
[image: image1.png]sp(c ye




Report
RTI Applications and “Working” of Foreign Drugs in India?

April 2011

SpicyIP Report prepared by Professor Shamnad Basheer (Founder of SpicyIP and MHRD Prof of IPLaw, NUJS), with the assistance of Sai Vinod N (SpicyIP Blogger and NUJS Student)

Table of Contents

3Part I Introduction: Working & Compulsory Licensing in India


4Part II Form 27 & SpicyIP RTI’s


5Part III SpicyIP Findings


11Annexure A: Form 27


13Annexure B


15Annexure C: RTI Process & Important Dates


18Annexure D


19Annexure E: Contentious Proceedings Involving the Above Drugs




Part I
Introduction: Working & Compulsory Licensing in India

The Indian patent regime places significant importance on the “working” of a patent. Indeed, section 84 goes to the extent of stipulating that any patent that has not been worked for 3 years in India after the date of grant of a patent can be subject to a compulsory license (CL).
  There is some debate around whether or not “importing” a drug into India amounts to “working”. Owing to section 83, which explicitly states that a patent cannot be obtained for the mere purpose of importing, it is clear that a patented drug that is not being manufactured in India, but is only being imported into India can be subject to a CL.
 Further, the scheme of the Act reveals at several places that the term “working” and the term “importing” are distinct and different.

In view of the above provisions, the vast majority of all registered drug patents in India are potentially subject to the risk of a compulsory license, since they belong to global firms that merely import the drug into India. 

Section 146 states that information relating to the “working” of a registered patent is to be periodically submitted to the Controller in a form prescribed by the rules.
 Rule 131 of the Patent Rules stipulates that information required under Section 146 shall be submitted in a form outlined in Form 27.
 

Form 27

The Form 27 format as required to be filled  under the Patents Act is appended as Annexure A. It effectively calls for the following information:

1. name, address and nationality of patentee

2. patent number

3. year to which statement relates

4. whether the patent has been worked or not (the relevant box has to be ticked)

5. if not worked, the reasons for not working the patent.

6. If worked, then the quantum and value of the patented product which is either manufactured or imported

7. If imported, then the details of countries from where drug is imported and the quantum of such imports

8. Whether any licenses or sub licenses were granted during this time?

Fines:

Importantly, Section 122 of the Patents Act, 1970 penalises any non-compliance with section 146 and Form 27, including the omission of any critical information required by Form 27.

The above scheme makes it amply clear that “working” information is of critical importance to the functioning of the Indian patent regime and cannot be taken lightly.

Part II
The rationale behind the SpicyIP RTI’s

SpicyIP is a blog/website that was initiated in the year 2005 as a means of engendering more transparency in the Indian IP system. Its very genesis was rooted in the fact that IP information in India was largely “hidden” and this opacity impacted the quality of IP laws and policies and fostered corruption at the various Indian IP offices. 

Its aim therefore is to help evolve optimal IP policies by increasing transparency around IP institutions and laws.

In the last 6 years, it has taken up the “transparency” cudgel wherever it could, and owing to numerous articles that were written by its bloggers and several petitions sent to the government, including to the Prime Ministers Office, it was able to play a small role in helping release a significant amount of “patent” information to the pubic. Of course, the pro-active role of the present Controller General, Mr PH Kurian helped a lot in this regard. 

In furtherance of its transparency mission, SpicyIP (through Prof Shamnad Basheer) filed RTI’s to determine the level of compliance with providing patent working information, as mandated by Section 146 and Form 27. 

We will in the near future, be filing such RTI requests to determine the level of compliance in other technology sectors as well.

The extent of "working" of a patent lies at the heart of our patent regime (triggering compulsory licenses and the like) and cannot be taken lightly. The public have a right to know the extent to which a patentee has exercised his/her rights in order to benefit society.

However, Form 27 in its present format leaves much to be desired and we will be drafting a more optimal Form 27 and forwarding this to the government for consideration, so that the form can be a lot more clearer and can call for a greater range of information.

This investigation is also part of a larger research project on patents, drugs and public health; this information will be critical to determining the extent to which patented drugs help serve patient needs.

As mentioned earlier, we are of the firm view that "local working" means that the patented product has been manufactured to some extent in India. If the product is only imported into India, it becomes susceptible to a compulsory licence. As we suspected, all the drugs that we studied were only imported and therefore can be subject to a compulsory license.

All of these drugs were registered in the years 2006-2008, and 3 years have elapsed for all of them. It is strange that none of the Indian generic firms have applied for CL's on the ground of lack of local working. As one can appreciate, this is the easiest ground to establish when compared with excessive pricing or the fact that the patent does not meet the reasonable requirements of the public.

SpicyIP and P-PIL (Promoting Public Interest Law) make an open offer to any firm: if interested in testing out this local working CL ground, please do let us know. We will help you file a CL application on this ground and take it through to its logical conclusion (through courts etc), without you having to spend a single penny (barring expenses).
Extent of Information Sought

The information was sought in relation to the “working” or “non working” of a small basket of top selling drugs in India for the period 2007-2010. 

Form 27’s are to be filed mandatorily by each patentee every year after the grant of the patent. We sought information regarding the filings for 3 years: 2007-2008; 2008-2009 and 2009-2010. It bears noting that firms generally file this in the month of March i.e. a filing in March 2009 would be for the year 2008-2009. 

4 of the drugs that we filed RTI’s for were anti cancer drugs and the remaining 3 were drugs catering to Hepatitis ailments. The drugs are listed as under:

Cancer Drugs:

1. Nexavar (Bayer): Treats Kidney Cancer

2. Dasatinib (BMS): Chronic Myeloid Cancer

3. Tarceva (Pfizer & OSI)(licensed to Roche): Non-small cell lung cancer (NSCL)

4. Sutent (Sugen & Pharmacia Upjohn Inc.) (licensed to Pfizer): Kidney Cancer 

Hepatitis Drugs:

1 Pegasus (Roche) – Hepatitis C

2 Viraferonpeg (Schering) – Hepatitis C

3 Entecavir (BMS) – Hepatits B

Each of the drugs selected are either the subject matter of litigation before the Delhi High court or were subject to patent office oppositions. 

RTI Process

The RTI process was a very arduous one, with the patent office refusing information or claiming missing files in some cases. We had to resort to the appellate procedure in almost all cases. And in one case concerning the drugs Tarceva and Sutent, both the CPIO (Delhi office) and the appellate authority refused to provide information. We had to then take the matter up directly with Controller General PH Kurian who immediately ordered that the information be provided. Upon his instructions, the information was provided within 24 hours. However, we received this information only on the 4th of April 2011, more than 6 months since we began the RTI process! The information obtained thus far (as of 4th April, 2011) from the Patent Office is tabulated in Annexure B.

Part III
SpicyIP Findings

The Non-Working of the “Working” Disclosure Norm!

Non Filing

1. All the pharmaceutical firms that we studied appear to be in breach of section 146 norms. They have either not filed Form 27s for some years (particularly the years 2007-2008 and 2008-2009) or have filed incomplete information. All these forms are attached as Annexure D. 

2. Notably, Bayer (drug: Nexavar) did not file any Form 27 for the years 2008-2009, despite being granted a patent in March 2008 . 

3. Sugen Inc (drug: Sutent) did not file any Form 27’s for the years 2007-2008 and 2008-2009, although it was granted a patent in October 2007.

4. Despite being granted a patent for Dasatinib in January 2007, Bristol Myers Squibb (BMS) did not file any Form 27 for this drug for the years 2007-2008.  

5. Further, a company such as Roche, which otherwise filed very comprehensive Form 27 information for the year 2009-2010 does not appear to have filed any form for 2007-2008 and 2008-2009 for Pegasus. Unlike most of the patents that were granted only in 2007 and 2008, Pegasus was granted way back in 2006, rendering an obligation on Roche to begin submitting this information in 2007 itself. It bears noting that the Chennai Patent Office expressly mentioned that it received the Form 27 for Pegasus for only one year i.e. 2009-2010. Further, despite being granted a patent for Tarceva in Feb 2007, Roche does not appear to have filed any Form 27’s for this drug for the year 2007-2008. It must be noted that the patent over Tarceva has been registered by Pfizer and OSI. However, as the exclusive licensee for this drug, Roche has been filing the requisite Form 27’s.

6. Schering has been particularly lax on this count, since it did not bother to file any Form 27 for its drug Viranferonpeg even as late as 2009-2010!  We note this in particular, since the Controller General Kurian had clearly indicated that he was serious about Form 27’s in the year 2009-2010 and had even put up an official notice to this effect on the website, calling upon companies to file this information.
 

Caveat: We had asked the Patent Office for all Form 27’s filed for each of the drugs filed ever since the patent was first granted. Since most of the drug patents were granted during the years 2007-2008 (barring Pegasus which was granted in 2006), this effectively meant that we were asking for Form 27 filings for 3 years (2007-2008; 2008-2009; 2009-2010). The patent office gave us only what they had on record with them, stating that these were the only forms that has been filed and on record with them. It bears noting that given the record keeping reputation of the patent and trademark office (which has misplaced or lost files in the past), there might be a possibility that a firm might have submitted a form, but the patent office may have misplaced or lost it.  If this is the case, we hope the firm in question will immediately take it up with the patent office, and also send us a notification to this extent, so that we can update our report. 

Incomplete Filing

7. As noted earlier, most firms have not made filings at all for certain years. Most egregiously, firms such as Schering Corp. (drug: Viraferonpeg) and Sugen (drug: Sutent) have filed forms for only one year (Schering filed for 2008-2009 only and Sugen for 2009-2010 only).  
8. Even in respect of Form 27’s that were actually filed, we found that the information was incomplete. Illustratively, Schering merely mentions that it is importing Viraferonpeg, an anticancer drug from Ireland in its filing for 2008-2009. It does not provide any further details in the columns asking for information relating to the quantum and value of imports. Rather, it merely states: “Information not readily available. Information will be provided if asked for.” This is very curious, as it is clear that Form 27 is a mandatory requirement and the statute has already asked for this information. There is no further “asking” required under the Act. One wonders why information pertinent to imports by a certain firm is not available in the records of that very firm! One can only conclude that Form 27 requirements have been taken lightly.
9. Sugen Inc (drug: Sutent) has not filed the information in the required Form 27 format. Rather, it has come up with its own format, merely stating in two lines “Indian Patent No. 209251 claims a pharmaceutical product imported into India from Italy, more than 7000 units of which were sold in India in 2009.“

Notably, it does not state the quantum and value of imports. It merely states the quantum of sales. It also does not state if it has licensed the patent. From all accounts, this patent has been licensed to Pfizer, but this information is not stated in the Form 27 filing. 

10. BMS (drug: Entecavir) has to be lauded for a rather honest statement. It rightly notes that it did not work the patent in 2008-2009, despite being granted the patent in January 2008. However, when asked for the reasons as to why it did not do so, it states “nothing in particular”. In so far as it’s working for 2009-2010 is concerned, it does not state whether it was manufacturing or importing the product. One has to infer that it was merely importing the product. Further, it does not list out either the “quantum” of imports or where it has been importing the drug from. 

11. We also found that firms have been careless with their filings. Illustratively, Bayer filed two forms for the same drug (Nexavar) with different information (Form 27 for the year 2009-2010). However, here again, we leave the possibility open that the patent office might have received both forms, and the firm might have instructed the patent office to use only the updated form in its record.

Violation of “working disclosure” norms

12. From the facts on record with us and as supplied to us  by the patent office, it is clear that none of the pharmaceutical firms that we studied have provided full and complete Form 27 information. In some cases, Form 27 has not been filed at all. And in others, the information provided is woefully inadequate. 

13. Assuming that the patent office information given to us is correct, we can only conclude that none of these firms take the Form 27 and section 146 working requirement seriously.  That Form 27 disclosure is serious business is evident from the fact that Section 122 of the Patents Act, 1970 permits the Controller to take those who file incomplete information to task and fine them Rs. 10 lakhs. SpicyIP urges the Controller to do so in order that an example might be set and that the threat of sanction would induce other companies to comply. We are given to believe that this non-compliance is not specific to pharmaceutical drugs alone but is rampant even amongst patentees belonging to other technology sectors. We will be investigating these other sectors in the near future. 

14. It bears noting at this stage that even if the patent is not worked, a Form 27 must be filed and the tick box stating “not worked’ must be ticked. Only BMS and Bayer have stated “not worked’ in two filings.

Injunction Despite Non Working

15. It is interesting to note that the Delhi High Court granted Bristol Myers Squibbs (BMS) an ex-parte interim injunction against Hetero Drugs (an Indian generic company) in December, 2008 (C.S. (O.S) No. 2680 of 2008), in relation to the Dasatinib patent. This is despite the fact that BMS itself conceded in the Form 27, that it was not working the patent in question (by manufacture or import of the drug) at that point in time (for the year 2008-2009).
 The law on temporary injunctions (as followed by Indian courts) is very clear in that a temporary injunction cannot be granted when the patent is not worked in India.

Similarly, in the highly controversial patent linkage case, Bayer sought to prevent the approval of Cipla’s generic version by the DCGI in the year 2008
, when, by its own Form 27 admission (for 2008-2009), it was hardly working the patent during that time.

Mere Importation and Compulsory Licensing

16. None of the drugs mentioned in Annexure B are being manufactured in India. Therefore, they are all subject to compulsory licenses under section 84 of the Indian Patents Act. As mentioned earlier, section 83(b) clearly mandates that patents cannot be granted for the mere purpose of importation.
 All the drugs mentioned in Annexure B (for which Form 27’s have been filed) are being imported into India. As such, they are all subject to compulsory licenses under section 84, which stipulates that if a patent that has not been commercially worked in India even after 3 years have elapsed from the date of grant of the patent, it is susceptible to a compulsory licensing application, that can be filed by any generic company interested in manufacturing the drug.

17. Even assuming that “importation” does amount to working, it is clear that drugs such as Scherings’ Viraferonpeg can be subjected to a compulsory license, since Schering did bother to file any “import” information in Form 27. It filed only one Form 27 for the year 2008-2009, and that too with incomplete information (as mentioned earlier, Schering merely states that they are importing the drug from Ireland, without providing any details of the quantum and value of import). 

Since Schering’s drug is excessively priced in India, generic manufacturers may wish to apply for such licenses and sell at cheaper prices.
 Given that a determination of what constitutes “excessive pricing” may be complex and time consuming, an Indian generic manufacturer could easily apply for a license on the ground that the patent is not being worked in India.
 Given Schering’s failure to file critical information in Form 27, the patent office and courts have no choice but to presume that the drug is not being worked in India or even imported into India.

18. Further, on analysing the information in the Form 27s against the number of patients for various cancer and hepatitis ailments, the Controller General of Patents and the Health Ministry can easily determine whether the reasonable requirements of the Indian population are being satisfied with respect to these drugs. In other words, are the drugs being supplied in adequate quantities and are they priced reasonably? If it is found that these drugs are not being manufactured in adequate numbers for the Indian population or at an unreasonable price, the Central Government can issue compulsory licences for these patents on these separate grounds as well under section 84 of the Patents Act.

Drug Sales and Revenues in India:

19. Most pharmaceutical firms appear to have healthy sales in India. As can be seen from Annexure B, all the drugs, for which Form 27 information has been provided, make more than Rs ten crores a year (USD 2.2 million). The highest revenue grosses is Roche’s Pegasus which made Rs. 42 crores (approximately USD 9 million) in a single year!  The information in encapsulated in a bit more detail below:

a. The Dasatinib patent which is currently under challenge by Natco and Hetero, earns BMS an estimated Rs. 16.02 crores on a yearly basis. The company has however not revealed the quantum of sales for that year. With another estimated ten years left on this patent, BMS is poised to pull in another Rs. 160 crores on this patent.
b. The Pegasus patent earns Roche a substantial Rs. 42 crores every year. With another 6 years left before the patent expires, Pegasus will earn Roche at least another Rs. 300 crores. The figures for the financial year 2007-08 are unavailable since according to the Patent Office Roche did not file its Form 27 for that year.
c. The Entecavir patent earns BMS Rs 23 crores every year. With another 11 years left on the Entecavir patent, BMS will earn atleast another Rs. 253-270 crores before the patent expires. Once again BMS does not reveal the quantum of its yearly sales. Last year, the Delhi High Court refused BMS an interim injunction against Ranbaxy which markets a generic version of the BMS drug. 
d. The ‘Tarceva’ patent though filed in the name of OSI and Pfizer is licensed to Roche. In the year 2010-11, it earned Rs. 12.38 crores. At the present average, Tarceva should earn another Rs. 60 crores for Roche before it expires in 2016. 

e. The ‘Sutent’ patent though filed in the name of Sugen and Pharmacia & UpJohn Company, may actually be licensed to Pfizer. During the compulsory licensing attempt by Natco in 2008 it was reported in the media that this patent actually belonged to Pfizer. This is yet to be confirmed as Sugen has failed to provide its licensing details on the one Form 27 that it has filed before the Patent Office. The E-Register facility on the Patent Office indicates that the licensing details have not been entered into the Patent Office register. If there is a licence in place and not registered in the Patent Register it would be in violation of Section 68 and 69 of the Patent Act, 1970. The only information provided on the Form 27 is that 7000 units were imported in one year. 

Tortuous RTI Process!

20. As mentioned earlier, the RTI process has been a tortuous one. Section 146 mentions that the Controller may publish “working” information.
 The Patent Office has taken several laudable steps in the past to foster more transparency in the patent process and has made an entire range of information available. We therefore urge the Patent Controller, Mr PH Kurian and the Department of Industrial Policy and Promotion (DIPP), the nodal government agency in charge of IP affairs, to ensure that patent “working” information be published on a timely basis. As mentioned earlier, the scheme of the patent regime makes it amply clear that “working” is a very important requirement and the public as well as competitors have a right to access this information in a timely manner, without undue hurdles. Our RTI process reveals just how difficult it is to procure this information. And if we, being lawyers and self styled patent experts are faced with this degree of difficulty, we shudder to think what it might be like for the aam aadmi (common man) who wishes to procure this information as an interested member of the public!

21. While we understand the constraints of the patent office in taking the trouble of locating Form 27 information and providing it to us, we were particularly troubled by the sudden volte-face executed by the Delhi Patent Office in releasing information pertaining to the drugs, Erlotinib and Stutent. As noted in Annexure C detailing our rather arduous RTI process, the Delhi patent office did not initially object to the substance of our request. Rather the Public Information Officer as well as the appellate authority, Mr DPS Parmar merely made out a technical point against us, namely that we failed  to pay them the kingly sum of Rs 4 (USD 0.1)! 

And while we ran around and organized a good Rs 10 (USD 0.2) for them, they then turned around and objected, stating that the information is “third party” information. There is no provision in the RTI Act, which prohibits a Public Information Officer from disclosing “third party” information. In fact, all information required from the government through regular RTI process is “third party” information. What the RTI Act prohibits (through Section 11) is only "third party" ‘confidential’ information.
 In the present case, it is clear that Form 27s cannot be considered to be ‘confidential’, especially since Section 146 of the Patent Act allows for such information to be published by the Patent Office. 

Moreover this reply contradicts the CPIO’s earlier reply, which stated that he would release the information on the payment of the essential amount. Particularly when the same information as regards other firms and drugs have been provided to us by the very same patent office and under instructions of the very same appellate authority, Mr DPS Parmar! Interestingly, one of these drugs, Erlotinib, is involved in a big-ticket patent litigation
 and both of them were the subject of a compulsory licensing application by Natco back in 2008.
 

We brought this case to the attention of the Controller General, PH Kurian who immediately ordered that the information be released.  On 4th April 2011, we were sent this information by the Delhi patent office. 

Caveats: In places where the patent office did not provide us with any Form 27 (as filed for a certain year for a certain drug), we assume that the said Form 27 was not filed by the patentee for that year.
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Annexure A
Form 27

FORM 27
THE PATENTS ACT, 1970 (39 of 1970)
&
The Patents Rules, 2003
STATEMENT REGARDING THE WORKING OF THE PATENTED INVENTION ON COMMERCIAL SCALE IN INDIA
[See section 146(2) and rule 131(1)]
1
Insert name, address and nationality.


In the matter of Patent No…………….. of…..........
I/We1  ……………………………………………….

……………….………………………………………

……………….………………………………………
2
State the year to which the statement relates

3
Give whatever details are available.


The
patentee(s)

or
licencee(s)
  under
Patent No……………
hereby
furnish
the
following statement  regarding  the  working  of  the  patented invention referred to above on a commercial scale in India for the year2  ………………

[image: image2.png]sp(c ye



3

(i) The patented invention:

[image: image3.png]


{
} Worked {
} Not worked [Tick (  )

mark the relevant box]

(a) if not worked: reasons for not working and steps
being
taken
for
working
of
the invention.

(b) If worked: quantum and value (in Rupees), of the patented product:

i)
manufactured in India.

ii)
imported from other countries. (give country wise details)

(ii) the licences and sub-licences granted during the year;

(iii) state whether public requirement has been met partly/adequately/to the fullest extent at reasonable price.

4
To be signed by the person(s)
giving the statement.


Note: (a) Strike out whichever is not 


The facts and matters stated above are true to the best of my/our knowledge, information and belief.

Dated this …………….day of …………. 20...

Signature 4..

To

The Controller of Patents,

The Patent Office, At……………………………….

applicable

Annexure B


Note: 

(i) The RTI Applications had requested for Form 27 information from the years 2007 to 2010. In all cases where the Patent Office has not provided Form 27 information for a particular year we have presumed that no such information was filed by the patentee in the first place.

	Patent No
	Registered Owner, App. No., Product Name, Indication & Year of Expiry
	Date of grant
	Working of Patent

	
	
	
	Year
	Status
	Quantum
	Value

(Rounded off)
	Approx. Revenue by End of patent Term

	203937
	Bristol Myers Squibbs Co. IN/PCT/2001/01138/MUM
Product Name: Dasatinib
Indication: CML
Patent Expiry: 2021 
	29th January, 2007.
	07-08
	Not Filed
	Not Filed
	Not Filed
	Not Filed

	
	
	
	08-09
	Not

worked
	
	
	

	
	
	
	09-10
	Worked
	Not provided
	Rs. 16.02 crores

(US $ 3.5 million)
	Rs. 160 crores

US $ 35-40 million

	215758
	Bayer Corporation 
IN/PCT/2001/00799/MUM
Product Name: Nexavar
Indication: Kidney Cancer
Patent Expiry: 2021
	27th March, 2008.
	08-09
	Not Worked
	______
	_______
	_______

	
	
	
	09-10
	Worked
	4,665 packs were imported but only

1,679 packs sold)
	Rs. 16.5 crores in sales
	Rs. 165 – Rs. 180 crores

US $ 40-45 million

	213457
	Bristol Myers Squibbs Co.

IN/PCT/2002/00891/MUM

Product Name: Entecavir

Indication: Hepatitis B

Patent Expiry: 2022
	17th January, 2008.
	08-09
	Not Worked
	________
	_________
	_________

	
	
	
	09-10
	Worked
	Not provided
	Rs. 23 crores in sales
	Rs. 253 – 270 crores

US $ 50-60 million

	198952
	Hoffman La Roche AG

1032/MAS/1997

Product Name: Pegasus

Indication: Hepatitis C

Patent Expiry: 2017
	19th May,  2006.
	07-08
	Not Filed
	Not Filed
	Not Filed
	Not Filed

	
	
	
	08-09
	Not Filed
	Not Filed
	Not Filed
	Not Filed

	
	
	
	09-10
	Worked
	Imported:

47574 packs

Sold in India:

 44432 packs
	Imported: 

Rs. 45 crores

Sold in India:

Rs. 42 crores
	Rs. 290 – 300 crores

US$ 62-66 million

	207233
	Schering Corporation

IN/PCT/2000/434

Product Name: Viraferonpeg

Indication: Hepatitis C

Patent Expiry: 2020
	5th June, 2007.
	07-08
	Not filed 
	Not filed
	Not Filed
	Not Filed

	
	
	
	08-09
	Worked 
	Not Provided
	Not Provided
	Not Provided

	
	
	
	2009
	Not Filed
	Not Filed
	Not Filed
	Not Filed

	196774
	OSI Pharmaceuticals Inc. & Pfizer Products Inc.) (Licensed to Roche but licensing details have not been provided on the Form 27)

537/DEL/1996

Product Name: Tarceva

Indication: Non-Small Cell Lung Cancer

Patent Expiry: 2016
	February, 2007.
	07-08

08-09

09-10

10-11
	Not Filed

Worked

Worked

Worked
	Not Filed

(i) 2008: 

(a)100 mg tablets – 504 packs (Rs. 2.5 crores)

(b)150 mg tablets – 1287 packs (Rs. 7.9 crores)

(ii) 2009: 4357
packs

(iii) 2010: 5814 packs
      
	Not filed

Rs. 11.4 crores

Rs. 13.68 crores

Rs. 12.38 crores
	Not filed

12 x 5 = Rs. 60 crores 

(USD 13  million)

	209251
	Sugen Inc., USA & Pharmacia & UpJohn Company (Licensing details have not been provided on the Form 27)

IN/PCT/2002/00785/DEL

Product Name: Sutent

Indication: Kidney Cancer

Patent Expiry: 2022 
	October, 2007
	07-08

08-09

09-10
	Not Filed

Not Filed

7000 packs
	Not Filed

Not Filed

Not Provided
	Not filed

Not Filed

Not Applicable
	Not available


Annexure C
RTI Process & Important Dates

1. The first rounds of RTI applications were filed on the 21st of September, 2010. 

2. The Chennai Patent Office replied on 7th October, 2010 informing us that they had the Form 27 statements of working for Patent no: 198952 (Pegasus) and Patent no: 207233 (Viraferonpeg) for the year 2009-2010. However for reasons unexplained, the Chennai Patent Office did not send us photocopies of these Form 27 statements that were clearly in their possession. 

3. The Mumbai Patent Office replied on the 13th October, 2010 providing us with the Form 27 statements of working for Patent number 215758 (Nexavar). However, as regards Patent no. 213457 (Entecavir), the Patent Office told us that the Form 27 was ‘not traceable’. We found, much to our surprise, that Form 27 for this patent was in fact very much attached to the Patent Office’s reply. Instead the Form 27 for patent no: 203937 (Dasatnib) was not attached and we presume that the patent office meant to say that the form 27 for patent no: 203937 was not traceable. 

4. On 12th November, 2010 appeals were filed to the First Appellate Authority within the Patent Office. 

5. As no replies were received from the Appellate Authority, fresh applications were filed on the 16th of December, 2010 with the Chennai and Mumbai Patent Offices with clear instructions to provide us with actual photocopies. 

6. On the 28th of December, 2010 the First Appellate Authority at the Patent Office, New Delhi passed orders allowing the appeal dated the 12th of November. Both the Chennai and the Mumbai patent offices were directed to provide the required information. 

7. On the 10th of January, 2011 the Mumbai Patent Office sent to us the Form 27s for patent number 215578 (Nexavar) and patent numbers 213457. As regards Form 27 for patent number 203937 (Dasatinib), which was earlier ‘untraceable’, the Patent Office finally managed to trace the Form 27 for the year 2008-2009. With regard to the same form for the year 2009-2010, we were informed that the same ‘was filed but not traceable’ and that a copy of the same would be supplied to us ‘as soon as possible’.  On the 14th of January, 2011, the Mumbai Patent Office sent us another letter informing that the Form 27 for the year 2009-2010 had finally been traced and dispatched to us. 

On the 12th of January, 2011 the Chennai Patent Office sent us the Form 27s for patent for patent numbers 198952 (Pegasus) and 207233 (Viraferonpeg) for the year 2008-2009 and 2009-2010 respectively. (.  
8. Appeals against the Delhi Patent Office

1. In response to the first RTI Application on 21st September, asking for the Form 27s of patent numbers 196774 (Tarceva) and 209251 (Sutent), the CPIO (Central Public Information Officer) replied requesting Rs. 4 to cover the photocopying charges of these forms. 

2. An appeal was filed, against the above reply, along with replies received from the Chennai and Mumbai patent offices, which showed that these offices were happy to give us the information without insisting on Rs 4…an amount that the government had anyway spent in despatching their first response (letter) to us, suggesting that we pay this magnificent sum of Rs 4! 

3. The Appellate Authority ruled that the CPIO, Delhi was within the law to ask for Rs. 4 towards photocopying charges.

4. In the meanwhile, on the 16th of December, 2010, a new RTI application, this time with Rs. 30, was filed with the CPIO Delhi office requesting the same information. 

5. On the 25th of January, 2011 the CPIO, Delhi Patent Office did a sudden volte face! He refused to provide us the same information which he had agreed to earlier provide us with, since it was allegedly ‘third-party information’. The exact reply of the CPIO is reproduced as follows: ‘With reference to your letter dated 22/12/2010 seeking information under RTI Act, 2005, I am to inform you that Form-27 have been filed against both Patent Nos. 196774 & 209251. Photocopies of form-27 cannot be supplied to a third party’. 
What is even more egregious is the fact that he got the law completely wrong (section 11 prohibits “third party” confidential information, and not “third party” information) and that he did not bother to offer any other reasons for this sudden volta face. 

6. We were aghast at this sudden change of heart at the patent office. We immediately sent an appeal on the 29th of January, 2011 to the First Appellate Authority against the above reply by the CPIO. To this appeal we attached photocopies of Mr. Parmar’s previous orders to the Mumbai and Chennai Patent Offices ordering them to release Form 27 Information to us. 

7. On the 25th of February, 2011 Mr. Parmar replies to us stating that the Central Public Information Officer, Delhi had provided us with the requisite information in his reply. This makes no sense at all because the CPIO, Delhi had not provided us with any information.  Either the authorities have failed to appreciate our letters penned in plain English or there is something more deeper and mysterious going on here.

8. A clarification letter sent to Mr. Parmar subsequently by has not yet been replied to.  In the meantime, we complained to Controller General PH Kurian who ordered the immediate release of this information. We got this from the Delhi patent office on 4th April, 2011.

Annexure D (separately attached containing copies of all the form 27’s filings that we received from the indian patent office)


Form 27 Statements filed by the Patentees of the following drugs:

	S. No
	Patent No.
	Name of the Drug
	Year

	1
	203937
	Dasatinib
	2008-2009

	2
	203937
	Dasatinib
	2009-2010

	3
	215758
	Nexavar
	2008-2009

	4
	215758
	Nexavar
	2009-2010

	5
	215758
	Nexavar
	2009-2010

	6
	213457
	Entecavir
	2008-2009

	7
	213457
	Entecavir
	2009-2010

	8
	198952
	Pegasus
	2009-2010

	9
	207233
	Viraferonpeg
	2008-2009

	10.
	196774
	Tarceva
	2008-2009

	11.
	196774
	Tarceva
	2009-2010

	12.
	196774
	Tarceva
	2010-2011

	13.
	209251
	Sutent
	2009-2010


Annexure E
Contentious Proceedings Involving the Above Drugs
	Registered Owner
	Patent App. No
	Product Name
	Cause Title
	Forum
	Nature of proceeding

	Bristol Myers Squibbs Co.

	IN/PCT/2001/01138/MUM
	Dasatinib
	Bristol-Myers Squibb Company v. Dr. BPS Reddy (Hetero Drugs) C.S. (O.S) No. 2680 of 2008. 
	High Court of Delhi
	Patent infringement suit

	Bayer Corporation
	IN/PCT/2001/00799/MUM

	Nexavar
	Bayer Corporation Anr. v. Cipla Ltd C.S. (O.S) No. 523 of 2010
	High Court of Delhi
	Patent infringement suit

	Bristol Myers Squibbs Co.
	IN/PCT/2002/00891/MUM
	Entecavir
	Bristol-Myers Squibb Company v. Ramesh Adige & Anr (Ranbaxy) C.S. (O.S) No. 534 of 2010
	High Court of Delhi
	Patent Infringement Suit

	Hoffman La Roche AG
	1032/MAS/1997


	Pegasus
	Wockhardt v. Roche
	Patent Office, Chennai
	Post-Grant Opposition

	Schering Corporation
	IN/PCT/2000/434


	Viraferonpeg
	Cadila v. Schering
	Patent Office Chennai
	Pre-Grant & Post-Grant Opposition

	OSI Pharmaceuticals Inc. & Pfizer Products Inc.
	537/DEL/1996
	Tarceva
	Hoffman La Roche v. Cipla C.S.(O.S.) No. 89 of 2008

There are three more pending suits in the Delhi High Court involving the same patent, against Dr. Reddy’s, Glenmark and Natco. Additionally there is one more infringement suit pending before the Madras High Court, against Matrix Laboratories. 
	High Court of Delhi
	Patent Infringement Suit

	Sugen Inc., USA & Pharmacia & UpJohn Company
	IN/PCT/2002/00785/ DEL


	Sutent
	Natco v. Pfizer
	Patent Office, Delhi
	Compulsory Licensing Proceedings


�











� Patents Act, 1970, §84(1)(c), reads as follows: 


“84. Compulsory licenses – (1) At any time after the expiration of three year from the date of the grant of a patent, any person interested may make an application to the Controller for grant of compulsory license on patent on any of the following grounds, namely:-


…


(c) that the patented invention is not worked in the territory of India.” (emphasis added)





� Patents Act, 1970, §83(b), reads as follows:  


“83. General Principles applicable to working of patented inventions


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, - 


…


(b) that they are not granted merely to enable patentees to enjoy a monopoly for the importation of the patented article;” (emphasis added)


 


� Patents Act, 1970, §146, reads as follows:


	“146. Power of Controller to call for information from patentees


(1) The Controller may, at any time during the continuance of the patent, by notice in writing, require a patentee or a licensee, exclusive or otherwise, to furnish to him within two months from the date of such notice or within such further time as the Controller may allow, such information or such periodical statements as to the extent to which the patented invention has been commercially worked in India as may be specified in the notice.


(2) Without prejudice to the provisions of sub-section (1), every patentee and every licensee (whether exclusive or otherwise) shall furnish in such manner and form and at such intervals (not being less than six months) as may be prescribed statements as to the extent to which the patented invention has been worked on a commercial scale in India.


(3) The Controller may publish the information received by him under sub-section (1) or sub-section (2) in such manner as may be prescribed” (emphasis added)





� Patent Rules, 2003, Rule 131, reads as follows: 


“131. Form and manner in which statements required under Section 146(2) to be furnished – 


(1) The statements shall be furnished by every patentee and every licencee under sub-section (2) of section 146 in Form 29 which shall be duly verified by the patentee or the licencee or his authorized agent.


(2) The statements referred to in sub-rule (1) shall be furnished in respect of every calendar year within three months of the end of each year.


(3) The Controller may publish the information received by him under sub-section (1) or sub-section (2) of section 146 in the Official Gazette and in such other manner as he may deem fit.”





� Patents Act, 1970, §122, reads as follows:


“Refusal or failure to supply information – (1) if any person refuses or fails to furnish – 


…


(b) to the Controller any information or statement which is required to furnish by or under Section 146, he shall be punishable with fine which may extend to ten lakh rupees.” (emphasis added).





� We had already blogged on this at � HYPERLINK "http://spicyipindia.blogspot.com/2010/01/working-of-patents-public-notice-issued.html" ��http://spicyipindia.blogspot.com/2010/01/working-of-patents-public-notice-issued.html�


� See generally Shamnad Basheer, Court orders Indian Drug Controller to “Police” patents, SpicyIP (January 06, 2009) available at �HYPERLINK "http://spicyipindia.blogspot.com/2009/01/breaking-news-court-orders-indian-drug.html"�http://spicyipindia.blogspot.com/2009/01/breaking-news-court-orders-indian-drug.html�.





� See Franz Xaver Huemer v. New Yash Engineers, AIR 1997 Delhi 79.





� W.P.No. 7833 of 2008 before the High Court of Delhi


� Patents Act, 1970, §83(b), reads as follows: 


“83. General Principles applicable to working of patented inventions


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, - 


…


(b) that they are not granted merely to enable patentees to enjoy a monopoly for the importation of the patented article;”


� Leena Menghaney, HIV/HCV Co-infection: Planning The Way Forward, 1st South and Southeast Asia Regional Community Meeting 3 (June 22-23, 2101) available at


�HYPERLINK "http://www.ttag.info/pdf/Final%20Report_Regional%20HCV%20meeting-1.pdf"�http://www.ttag.info/pdf/Final%20Report_Regional%20HCV%20meeting-1.pdf�.





� Section 84(5) authorizes the Controller on being satisfied that the invention is not available at a reasonable price, to grant a license. Patents Act, 1970, §84(5), reads as follows: 


“84. Compulsory licences.


(5) The Controller, if satisfied 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 reasonable price, may order the patentee to grant a licence upon such terms as he may deem fit.” (emphasis added).





� Patents Act, 1970, §146(3) reads as follows: 


	“146. Power of Controller to call for information from patentees


…


(3) The Controller may publish the information received by him under sub-section (1) or sub-section (2) in such manner as may be prescribed” (emphasis added)





� Right to Information Act, 2005, §11, reads as follows:





“11. Third party information - (1) Where a Central Public Information Officer or a State Public Information Officer, as the case may be, intends to disclose any information or record, or part thereof on a request made under this Act, which relates to or has been supplied by a third party and has been treated as confidential by that third party, the Central Public Information Officer or State Public Information Officer, as the case may be, shall, within five days from the receipt of the request, give a written notice to such third party of the request and of the fact that the Central Public Information Officer or State Public Information Officer, as the case may be, intends to disclose the information or record, or part thereof, and invite the third party to make a submission in writing or orally, regarding whether the information should be disclosed, and such submission of the third party shall be kept in view while taking a decision about disclosure of information: 


Provided that except in the case of trade or commercial secrets protected by law, disclosure may be allowed if the public interest in disclosure outweighs in importance any possible harm or injury to the interests of such third party. 


(2) Where a notice is served by the Central Public Information Officer or State Public Information Officer, as the case may be, under sub-section (1) to a third party in respect of any information or record or part thereof, the third party shall, within ten days from the date of receipt of such notice, be given the opportunity to make representation against the proposed disclosure.” (emphasis added).





� F. Hoffman La Roche Ltd. v. Cipla Ltd., C.S.(O.S.) No. 89 of 2008. 





� Shamnad Basheer, India’s first ‘Doha’ case: Natco, Pfizer and Roche will be heard soon…., SpicyIP, (February 24, 2008) available at �HYPERLINK "http://spicyipindia.blogspot.com/2008/02/indias-first-doha-case-natco-pfizer-and.html"�http://spicyipindia.blogspot.com/2008/02/indias-first-doha-case-natco-pfizer-and.html�.





