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To,

Shri. Sushil K. Satpute, 

Director, DPIIT, 

Ministry of Commerce and Industry, 

Government of India. 

Re. 
Patents (Amendment) Rules, 2019
Sub:
Comments on Proposed Amendment to FORM-27 
Dear Sir,

Further to the consultation process initiated by your office, please find our submissions below. We would be very grateful if you could please extend us an invitation to attend the stakeholders’ consultation meeting, as and when it is scheduled. 
A. Background
1. Section 146 of the Patents Act, 1970 confers wide powers on the Controller of Patents to demand patent working information from Patentees and Licensees at any time. Sub-clause (2) of Section 146 requires the Patentees and Licensees to submit a statement of commercial working at periodic intervals, in such manner and form as specified by the Patent Rules (2003). To this end, Rule 131 of the Patents Rules (2003) requires Patentees and Licensees to submit the patent working information every year, as per the format specified in ‘FORM-27’. 
2. As you are aware, one of us (Prof. (Dr.) Shamnad Basheer) filed a Public Interest Litigation (‘PIL’) before the Hon’ble Delhi High Court in 2015 seeking a stricter enforcement of patent working disclosure norms.
 Further, the PIL suggested critical changes to the existing FORM-27 format and sought appropriate directions from the Hon’ble Court to strengthen patent disclosure norms. 
3. During the course of these proceedings, the Central Government acknowledged that the existing FORM-27 was woefully inadequate to serve the purpose and objectives of the Patents Act, 1970. In view of a categorical undertaking by the Central Government to effect appropriate amendments to FORM-27 and allied provisions within a period of one (1) year, the Hon’ble High Court was pleased to dispose off the matter on April 23, 2018. 
4. Subsequently, the undersigned offered their comments to the Office of Controller General of Patents on March 16, 2018, and the same is enclosed herewith as ANNEXURE A. One of the undersigned also participated in the stakeholder consultation held by the Controller General on April 04, 2018. Moreover, we also incorporated all suggestions and comments in a draft FORM-27 (enclosed as ANNEXURE B) and the same was sent to the Controller General on April 17, 2018. 
5. We urge you to refer to the attached submissions and take it into consideration, as you continue with revising the form. It may be noted that the present submission is confined to the proposed changes to FORM-27 published on the Official Gazette on May 31, 2019. 
B. Preliminary Objections 

6. As previously submitted, patent working norms lie at the heart of India’s patent system. In exchange for the grant of a statutory monopoly, patentees are required to work their patented invention, as far as practicable, for the public benefit, by ensuring that patented products are available in adequate quantities and at reasonable prices. The failure to fulfil this mandate can potentially trigger a penalty in the form of compulsory licensing [Section 84] and/or revocation of the patent [Section 85]. Besides this, in patent infringement law suits, courts are known to deny injunctions (restraining orders) to prevent an alleged infringement if it is sown that the patentee has not yet worked the patent. The lack of access to patent working information, therefore, directly impacts consumers and their right to access more affordable patented inventions, particularly pharmaceutical drugs. Therefore, it is critical to ensure that patentees and licensees make a full and complete disclosure of their patent working information. 
7. The latest proposed FORM-27 format demonstrates a woeful disregard for the spirit of patent working norms and is against the statutory mandate. While we wouldn’t want to cast aspersions, the approach appears to indicate an attempt to dilute the existing FORM-27, contrary to the spirit and intent of the undertaking given to the Hon’ble High Court. More specifically, this new proposed format hits at the core of the various principles of patent working laid down under Section 83 of the Patents Act, 1970. 
C. Non-Working: Word Limit & Lack of Adequate Guidance
8. The proposed FORM-27 prescribes a word limit (of 500 words) for listing out any potential justifications for the failure to work one’s patent. There is no rationale for a word limit, particularly since a study of earlier FORM-27s as filed over the years (as we have meticulously pointed out in our PIL) will demonstrate that patentees are anyway fairly parsimonious with disclosing patent working information and prefer to hide more than reveal. This word limit now offers them additional scope to be even more stingy with their words and hide behind an alleged legal bar. It also prevents more genuine patentees and licensees to offer a more substantial and credible explanation for why they have not worked their patent. 
9. The proposed FORM-27 also fails to draw out relevant information from Patentees and Licensees to ascertain the actual causes for non-working. The exiting FORM-27 requires Patentees to state all the “steps being taken for working of the invention.” The proposed FORM-27 merely requires the Patentees to state the “justification for not working.” We submit that the FORM-27 should seek as much information as necessary to identify the reasons for non-working, instead of leaving it to the Patentees and Licensees. In the pharmaceutical sector, for instance, it is relevant to know the precise reasons for non-working – viz., lack of regulatory approvals under the Drugs and Cosmetics Act, 1940 or manufacturing capacity or import restrictions etc. This is particularly relevant in the context of compulsory licenses, where patentees are offered an opportunity to substantiate as to why they should not be subject to a compulsory license. 
10. Therefore, we urge you to make the following changes: 

a. Remove the word-limit, and provide sufficient scope (by annexing documents, etc.,) for patentees and their licensees to explain their reasons for non-working; and

b. Mandate Patentees and Licensees to detail out all steps taken by them for working the relevant patent(s) (including status of any regulatory or statutory approvals, where required)

D. Exclusion of Quantum of Patented Invention: Irrational & Unjustified 
11. The proposed FORM-27 format excludes critical information that was earlier required to be compulsorily disclosed by Patentees and their Licensees, as below: 
a. Quantum of the patented product sold in India; 
b. Total number of units manufactured in India; and
c. Total number of units imported along with country-wise breakup; 
12. There is no justified rationale to exclude the aforementioned details. On the contrary, the above details are of huge importance to ascertain the scope and extent of working of the patent. And play a significant role in enabling an efficacious compulsory licensing regime. Illustratively, consider India’s first compulsory license granted in relation to Nexavar®, a patented drug owned by Bayer Corporation. NATCO Pharma was able to present a persuasive case for the grant of a compulsory license largely because of Bayer’s disclosures through various Form 27 submissions. The Controller General relied significantly on this data and granted a compulsory license to Natco, holding as below:
a. Bayer failed to meet the reasonable requirement of public –Drawing significantly on data submitted by Bayer through its various Form 27 submissions, the Controller General found that the drug was available to only 2% of the patient population. In the absence of this data (the actual quantity of medicines sold/disbursed by Bayer), it would have been impossible to ascertain whether the patentee had satisfied the reasonable requirements of the public or not. 
b. Bayer failed to supply the drug at a reasonably affordable price – Here again, the Controller relied on the per-unit cost of the drug (i.e., quantum/Value) as evidenced in the various Form 27 submissions. The Controller General found that a patient would have to pay nearly Rs. 2,80,000 for a months’ supply of the drug. Without this data on the price of each pill, it would have been difficult to ascertain whether or not the drug had been reasonably priced.  
c. Bayer failed to fulfil the local working requirement – The Form 27 disclosures made it amply clear that Bayer was simply importing the drug into India. And not manufacturing or processing it in any way in India. This helped the Controller General come to the finding that Bayer failed to work the invention within the territory of India. 

13. Should the proposed new format of the FORM-27 come into effect, it would seriously jeopardise the statutory mandate relating to compulsory licensing. The Controller General (and general public) will be handicapped in ascertaining if (a) the reasonable requirement of public were being adequately met; (b) the invention was available to the public at a reasonably affordable price; (c) the local working requirement had been satisfied. A detailed exposition on the significance of quantum related disclosures can be seen from the article titled ‘Making Patents Work: Of IP Duties and Deficient Disclosures’ published in Queen Mary Journal of Intellectual Property (enclosed as ANNEXURE C).

14. Based on all of the above, we urge you to please make the following changes: 
a. Require Patentees and Licensees to compulsorily submit the total number of units manufactured in India, in all cases where the commercialisation of the patented invention generates such data; 
b. Require Patentees and Licensees to submit the total number of units imported into India (country-wise), in all cases where the commercialisation of the patented invention generates such data; and
c. Require the Patentees and Licensees to submit total number of sales along with per-unit price of the patented invention, in all cases where the commercialisation of the patented invention generates such data; 

E. Details of Licensees & Sub-Licensees 
15. We are also shocked to see that the proposed FORM-27 format has done away with the requirement of furnishing the names and details of Licensees and Sub-Licensees who were granted licenses by the patentee. 
16. As you very well appreciate, the statute demands that patent working disclosures be made by both patentees and their licensees (exclusive or otherwise). Furthermore, Section 67 of the Patents Act, 1970 requires a mandatory disclosure of the existence of all patent licenses and the names of licensees. Further, Section 72 permits any member of the public to inspect the Register of Patents which contains details of Licensees. Given this statutory scheme, it is imperative that Form 27 also call for this information. 
17. In any case, the Hon’ble Delhi High Court made it clear that details of patent licensees are hardly “confidential”, holding as below: 
“All that the patentees submitting Form-27 are required to submit, is the details of the licenses and sub- licenses. This information certainly cannot be termed “confidential” and therefore, the Patents Office has to treat such suppression as failure to comply with the requirements of Section 146 of the Patents Act, 1970 arid to take action against the patentees who do not furnish the required information.”

18. As we’d noted in earlier representations and our PIL, the existing FORM-27 format fails to provide adequate scope for Patentees and Licensees to detail out their licensing arrangements and ways in which such licenses contribute to the patent’s working (or otherwise). Patentees are known to merely list out the number of licenses granted in a particular year, without specifying the names of licensees or ways in which the licensing terms contribute to the working of the patented invention. As a result, it is often difficult for the Controller General to ascertain the full extent of steps taken by the Patentee to work the invention in India. 
19. Therefore, we urge you to please make the following changes: 
a. Require Patentees and/or Licensees to submit the total number of licenses and/or sub-licenses granted;
b. Require Patentees and/or Licensees to specify the names and addresses of licensees and/or sub-licensees; and
c. Require Patentees and Licensees to specify the various terms and other details of the license as would enable one to ascertain the extent of working. In particular, Patentees and Licensees should be made to compulsorily disclose the nature of the license (i.e., exclusive or otherwise), scope of license (i.e., manufacture, distribution or packaging, territory etc.), the royalty rate etc.
F. ‘Value’ of the Patent: Vague & Non-descript 

20. The proposed FORM-27 requires Patentees to submit the “approximate value accrued in India.” As stated in the PIL (supra) and our various representations, the word ‘value’ employed in the old existing FORM-27 is ambiguous and lacks precision. Notably, it does not reveal the actual sales of the patented invention. Unfortunately, the proposed new FORM-27 does nothing to better this and uses similar phraseology. 
21. It is unclear if the term ‘value’ connotes just an estimate of actual sales, or requires more holistic information pertaining to actual value of the patented invention (its commercial value based on projected revenues etc). 
22. Therefore, we urge you to make the following changes: 
a. Require Patentees and their Licensees to submit the per-unit cost of the patented invention, in all cases where the commercialisation of the patented invention generates such data; and
b. Require Patentees and Licensees to specify the total sales of the patented invention, in all cases where the commercialisation of the patented invention generates such data .
G. Reasonable Requirement of the Public

23. The proposed FORM-27 format has done away with the following particular: “state whether public requirement has been met partly/adequately/to the fullest extent at reasonable price.” The said change is a welcome measure given that the Patentees and Licensees are known to simply self-attest and casually affirm that their patent has been worked adequately and to the fullest extent possible. 
24. Rather than asking patentees to merely self-attest whether or not the reasonable requirements of the public have been met through the patented invention, the proposed FORM-27 ought to call for more specific information as would enable the Patent Office to make this assessment. In particular, the Patentee ought to be asked to mandatorily submit the following: 
a. A reasonable estimate of the demand for the patented invention in question, in all cases where the commercialisation (or prospective commercialisation) of the patented invention generates such data
b. The extent to which such demand has been met (i.e. availability); and
c. Details of any special schemes or steps undertaken by the patentee to satisfy the demand (viz., patient assistance programs in case of pharmaceutical patents).
25. Therefore, we urge you to please call for the following details, particularly in relation to pharmaceutical patents: 
a. Require Patentees and their Licensees to submit the estimated requirement of the drug per-patient (on a monthly basis); 

b. Require Patentees and their Licensees to submit the estimated availability of the drug to the relevant patient population; and

c. Require Patentees and their Licensees to specify details of Patient Assistance Programs (PAPs), if any.
We sincerely hope that you take the above suggestions into consideration and give them due weightage. After all, we are not adversaries, but collaborators in this enterprise to build the best IP regime for India. 
Most sincerely yours,

Prof. (Dr.) Shamnad Basheer

Honorary Research Chair Professor of IP Law, Nirma University
Founder and Managing Trustee, IDIA
Founder and Chief Mentor, SpicyIP

Pankhuri Agarwal

Managing Editor, SpicyIP

N. Sai Vinod

Advocate, New Delhi

Copy to: 

(1) Dr. W.M. Dhumane

Office of the Controller General of Patents, Designs & Trade Marks

(2) Dr. S. S. Singh

Assistant Controller of Patents
�Shamnad Basheer v. Union of India, W.P. (C) 5590/2015, Delhi High Court, available at https://spicyip.com/wp-content/uploads/2015/05/FORM-27-WP-1R-copy.pdf (last visited on July 7, 2019).





