per 

PRQWK���%HIRUH�WKH�&RQWUROOHU��WZR�SDSHUV�ZHUH�VKRZQ�IRU�GHWHUPLQLQJ�WKH�DIIRUGDELOLW\�RI�WKH�GUXJ���

2QH�0U��-DPHV�/RYH��'LUHFWRU��.QRZOHGJH�(FRORJ\�,QWHUQDWLRQDO�DOVR�JDYH�HYLGHQFH���,Q�IDFW��ZH�KDYH�

considered this affidavit in our order dated 14.9.2012 refusing to grant stay. This affidavit 

refutes the R&D costs claimed by the appellant. The R&D costs and the prices of other drugs do not 

assist in deciding what the public can afford reasonably. 

� 

�������7KH�UHDVRQDEO\�DIIRUGDEOH��SULFH�QHFHVVDULO\�KDV�WR�EH�IL[HG�IURP�WKH�YLHZ�SRLQW�RI�WKH�

public and the word, µafford¶ LWVHOI�LQGLFDWHV�ZKHWKHU�WKH�SXEOLF�FDQ�DIIRUG�WR�EX\��WKH�GUXJ�DQG�

therefore, we must consider this question from the view point of whether Rs.280,000/- per month is 

reasonably affordable price to the public. All the evidence filed by the appellant; the affidavits, 

the reports, etc. relating to the cost are not relevant to decide what the public can reasonably 

afford. The Controller was satisfied that the µreasonably affordable price¶ has to be construed with 

UHIHUHQFH�WR�WKH�SXEOLF���7KH�DSSHOODQW�KDV�WDNHQ�WKH�VWDQG�WKDW�WKH�VWDWLVWLFV�JLYHQ�E\�WKH�

UHVSRQGHQW�UHJDUGLQJ�WKH�QXPEHU�RI�SDWLHQWV�DQG�WKH�UHTXLUHPHQWV�FDQQRW�EH�DFFHSWHG�LQ�IXOO���(YHQ�

if we take the appellant¶s own number, we find that the supply made by it cannot be said to be 

adequate and the price definitely is the factor that will determine whether the public will reach 

RXW�IRU�D�SDUWLFXODU�LQYHQWLRQ���7KH�$FW�DOVR�UHIHUV�WR�WKH�ZRUNLQJ�RI�LQYHQWLRQ�RQ�D�FRPPHUFLDO�

scale and if the invention is not worked in the territory of India on a commercial scale to an 

DGHTXDWH�H[WHQW��WKHQ��WKH�GHHPLQJ�SURYLVLRQ�RI�6HFWLRQ�������ZLOO�FRPH�LQWR�SOD\���:H�ZLOO�GHFLGH�

the question whether ³working´ means ³local manufacture´ later.  

� 

��������But, even assuming that we accept the case of the appellant in total that import will 

completely satisfy the working requirements, this import must be on a commercial scale to an 

adequate extent and sold at a reasonably affordable price���7KH�DSSHOODQW�VXEPLWWHG�WKDW�WKH�

conditions in sub-section (a), (b) and (c) of Section 84(1) cannot be strictly set apart and one 

ZLOO�FDVW�D�VKDGH�RQ�WKH�RWKHU���,I�WKHUH�LV�QR�ZRUNLQJ��WKHQ�UHDVRQDEOH�UHTXLUHPHQWV�ZLOO�QRW�EH�

VDWLVILHG���,I�WKH�SULFH�LV�QRW�DIIRUGDEOH�WKHQ��DJDLQ��WKH�UHDVRQDEOH�UHTXLUHPHQWV�FDQQRW�EH�

satisfied. If it is not worked on a commercial scale, then again, the Act says that the reasonable 

UHTXLUHPHQWV�ZRXOG�QRW�EH�GHHPHG�WR�EH�VDWLVILHG���7KH�ZRUGV��µcommercial scale¶ are also used in 

Section 83(a) and the subsidized programmes that the appellant has which would depend upon certain 

conditions being fulfilled will not constitute µworking the invention on a commercial scale¶���These 

programmes are at the discretion of the appellant and not the market price. Nor are the insurance 

VFKHPHV�UHOHYDQW���7KH�5	'�FRVWV�FLWHG�DUH�QHLWKHU�SDUWLFXODU�WR�WKH�GUXJ�QRU�WR�,QGLD��$Q\�ZD\�ZKDW�

we have to look at is the market price of the patented invention; the price at which the invention 

is made available to the public which in the instant case is Rs.2,80,000/- per month. We repeat that 

the Law requires us to see whether the patentee has made available the invention to the general 
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public at a reasonably affordable price.  

� 

�������7KH�&RQWUROOHU�KDV�KHOG�WKDW�WKH�SKLODQWKURSLF�SURSRVDOV�FDQQRW�EH�WDNHQ�LQWR�DFFRXQW�ZKLOH�

construing the expression, µworking the invention on a commercial scale to an adequate extent¶���Of 

FRXUVH��KH�KDV�UHIHUUHG�WR�WKLV�LQ�WKH�FRQWH[W�RI�WKH�UHTXHVW�IRU�DGMRXUQPHQW���7KH�3DWLHQW�

Assistance Programmes may be welcome, but it will not satisfy the requirements of Section 84 which 

LV�RQO\�FRQFHUQHG�ZLWK�WKH�SULFH�DW�ZKLFK�WKH�GUXJ�LV�PDGH�DYDLODEOH�WR�WKH�SXEOLF���6HFWLRQ�������

deals with what the Controller should take into account. They include the nature of the invention 

and the time that has elapsed since the grant of patent and the measures already taken by the 

patentee to make full use of the invention. The Controller must consider the compulsory licence 

applicant¶V�DELOLW\�WR�ZRUN�WKH�LQYHQWLRQ���+H�PXVW�DOVR�FRQVLGHU�WKH�DSSOLFDQW¶s capacity to 

undertake the risk in providing capital and working the invention and whether the applicant has made 

HIIRUWV�WR�REWDLQ�D�OLFHQFH�IURP�WKH�SDWHQWHH�RQ�UHDVRQDEOH�WHUPV�DQG�FRQGLWLRQV���%XW��WKH�

Controller shall not be required to take into account the matters subsequent to the making of the 

DSSOLFDWLRQ����,Q�WKLV�FDVH��WKH�DSSHOODQW�KDG�EURXJKW�WR�WKH�QRWLFH�RI�WKH�&RQWUROOHU�WKDW�WKHUH�

are Patient Assistance Programmes and the Controller considered the same and held that he should not 

take into account that because this clause in the Section requires him not to take into account the 

matters subsequent to the making of the application.  

� 

��������$FFRUGLQJ�WR�KLP��WKH�LQWHQWLRQ�RI�WKH�OHJLVODWXUH�DSSHDUV�WR�EH�WKDW�VXEVHTXHQW�PHDVXUHV�E\�

WKH�SDWHQWHH�WR�IUXVWUDWH�WKH�SURFHHGLQJV�VKDOO�QRW�EH�FRQVLGHUHG���7KLV�PD\�QRW�EH�ULJKW���,I�

hypothetically the appellant had brought down the market price permanently to a reasonably 

DIIRUGDEOH�FRVW�IURP�WKH�SXEOLF�SRLQW�RI�YLHZ���WKDW�FRXOG�QRW�EH�VDLG�WR�EH�D�PHDVXUH�IUXVWUDWLQJ�

WKH�SURFHHGLQJV���$IWHU�DOO��WKH�FRPSXOVRU\�OLFHQFH�SURFHGXUH�LWVHOI�LV�RQO\�LQ��SXEOLF�LQWHUHVW� 

Therefore, any manufacturer who, in order to market or make available the product, slashed down the 

price and making it available to the public to an adequate extent at a price which the public would 

UHDVRQDEO\�DIIRUG��WKDW�FDQQRW�EH�VDLG�WR�IUXVWUDWH�WKH�SURFHHGLQJV���He r e  we  a r e  no t  conce rned  w i t h  

t he  i n t e r es t  o f  t he  compu l so r y  l i cence  app l i can t ,  bu t  on l y  t he  pub l i c  i n t e r es t����7KH�JUDQW�RI�

compulsory licence is not to favour the applicant, but only because the applicant has demonstrated 

WKDW�WKH�LQYHQWLRQ�KDV�QRW�UHDFKHG�WKH�SXEOLF�LQ�WKH�PDQQHU�HQYLVDJHG�XQGHU�6HFWLRQ������Therefore, 

though the Controller¶V�FRQFOXVLRQ�LV�ULJKW���WKH�ZRUGV�DW�WKH�HQG�RI�6HFWLRQ�������DUH�QRW�DQ�

absolute taboo to prevent the inventor from bringing down the price and making his invention 

available to the public.��:H�KDYH�DOUHDG\�UHIHUUHG�WR�WKH�SDUDJUDSK�IURP�WKH�$\\DQJDU�5HSRUW�ZLWK�

regard to non-working and that the provision relating to non-working has been introduced to ensure 

that the patentee has given necessary technical information to work the patent so that the patent is 

QRW�UHYRNHG���Therefore, we must bear in mind that these proceedings are in public interest; they 

are neither against the inventor, nor in favour of the compulsory licensee���$V�ZH�KDYH�REVHUYHG�

earlier, the patents are granted only to benefit the public and the public must get the benefit from 

the invention and it hardly matters whether the invention is made easily available on a reasonably 

affordable price by the patentee himself pending the proceedings so long as the Controller is 

assured that the high price will not be restored. Here the appellant has not done that. 

����� 

��������:H�DOVR�JDLQ�VXSSRUW�IURP�6HFWLRQ����ZKLFK�UHIHUV�WR�WHUPLQDWLRQ�RI�FRPSXOVRU\�OLFHQFH���It 

is possible for the patentee to make an application under Section 94 that circumstances that gave 

rise to the grant of the compulsory licence have ceased to exist and are not likely to recur. This 

means the patentee himself may permanently make the invention available to the public at a 

UHDVRQDEO\�DIIRUGDEOH�SULFH���,I�HYHQ�DIWHU�WKH�JUDQW�RI�OLFHQFH��WKH�SDWHQWHH�KDV�WKH�ULJKW�WR�PRYH�

the Controller then, definitely pending proceedings, he can show that the price has been reduced and 
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the restoration of the earlier price is not likely to happen. The Controller was right in holding 

that the sales of the drug by the appellant at the price of about 280,000/- was alone relevant for 

the determination of public requirement and he was also right in considering the purchasing capacity 

RI�WKH�SXEOLF�DQG�WKH�HYLGHQFH�DYDLODEOH��WR�FRQFOXGH�WKDW�WKH�LQYHQWLRQ�ZDV�QRW�UHDVRQDEO\�

affordable to the public.  

� 

���������6XEPLVVLRQV�ZHUH�PDGH�WKDW�ZLWK�UHJDUG��WR�SDOOLDWLYH�GUXJV�RQH�FDQQRW�HQWHU�WKH�PDUNHW�

easily and the market penetration is difficult and unless the patentee convinces all the 

Oncologists, they will not prescribe the patented invention to their patients any further and there 

DUH�ULYDO�GUXJV�LQ�WKH�PDUNHW��DQG�WKDW�VKRXOG�DOVR�EH�WDNHQ�LQWR�FRQVLGHUDWLRQ���/DZ�GRHV�QRW�

SURYLGH�IRU�WKH�JUDQW�RI�FRPSXOVRU\�OLFHQFH�VRRQ�DIWHU�WKH�SDWHQW�LV�JUDQWHG���,W�DOORZV�IRU�D�

gestation period that is, three years. The law makers in their wisdom have thought that three years 

would be sufficient for an inventor to work his invention in the territory of India and make the 

VXSSO\�PHHW�WKH�GHPDQG�DW�D�UHDVRQDEO\�DIIRUGDEOH�SULFH���/DZ�KDV�DOVR�DOORZHG�IRU�D�IXUWKHU�RQH�

year if the inventor demonstrates that for any reason the time so granted has been insufficient to 

enable the invention to be worked on a commercial scale and for that, a grace period of 12 months in 

aggregate is provided under Section 86.  

� 

��������,Q�WKLV�FDVH��ZH�ILQG�WKDW�WKH�DSSHOODQW�KDV�WDNHQ�YHU\�FRQWUDGLFWRU\�VWDQGV��,Q�)RUP-27, 

the appellant is fully satisfied that the public requirement has been met to the fullest extent at a 

reasonable price. We see from the Form-27 before us, the appellant has only taken into consideration 

the sales made by the appellant. Yet the appellant argued that CIPLA sales must be included to prove 

DGHTXDWH�VXSSO\���,Q�WKH�)RUP-27 filed in 2010 we also see that the appellant was fully aware of the 

difference between what is meant by commercial sales and what is meant by patient support sales 

because it is stated therein that there was no import of sales packs, but only sample of Nexavar 

patient support packs were imported. Therefore the appellant had not ³worked´ the invention on a 

commercial scale even if ³import´ alone would satisfy the working condition.  

� 

�������:H�PXVW�DOVR�H[DPLQH�ZKDW�LV�PHDQW�E\�FRPPHUFLDO�VDOHV��:KDW�ZH�DUH�FRQFHUQHG�LV�ZKHWKHU�LW�

is made available to the public or the sales made by the appellant at Rs.280,000/- that is, 

commercial sales, that is, market price, that is, supply which the appellant makes to the public, 

PHHW�WKH�UHTXLUHPHQWV�RU�VKRZ��ZRUNLQJ�RU�UHDVRQDEOHQHVV���,Q�WKH�\HDU�������QRW�RQH�SDFN�RI�

FRPPHUFLDO�VDOHV�XQLW�KDV�EHHQ�LPSRUWHG���,W�LV��LQ�WKLV�FRQWH[W��WKH�&RQWUROOHU�KDG�GHQLHG�WKH�

UHTXHVW�IRU�DGMRXUQPHQW�XQGHU�6HFWLRQ������6HFWLRQ����UHTXLUHV�WKH�SDWHQWHH�WR�GHPRQVWUDWH�WKDW�WKH�

patentee has taken with promptitude adequate reasonable steps to start working of the invention in 

WKH�WHUULWRU\�RI�,QGLD�RQ�D�FRPPHUFLDO�VFDOH�DQG�WR�DQ�DGHTXDWH�H[WHQW���7KH�DSSHOODQW�KDV�JRW�

OLFHQFH�IRU�LPSRUWLQJ�DQG�PDUNHWLQJ�WKH�GUXJ�RQ������������7KH�DSSHOODQW�KDG�DOVR�JRW�WKH�OLFHQFH�

IURP�WKH�'LUHFWRUDWH�*HQHUDO�RI�+HDOWK�6HUYLFHV�WR�LPSRUW�DQG�PDUNHW�WKH�GUXJ�RQ�������������7KH�

Controller had held that assuming that the actual permission to import and market the drug was given 

on 22.1.2008, the patentee¶s conduct of not importing the drug till 2008 and importing in small 

quantities in 2009 and 2010 is beyond explanation. 

� 

��������$W�WKLV�MXQFWXUH��WKH�OHDUQHG�VHQLRU�FRXQVHO�IRU�WKH�DSSHOODQW�VXEPLWWHG�WKDW�LW�LV�QRW�

possible to comprehend how the Controller could have found fault with the appellant for not 

importing drug in 2008 and raised a question, if it was done, would it not mean that the appellant 

FRXOG�VPXJJOH�LW�YLRODWLQJ�WKH�ODZ���:H�DUH�QRW�WDNLQJ�LQWR�DFFRXQW�ZKDW�WKH�DSSHOODQW�GLG�RU�GLG�

QRW�GR�EHIRUH�������������7KH�IDFW�UHPDLQV�WKDW�WLOO�WKH�DSSOLFDWLRQ�ZDV�ILOHG�ZKLFK�ZDV�RQ�

�����������WKH�DSSHOODQW�KDG�WKUHH�\HDUV��DQG�D�ELW�PRUH�DQG�the import in small quantities in 2009 
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DQG������ZDV�ULJKWO\�QRW�VXIILFLHQW�WR�VKRZ�WKDW�WKH�SDWHQWHH�KDG�WDNHQ�ZLWK�SURPSWLWXGH��DGHTXDWH�

and reasonable steps to work the invention. �7KH�&RQWUROOHU��KDG�DOVR�WDNHQ�LQWR�DFFRXQW�WKH�IDFW�

that CIPLA entered the market only in 2010 and had observed that the appellant had approximately two 

years to modify its pricing strategy to work the invention on a commercial scale to an adequate 

H[WHQW���The Controller was therefore justified in not granting an adjournment under Section 86.  

� 

������,Q�DQ\�HYHQW��6HFWLRQ����JLYHV�WKH�&RQWUROOHU�WKH�GLVFUHWLRQ�WR�GHFLGH�ZKHWKHU�WR�JUDQW�

DGMRXUQPHQW�RU�QRW���:H�DUH�VLWWLQJ�LQ�DSSHDO�RYHU�WKH�RUGHU�DQG�XQOHVV�WKH�GLVFUHWLRQ�LV�H[HUFLVHG�

perversely, arbitrarily and in a manner totally opposed to logic, we cannot interfere with it. Even 

if another view is possible, so long as the view taken by the original authority is a reasonable 

RQH��ZH�ZLOO�QRW�LQWHUIHUH���7KH�UHTXHVW�IRU�DGMRXUQPHQW�FDQ�EH�PDGH�RQO\�LI�WKH�DSSHOODQW�ZDQWHG�

PRUH�WLPH�WR�ZRUN�WKH�LQYHQWLRQ���:H�DVNHG�WKH�OHDUQHG�VHQLRU�FRXQVHO�ZKHWKHU�WKDW�ZDV�QRW�D�WDFLW�

admission that the appellant had not worked the invention. He submitted that according to him, the 

appellant had worked the invention and even in the notice of opposition, the request was made 

ZLWKRXW�SUHMXGLFH��� 

� 

�������1H[W��ZH�FRPH�WR�WKH�TXHVWLRQ�ZKHWKHU�WKH�SDWHQWHG�LQYHQWLRQ�KDV�EHHQ�ZRUNHG�LQ�WKH�WHUULWRU\�

RI�,QGLD���$FFRUGLQJ�WR�WKH�DSSHOODQW��DWWHPSWLQJ�WR�FRQVWUXH�ORFDO�ZRUNLQJ�LQ�WKH�VHQVH�RI�ORFDO�

PDQXIDFWXULQJ�ZRXOG�EH�EH\RQG�WKH�VFRSH�RI�WKH�3DWHQWV�$FW���$FFRUGLQJ�WR�WKH�OHDUQHG�VHQLRU�

counsel, the intent of the legislature was clear from the fact that the phrase, ³manufacture in 

India´ was deleted from erstwhile Section 90 of the Patents Act in the year 2002 which is now 

Section 84(7) of the Patents Act thus, negating the requirement of local manufacture in order to 

PDNH�LW�FRQVLVWHQW�ZLWK�$UWLFOH�������RI�75,36�$JUHHPHQW���$FFRUGLQJ�WR�KLP��WKH�TXDQWLW\�UHTXLUHG�

in India does not economically justify the setting up a manufacturing faculty in India and that due 

to the low volume of sales, the drug may be manufactured on contract manufacturing basis through 

RWKHU�PDQXIDFWXUHUV�ZKR�DUH�H[SHUWV�LQ�PDQXIDFWXULQJ�WKH�GUXJ���$FFRUGLQJ�WR�WKH�UHVSRQGHQW��

however, the word µworking¶ should be read in the context of principles stipulated in Section 83(a) 

& (b) of the Act and with reference to the debates in the Lok Sabha and in the Ayyangar Report, 

paragraph-30, this question is considered and it states that ³the imported product might be cheaper, 

but even if the cost of the article manufactured in the country might be considerably higher, it 

might in the long run prove an advantage to the national economy and it finally says that the costs 

to an under-developed country where a patent is worked wholly abroad far exceed any possible gains 

in any such exchange.´� �The Report also quotes from Floyd L Vaughan who says speaking of the 

position of patents in America that it would be ³contravention of patents law and economic injustice 

to the American manufacturer to allow a foreigner to take out a patent in this country merely for 

the purpose of reserving United States as a market for his patented product which is manufactured 

abroad exclusively.´��This report, of course, is prior to TRIPS Agreement, but it is still amazingly 

UHOHYDQW���:H�PXVW�UHDG�WKH�,QWHUQDWLRQDO�&RQYHQWLRQV�DQG�RXU�RZQ�ODZ�KDUPRQLRXVO\��,Q�WKLV�UHJDUG��

WKH�&RQWUROOHU��ZKLOH�UHIHUULQJ�WR�3DULV�&RQYHQWLRQ��$UWLFOH��$������REVHUYHG�WKDW�ZKHQ�WKH�

convention provides that importation of patented articles by the patentee shall not entail 

forfeiture of the patent and that would seem to suggest that importation could entail something less 

WKDQ�IRUIHLWXUH��VXFK�DV�FRPSXOVRU\�OLFHQFH���+H�KDV�DOVR�QRWHG�WKDW�WKH�WHUP�³working´ has not been 

GHILQHG�LQ�WKH�3DULV�&RQYHQWLRQ�DQG�LW�KDV�EHHQ�OHIW�WR�WKH�OHJLVODWXUHV�RI�WKH�0HPEHU�FRXQWULHV��WR�

construe the same in the manner conducive to their socio-economic requirements. 

� 

���������7KH�$FW�DV�LW�VWDQGV�WRGD\�XVHV�ERWK�WKH�ZRUGV�³working´ and ³import´ in various sections 

at the same time and not synonymously, notwithstanding the deletion of µmanufacture in India¶ from 
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Section 84(7)(e) which originally read as µif by reason of default of the patentee to manufacture in 

India¶ and from Section 84(7)(a)(ii) which had the words, µmanufacture in India¶. Section 83(b) says 

that the patents are not granted merely to enable patentees to enjoy a monopoly for the importation 

RI�WKH�SDWHQWHG�DUWLFOHV���6HFWLRQ����F��UHIHUV�WR�WUDQVIHU�DQG�GLVVHPLQDWLRQ�RI�WHFKQRORJLFDO�

NQRZOHGJH���6HFWLRQ�������D��LY��UHIHUV�WR�HVWDEOLVKPHQW�RU�GHYHORSPHQW�RI�FRPPHUFLDO�DFWLYLWLHV�LQ�

,QGLD��EHLQJ�SUHMXGLFHG���6HFWLRQ�������H��VSHDNV�RI�ZRUNLQJ�RI�LQYHQWLRQ�EHLQJ�SUHYHQWHG�RU�

KLQGHUHG�E\�WKH�LPSRUWDWLRQ���6HFWLRQ�������H��ZKLFK�UHIHUV�WR�WKH�ZRUNLQJ�RI�LQYHQWLRQ�LQ�WKH�

WHUULWRU\��RI�,QGLD�DQG�LPSRUWDWLRQ�IURP�DEURDG�RI�WKH�SDWHQWHG�DUWLFOHV��FOHDUO\�LQGLFDWHV�

GLIIHUHQW�DFWLYLWLHV���,Q�D�JLYHQ�FDVH�WKHUH�PD\�EH�DQ�LQYHQWLRQ�ZKLFK�FDQQRW�EH�PDQXIDFWXUHG�LQ�

India and it is also possible that there is an invention where the reasonable requirement of public 

LWVHOI�LV�VPDOO�LQ�QXPEHU�DQG�VHWWLQJ�XS�D�IDFWRU\�MXVW�IRU�WKH�VDLG�SXUSRVH�LV�QRW�SUDFWLFDEOH��� 

� 

��������$V�ZH�KDYH�DOUHDG\�VHHQ��75,36�VD\V�WKDW�WKH�DXWKRUL]DWLRQ�DQG�RWKHU�XVHV�PXVW�EH�GHDOW�ZLWK�

RQ�D�FDVH�WR�FDVH�EDVLV���7KHUHIRUH��ZH�FDQQRW�GHFLGH�WKDW�³the working´ totally excludes import, or 

that ³working´ is synonymous to ³import´ and that if there is no manufacture in India, then there is 

no working. The repeated use of the words, µin the territory of India¶ does indicate local working, 

but as the Controller has observed, the word µworking¶ has not been defined. The prohibition of 

discrimination in the grant of patent under the International Conventions which bar forfeiture of 

SDWHQW�IRU�QRW�PDQXIDFWXULQJ��ORFDOO\�ZLOO�QRW�FRPH�LQ�WKH�ZD\�RI�WKH�&RQWUROOHU�JUDQWLQJ�D�

FRPSXOVRU\�OLFHQFH���7KH�&RQWUROOHU�KDV�ULJKWO\�KHOG�WKDW�LW�LV�WKH�XOWLPDWH�VWHS�RI�UHYRFDWLRQ�RI�

patent which is barred. In the present case, the patent had been granted and no discrimination has 

EHHQ�PDGH�RQ�WKH�JURXQG�RI�DEVHQFH�RI�ORFDO�PDQXIDFWXUH����7KH��rd respondent had submitted that the 
appellant has a manufacturing facility in India and therefore, it could have manufactured the 

LQYHQWLRQ�LQ�,QGLD���$FFRUGLQJ�WR�WKH�DSSHOODQW��LW�ZDV�QRW�HFRQRPLFDOO\�IHDVLEOH�WR�VHW�XS�D�

IDFLOLW\�LQ�,QGLD�IRU�PDQXIDFWXUH�WKH�GUXJ���:H�KDYH�HDUOLHU�H[WUDFWHG�WKH�VWDWHPHQW�RI�DSSHOODQW�

ZKLFK�LV�WR�WKH�HIIHFW�WKDW�LW�FRXOG�KDYH�JRW�LW�PDQXIDFWXUHG�WKURXJK�RWKHUV���,Q�DQ\�HYHQW��ZH�DUH�

not furnished with any evidence regarding this aspect viz., whether the appellant in its facility in 

,QGLD��ZKLFK�DGPLWWHGO\�WKH�DSSHOODQW�GRHV�QRW�GHQ\��FRXOG�QRW�KDYH�PDQXIDFWXUHG�WKLV�GUXJ���6R��

with regard to Section 84(1)(c), we find that the word µworked¶��must be decided on a case to case 

basis and it may be proved in a given case, that µworking¶ can be done only by way of import, but 

that cannot apply to all other cases. The patentee must show why it could not be locally 

manufactured. A mere statement to that effect is not sufficient there must be evidence.��

��7KHUHIRUH��ZKLOH�ZH�DUH�RI�WKH�RSLQLRQ�WKDW�WKH�ZRUG�µworked¶ has a flexible meaning, and to that 

extent we differ from The Controller. The appellant has not proved working and so his conclusion is 

right. Working cannot mean that the requirement of working would be satisfied by having import 

PRQRSRO\�IRU�DOO�SDWHQWHG�LQYHQWLRQV���:H�DOVR�ORRN�DW�6HFWLRQ�������LLL��ZKLFK�VD\V�WKDW�WKH�

reasonable requirements of public shall be deemed not to have been satisfied if a market for export 

RI�WKH�SDWHQWHG�DUWLFOH�PDQXIDFWXUHG�LQ�,QGLD�LV�QRW�EHLQJ�VXSSOLHG�RU�GHYHORSHG���7KHUHIRUH��

µworking¶ could mean local manufacture entirely and µworking¶ in some cases could mean only 

importation. It would depend on the facts and evidence of each case. 

� 

�����7KH�DSSHOODQW�WKHUHIRUH�IDLOV�WKH�WHVW�RI�6������ 

� 

�������$FFRUGLQJ�WR�WKH�DSSHOODQW��WKH�WHUPV�DQG�FRQGLWLRQV�ZHUH�IL[HG�LQ�DQ�DUELWUDU\�PDQQHU�DQG�LW�

LV�D�FOHDU�YLRODWLRQ�RI�PDQGDWRU\�UHTXLUHPHQWV�RI�6HFWLRQ������7KH�&RQWUROOHU�RQ�WKH�EDVLV�RI�WKH�

materials before him was of the opinion that Rs.8,000 was a reasonably affordable price. There is no 

HYLGHQFH�WR�WKH�FRQWUDU\��1RZ�ZH�FRPH�WR�WKH�UR\DOW\�LVVXH���,W�LV�VXEPLWWHG�WKDW�WKH��nd respondent 
KDG�QRW�IDFWRUHG�LQ�WKH�FRVW�WKDW�WKH�DSSHOODQW�LQFXUUHG�ZKLFK�VKRXOG�KDYH�EHHQ�XQGHU�6HFWLRQ������
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According to the appellant, the Controller should have added a fixed amount based on sale of each 

SDFN�E\�WKH�WKLUG�UHVSRQGHQW���,W�LV�DOVR�VXEPLWWHG�WKDW�DV�SHU�WKH�ELIXUFDWLRQ�RI�FRVW�RI�WKH�

product given by the 3rd respondent, the retailers and stockists get more than what the inventor 

JHWV�ZKLFK�FDQQRW�EH�WKH�LQWHQW�RI�WKH�OHJLVODWXUH���6HFWLRQ�������VSHDNV�RI�UR\DOW\�DQG�RWKHU�

UHPXQHUDWLRQV���8QGHU�6HFWLRQ��������ZKLOH�GHDOLQJ�ZLWK�WKH�WHUPV�DQG�FRQGLWLRQV�RI�OLFHQFH��WKH�

Controller must endeavour to make available the articles to the public and at the same time, this 

fixing of price should be made in consistent with the patentee¶s deriving a reasonable advantage 

from its patented right. The Controller has given his reasons for fixing 6% royalty and we find from 

the written submissions given by the 3rd respondent that UNDP specifically recommends that the rate 

of royalty be set at 4% and adjusted upwards as much as 2% for products of particular therapeutic 

value or reduced as much as 2% when the development of the product has been partly supported with 

SXEOLF�IXQGV��7KH�&RQWUROOHU�KDV�UHIHUUHG�WR�WKLV�ZKLOH�IL[LQJ�WKH�UR\DOW\�DW������$FFRUGLQJ�WR�WKH�

3rd respondent, by any calculation, the fixing of 6% royalty is on the higher side. While we do not 

have any other document apart from the recommendations of UNDP, the grievance of the appellant is 

WKDW�WKH�GLVWULEXWRUV�DQG�VWRFNLVWV�DUH�JHWWLQJ�D�PDUJLQ�RI�����ZKLOH�WKH�DSSHOODQW�JHWV������7KH�

appellant has a genuine reason for revision of royalty. We find that on the calculation given by the 

appellant, it appears that the 3rd�UHVSRQGHQW�JHWV�URXJKO\�����ZKLFK�LV�WKH�PDUJLQ���7KH�&RQWUROOHU�
General directed the royalty shall be paid on the net sales of the drug and not from the margin and 

ZH�WKLQN�LW�ULJKW���,Q�YLHZ�RI�WKH�DOO�WKH�PDWHULDOV�YL]���SOHDGLQJV�DQG�HYLGHQFH�EHIRUH�XV��ZH�DUH�

of the opinion that an increase of one percent to the royalty fixed by the Controller would meet the 

HQGV�RI�MXVWLFH���Therefore, paragraph 15(f) of the impugned order alone is modified. In other 

respects we do not see any error. 

� 

��������3DUDJUDSK����K��UHTXLUHV�WKH�OLFHQVHHV�WR�VXSSO\�WKH�GUXJ�WR�DWOHDVW�����QHHG\��DQG�

deserving patients per year free of cost and that a report shall be submitted on or before 31st June 

HYHU\�\HDU���:KHQ�WKH�DUJXPHQWV�ZHUH�KHDUG��ZH�VDLG�WKDW�ZKHQ�WKLV�VWDWHPHQW�LV�ILOHG�EHIRUH�WKH�

&RQWUROOHU��D�FRS\�RI�WKH�VDPH�PXVW�DOVR�EH�VHQW�WR�XV���,Q�WKH�DIILGDYLW�ILOHG�DORQJ�ZLWK�VXFK�

statement, the 3rd respondent stated that it had distributed the drug to 313 patients free of cost 

DV�DJDLQVW�WKHLU�FDOFXODWLRQ�RI�����SDWLHQWV���$FFRUGLQJ�WR�WKH��rd respondent, since the order was 
issued on March 12, 2012 to distribute the drug to 600 patients every year, if the number of 

patients are calculated on pro-UDWD�EDVLV��LW�ZRXOG�EH�����SDWLHQWV���7KH��rd respondent has given 
the names of patients, name of the doctor, place where the patients were enrolled and the drug 

VXSSOLHG���,Q�SDUDJUDSK���RI�WKH�DIILGDYLW��LW�ZDV�VWDWHG�WKDW�WKH�GHILFLHQF\�LQ�WKH�QXPEHU�RI�

SDWLHQWV�ZRXOG�EH�PHW�XS�E\�0DUFK���������7KLV�LV�DOVR�UHIHUUHG�WR�E\�WKH�DSSHOODQW�ZKR�VWDWHV�WKDW�

on the ground of non-compliance of the direction of the Controller General, the compulsory licence 

PXVW�EH�UHYRNHG�DQG�WKH�DSSHDO�PXVW�EH�DOORZHG���,I�SHUPLWWHG�LQ�ODZ��WKH�DSSHOODQW�LV�IUHH�WR�

DSSURDFK�WKH�&RQWUROOHU�IRU�DSSURSULDWH�UHOLHI���:H�DUH�PHUHO\�FRQVLGHULQJ�WKH�OHJDOLW\�RI�WKH�

LPSXJQHG�RUGHU��� 

� 

��������1H[W��ZH�FRPH�WR�VXSSUHVVLRQ�DQG�ZURQJ�VWDWHPHQW���7KH�VXSSUHVVLRQ�LV�ZLWK�UHJDUG�WR�&,3/$¶s 

presence in the market and the false statement is the statement made that the applicant has applied 

and obtained patent for process of producing Sorafenib Tosylate, a copy of which is annexed as 

Annexure-0���7KUHH�IDFWRUV�DUH�UHIHUUHG�WR�E\�WKH�DSSHOODQW���L��ILOLQJ�RI�FRXQWHU�FODLP�LQ�WKH�

civil suit; (ii) presence of CIPLA; and (iii) process patent which was alleged to have been granted 

EXW�LW�ZDV�LQ�IDFW�SHQGLQJ���7KLV�LVVXH�LV�D�GLIILFXOW�RQH���$V�UHJDUGV�ILOLQJ�RI�FRXQWHU�FODLP��WKH�

case of the 3rd respondent as to why it did not refer in its application is that a copy of the 

counter claim and documents were submitted to the Controller of Patents under a separate cover and 
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as regards the presence of CIPLA, according to the 3rd respondent, it was not a material fact and in 

any event, when the impugned order was passed, the issue of CIPLA¶s presence was before the 

&RQWUROOHU���$V�UHJDUGV�SURFHVV�SDWHQW�DSSOLFDWLRQ�ZKLFK�LV�UHIHUUHG�WR�DV�$QQH[XUH-M, it is stated 

that the 3rd�UHVSRQGHQW�KDV�DSSOLHG�DQG�REWDLQHG��SDWHQW�IRU�SURFHVV��DQG�$QQH[XUH-M clearly shows 

that patent for process was not obtained. The best that the 3rd respondent can state here is that it 

GLG�QRW�LQWHQG�WR�GHFHLYH��RWKHUZLVH�LW�ZRXOG�QRW�KDYH�HQFORVHG�D�FRS\�RI�WKH�VDPH���We repeat, 

these proceedings are neither against the inventor, nor against the compulsory licence applicant, 

but purely based on public interest���2Q�WKDW�UHDVRQ�DORQH�ZH�ZLOO�QRW�DOORZ�WKH�DSSHDO��KRZHYHU��ZH�

express our disapproval of the compulsory licence applicant¶V�FRQGXFW����$�SDUW\�DSSURDFKLQJ�D�

judicial forum should place on record all the facts that are known to it and it is for the judicial 

authority or quasi-MXGLFLDO�DXWKRULW\��WR�GHFLGH�ZKHWKHU�LW�LV�PDWHULDO�RU�QRW�PDWHULDO���,I�WKH�

party is going to decide whether it is material or not material, there is no necessity for the 

DSSOLFDQW�WR�DSSURDFK�WKH�&RQWUROOHU���,W�LV�RQO\�EHFDXVH�RI�WKH�SXEOLF�LQWHUHVW�ZH�DUH�QRW�

LQWHUIHULQJ�LQ�WKLV�DSSHDO�RQ�WKLV�JURXQG���7KH�&RQWUROOHU�RUGHU�LQGLFDWHV�WKDW�KH�KDV�FRPH�WR�WKH�

FRQFOXVLRQ�RQ�WKH�EDVLV�RI�KRZ�KH�KDV�XQGHUVWRRG�WKH�YDULRXV�SURYLVLRQV���7KHUH�LV�QR�PHQWLRQ�RI�

WKLV��EXW�WKDW�GRHV�QRW�PHDQ�WKDW�WKH�SDUW\�LV�DEVROYHG�RI�WKH�GXW\�RI�WUXWK����0U�0�$GLQDUD\DQD���

who is the Company Secretary & G.M. (Legal & Corporate Affairs) of the 3rd respondent is present 

EHIRUH�XV�WKURXJKRXW�WKH�GD\�DV�ZH�GLFWDWHG�WKH�RUGHU���:KHQ�ZH�IRXQG�WKDW�ZH�FDQQRW�FRQGRQH�WKH�

false statement and must impose costs, we required an undertaking from the 3rd�UHVSRQGHQW���

Mr.Adinarayana submitted that any reasonable costs would be paid by the 3rd�UHVSRQGHQW���7KLV�
VWDWHPHQW�LV�UHFRUGHG���:H�DOVR�DVNHG�WKH�FRXQVHO�IRU�WKH�DSSHOODQW�SUHVHQW�EHIRUH�XV�LI�WKH�3DWLHQW�

Assistance Programmes of the appellant are administered by a trust so that we can direct the costs 

GLUHFWO\�WR�EH�SDLG�WR�WKH�VDLG�WUXVW���,W�DSSHDUV�WKDW�LW�LV�DQ�LQWHUQDO�DUUDQJHPHQW���:H�WKHUHIRUH�

direct the 3rd respondent to make out a cheque for Rs.50,000/- to TATA Memorial Cancer Hospital at 

3DUHO��0XPEDL��WKLV�LQVWLWXWLRQ�KDV�EHHQ�VXJJHVWHG�E\�WKH�DSSHOODQW���DQG�LW�VKDOO�EH�KDQGHG�RYHU�WR�

the appellant with a letter stating that this is paid as per our direction and the appellant shall 

WKHUHDIWHU�IRUZDUG�WKH�VDPH�WR�WKH�VDLG�LQVWLWXWLRQ���,W�LV�PDGH�FOHDU�WKDW�WKH�DERYH�DPRXQW�VKDOO�

EH�XVHG�E\�7$7$�0HPRULDO�&DQFHU�+RVSLWDO�IRU�SRRU�SDWLHQWV���:H�ZDQW�WR�LPSUHVV�XSRQ�WKH�OLWLJDQWV�

DV�ZHOO�DV�OHJDO�IUDWHUQLW\�WR�DGKHUH�WR�WKH�SUDFWLFH�RI�PDNLQJ�FRUUHFW�VWDWHPHQW�LQ�WKH�SOHDGLQJV��

DQG��DIILGDYLWV�ILOHG�EHIRUH�XV�DQG�KHQFH��WKLV�GLUHFWLRQ��� 

� 

�����,Q�YLHZ�RI�WKH�VLJQLILFDQFH�RI�WKH�RUGHU�RI�FRPSXOVRU\�OLFHQFH�PDGH�LQ�,QGLD�IRU�WKH�ILUVW�

time, we have dealt with each of the issues in detail, though we have broadly confirmed the impugned 

RUGHU����,Q�WKH�UHVXOW��IRU�WKH�UHDVRQV�VWDWHG�DERYH��WKH�JUDQW�RI�FRPSXOVRU\�OLFHQFH�LV�FRQILUPHG�

and the impugned order is modified only to the extent of rate of royalty to be paid to the patentee 

DV�LQGLFDWHG�DERYH�DQG�LQ�RWKHU�UHVSHFWV��WKH�DSSHDO�LV�GLVPLVVHG���1R�FRVWV� 
� 
� 
(D . P . S . PARMAR���������������������������Jus t i ce  PRABHA  SR I DEVAN) 
7HFK�0HPEHU��3DWHQWV�������������������&KDLUPDQ 
� 
� 

� 

� 
(Disclaimer: This order is being published for present information and should not be taken as a certified copy issued by the Board.) 
� 
� 
� 
� 
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