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I submit these comments in my individual capacity as an international intellectual property law scholar and as Policy Analyst for Health GAP, an HIV/AIDS advocacy organization.  I will address the questions below.

1.           Are  guidelines necessary or required for the issue of compulsory licences? Can it be argued that it is inadvisable to fetter the discretionary power of government relating to the circumstances in which compulsory licences should be issued, and thus such guidelines should not be applied to Category I CLs but be restricted to Category II CLs? Even the latter are issued through the exercise of quasi judicial powers by the Controller. Will the issue of guidelines to trammel her subjective satisfaction be desirable? Should therefore such guidelines be restricted to the royalty payment to be awarded while issuing a CL? 

Although guidelines are not necessary or required for the issuance of compulsory licenses, it may be useful to specify circumstances where compulsory licenses might be used under existing law without thereby restricting their application to other unspecified circumstances.  Article 31 of the TRIPS Agreement is specific with respect to certain procedures that must be followed, which might therefore be further specified by governmental guidelines, but is completely silent with respect to the grounds upon which a compulsory license might be granted.  Accordingly, the Government of India could choose to clarify procedures for the issuance of compulsory and government use licenses while at the same time giving only an indicative, non-exclusive list of the substantive circumstances warranting such licenses.

With respect to procedural guidelines, for example, the Government might specify, in Category II cases, how long a license seeker must negotiate on commercially reasonable terms with a patent holder before seeking the issuance of a compulsory license.  A shorter time period is obviously preferable to an open-ended time period.  Likewise, the government can specify at least some of the terms it deems commercially reasonable or commercially unreasonable.  The government could also specify expedited administrative procedures and appeal processes provided and prevent injunctive relief during the appeal process.  (As discussed further below, the Government might also issue remuneration guidelines.)

Substantively, however, it would be unwise to fetter the discretion of the Government with respect to either Category I or Category II licenses, though again it might be advisable to specify circumstances of certain usage without thereby excluding the possibility of other uses.  As a general matter, in the context of access to medicines, it would be extremely unwise to limit the use of compulsory or government use licenses to specific diseases or health conditions or to health matters of extreme urgency.  Compulsory licenses under Article 31 can be issued on any ground whatsoever, and certainly on any health-related ground.  With respect to health-related emergencies or matters of extreme urgency, there is some threshold of health exigency which is required because of the suspension of obligations to enter into preliminary voluntary licensing negotiations with patent holders on reasonable commercial grounds and for a reasonable period of time.  However, many health needs can become a matter of urgent priority because of the number of people affected, the degree of infectiousness, or the severity of morbidity and/or mortality.  As your Background Paper mentions, cancer, diabetes and other chronic diseases can become matters of extreme urgency, not just HIV/AIDS, tuberculosis or malaria.

Your question suggests that there might be unfettered discretion with respect to Category I compulsory licenses but not Category II, but I disagree with that proposition at least as far as TRIPS is concerned.  It’s true that the governing legislation at present is limited to circumstances where there is insufficient supply, unaffordable price, or lack of domestic manufacturing, but this list could reasonably [and should] be expanded in the future to allow compulsory licenses upon application for any legitimate purpose.  For example, if India were to decide that it wanted redundant sources of supply even in the absence of existing supply constraints, it could legitimately do so under TRIPS.  Likewise, India could reasonably decide under TRIPS that it wanted to facilitate the production of rational fixed-dose combination medicines combining the patent protected technologies of several rights holders.  Already, and again in compliance with TRIPS, there are circumstances where Indian courts are issuing the equivalent of judicially granted compulsory licenses in respond to public health needs.  Finally, compulsory licenses are available under TRIPS to remedy anti-competitive practices and to do so on an expedited basis (no prior negotiations required), with reduced or zero royalties, for longer time periods, and without limitations as to what proportion can be exported).  India should not adopt Guidelines that would serve to deter application of compulsory licensing to these additional circumstances.

On the other hand, as the question suggests, the issuance of royalty guidelines might be appropriate.  India must provide adequate remuneration based on economic value and the circumstances of the case, but that requirement does not prohibit the issuance of royalty guidelines as has been done previously by several governments.  The royalty or remuneration guidelines could set a presumptive royalty rate, a rate that might be adjusted upward or downward based on specified factors, or a rate within a range.  The main point is to make the guidelines easy to use and administer, to pay a royalty based on the value in the country of consumption, and to facilitate a low-price for the licensed medicine while still providing some compensation to the right holder.
 
2.           Do the requirements for issue of a notification by the Central Government (national emergency; extreme urgency; public non commercial use) under Section 92 require amplification through issue of guidelines? Further are these grounds sufficient to meet all the circumstances and exigencies that may necessitate issue of a compulsory licence? Does the term public non commercial use necessarily imply free distribution? Should such distribution be confined to government channels? Should drugs for treating diseases like cancer or diabetes should also fall within the ambit of CLs? Should such notifications be confined to public health emergencies? Are there other valid circumstances when such provisions can be invoked?

Article 31 requires government notification as soon as reasonably practicable in emergencies or matters of extreme urgency or promptly in the case of government use, but only when the Government learns of the right at issue and without imposing any prior obligation to ascertain the IP status of the product or process at issue.  Nonetheless, the Government of India could reasonably specify the type of notice to be given and its mode of delivery to create legal certainty both for government officials and right holders.

As discussed above, I think the current compulsory licensing scheme is drafted more narrowly that is desirable and that the Government could adopt a broader scheme that allows licenses on any ground upon proper application.  These licenses could then apply to non-emergency health needs that are important but not necessarily critical.  Such licenses could apply to both public and private sectors.

The term public, non-commercial use does not mean that the medicines must be distributed free of charge or that the entity that makes them cannot earn a commercially reasonable rate of return.  Public non-commercial use, as a concept, applies both to circumstances where the government uses the patented invention for its own internal purposes, essentially as covered by Section 100(1), and to circumstances where the government procures and distributes the medicines for example in it public-sector health programs or publicly-supported health insurance programs.   As long as a public purpose is being satisfied and as long as the medicine is not being resold or redistributed by the government on a commercial or profit-making basis, there is no problem under TRIPS.  Although applying cost-recovery or user-fee payments for medicines is ordinarily bad policy in terms of reaching the poor and encouraging uptake of medicines, it is not prohibited by TRIPS.

You have asked a separate question whether non-commercial use could be confined to government channels, which presumably means public-sector clinics and pharmacies.  I can imagine circumstances where the government decides to use private sector pharmacies to aid in the distribution of needed, publicly-subsidized medicines especially where existing governmental services are weak.  In these circumstances, the medicines would be made available for an allowable public health purpose.  To satisfy the non-commercial requirement, the private pharmacy should be entitled to only a reasonable dispensing fee only and the government should guard against allowing additional mark-ups which might be considered “commercial.”

As stressed in a previous answer, it is highly desirable that India adopt policies that allow compulsory licenses for all health needs, and certainly for diseases like diabetes and cancer.  Likewise, as stated previously, India could reasonably conclude that such diseases are matters of extreme urgency and thus justify recourse to more expedited procedures.  But the main point is that TRIPS contains no substantive restrictions on compulsory licenses whatsoever as to which health conditions justify a compulsory license.  The Doha Declaration on the TRIPS Agreement and Public Health clarified that governments have absolute discretion to make those determinations on their own as to the grounds for compulsory licenses and as to what health needs are matters of extreme urgency.

Under TRIPS, notification is required with respect to emergencies or matters of extreme urgency as soon as reasonably practicable.  Likewise, with respect to government use (public, non-commercial use), the right holder should be notified promptly, but there is no independent obligation to conduct a patent search.
 
3.           How should recourse to   issue of a compulsory licence under section 92 and recourse to use by the Central Government of an invention under Section 100 be differentiated in the matter of use?    Under what circumstances should each be invoked?

To some extent, Section 100 is redundant to Section 92.  Substantively, making, using, exercising or vending a patented invention for the purposes of the Central Government, a State Government or a government undertaking is included within the concept of public, non-commercial use specified in Section 92. Procedurally, however, Section 92 is much more burdensome given recourse to opposition procedures, etc.  In addition, Section 100 allows direct action by the Central Government to take and use or authorize the use of a patent by a third party without additional authorization by the Controller of Patents.  For these procedural reasons, it might be better to invoke Section 100 rather than Section 92.
 
4.           Can products manufactured under a Category I licence be effectively distributed solely through government channels? Does issue of Category I CL envisage sale of the compulsory licensed goods    outside the ambit of government and   in the market?  

I have answered this question briefly above.  Government use licenses that pursue a public, non-commercial purpose can use public and non-public sector systems to accomplish their aims.  So, if the government wanted to supply anti-malaria medicines on an affordable basis through public and private sector pharmacies by purchasing or subsidizing the licensed medicines, it could do so, but it should guard against recommercialization and high mark-up on the medicine while allowing a reasonable dispensing fee in the private pharmacy.
 
5.           The Competition Act 2002 does not explicitly provide for issue of Compulsory Licences as a remedy for anti competitive practices. However, Section 27(g) empowers the Competition Commission to pass ‘such other order or issue such other directions as it may deem fit’. Further Section 90(ix) of the Patents Act recognizes that CLs can be granted to remedy a practice determined, after judicial or administrative process to be anti competitive. Should CLs be issued on the basis of anti competition law – if it is determined that companies have abused their dominant position in the market or engaged in unfair competition?  

Competition-based licenses are highly desirable for several reasons.  First, they pursue an independent government purpose of preventing and redressing anti-competitive conduct.  However, in terms of access to medicines, they have additional advantages:  (1) under TRIPS Art. 31(k) there is no requirement of prior negotiations, (2) the royalty rate might be lower or even zero, (3) the term of the license could be extended if the risk of anti-competitive behavior continues, and (4) the quantity that might be exported is unlimited.  In this context it is important to clarify that India has a high degree of flexibility under TRIPS to specify what it considered to be anti-competitive behavior.  For example, refusal to license on reasonable terms can be considered anti-competitive as can excessive pricing.
 
6.           Should working of a patent in the territory of India be interpreted to mean that it should be manufactured within the territory of India?  Under what circumstances should the provisions of Section 84(7) (e) regarding working of the patent being prevented or hindered by importation from abroad be applied? 

Non-working, meaning not making available for use or failing to meet reasonable requirements, is ordinarily interpreted to mean that need is not satisfied either by local production or importation.  Before invoking non-working as the basis for a CL, the Paris Treaty requires the 3-year waiting period as codified in Section 84.  It is important to note, however, that non-working is the only grounds requiring this waiting period and thus Section 84 undesirably extends the waiting period to other circumstances involving unreasonable pricing or failing to manufacture in India.  

Local working is the term that is often applied to requirement that the patented product actually be produced with some local input in the patent territory, in this case India.  Such terms were common historically because of a desire to build domestic industrial capacity and to utilize local content and labor.  Although Article 27 of the TRIPS Agreement prevents discrimination against imports, other provisions support transfer of technology and economic developing in low and middle income countries.  Moreover, Article 31 gives countries broad discretion to grant compulsory licenses on non-emergency grounds that could include development and utilization of local manufacturing capacity.  The local working issue is not yet fully settled in TRIPS jurisprudence, but the better view, in my opinion, is that developing countries like India have some discretion to require some degree of local production and to enforce that measure by means of compulsory licenses in appropriate circumstances.
 
7.           How should the essential elements of a Category II CL outlined in Para 54 and 55 above be proved by the applicant to the satisfaction of the Controller? 
 
At present, Section 84 permits opposition procedures.  In these circumstances, rather than requiring formal prove of excessive pricing or a lack of local production by the applicant, India could place the burden of producing evidence and proving the lack of such conditions on the rightholder.  In other words, simple allegations by the applicant should suffice, whereupon it is the burden of the rightholder to establish that its prices are reasonably affordable or that it is working the patent through manufacture in India.

8.           What should be the basis for royalty payments to compensate for CLs? Should a uniform stance be   taken for Category I CLs; Category II CLs and Central Government use of inventions? Or should a differential approach be adopted?
 
The TRIPS Agreement requires the Government of India to pay adequate compensation for government use, but it does not authorize a different standard with respect to the type of involuntary license granted except with respect to licenses designed to remedy anti-competitive practices.  Accordingly, I believe that India should adopt a uniform royalty approach for both Category I and Category II licenses.   

This requirement could be reasonably modified, however, in circumstances where India (or perhaps even other governments) had provided public support for the research and development of the patented medicine, in which case it could retain rights to pay lesser or no royalties whatsoever.

9.           Should payments to the patent holder include a component of solatium as indicated in Para 62?  How should such a solatium be arrived at? Should the aggregate royalty and solatium be fixed at say 10% of the generic price?
 
I do not believe there is any obligation under TRIPS to pay a solatium to the right holder.  The right holder receives the grant of a patent with the realization that the government retains rights to issue compulsory licenses.  In these circumstances, additional “injured feelings” or non-economic losses (assuming corporations have feelings!) are inherently unreasonable.

10.         How can the operational constraints in the implementation of the August 30 decision be resolved during the course of issue of CLs under Section 92A? 
 
Production-for-export under Section 92A should be made as simple as possible.  Indeed, there are interpretations of Article 30 of the TRIPS Agreement that it too would permit compulsory licenses for export to countries with insufficient manufacturing capacity without all the procedural steps and hurdles of the August 30 Decision system.  There is a proposal for TRIPS-compliant legislation in Canada that would allow a single-step compulsory license for export that would apply to all patents on all medicines for all quantities to all eligible countries.  This type of procedure is far preferable to drug-by-drug, country-by-country, quantity-by-quantity licenses.  

In addition, it would be desirable for India to join other countries in investigating the operational viability of the August 30 Decision system and insisting on changes to the extent the it does not provide an easy to use system for exporting medicines to countries with insufficient manufacturing capacity.  In the meantime, India could also directly adopt a TRIPS-compliant Article 30 solution that would simply allow export, upon application and upon humanitarian grounds, to countries that lack manufacturing capacity for specific medicines or medicine more broadly.

11.         While originally applying for a patent, the applicant is required to disclose complete specifications of the invention, as well as the best method for working it. However, there may be an incentive for the patentee to limit the description in the patent resulting in critical portions of the technology remaining undisclosed. This may cause delay in working   of the CL. should such a problem of insufficiency of information in the Patent application arise in relation to the issue of a CL, how should it be addressed?
 
It should be permissible under the described circumstances to order the production of some of the undisclosed know-how.  TRIPS in general, and Article 31 in particular, do not prohibit such limited disclosure in the public interest.

12.         Should the Controller be obligated to examine and take a final view on all CL applications within a specified time period?   What should be this time period? Should this time period be the same for Category I and Category II CL applications?  

It is important to note that the Controller is not involved in the issuance of Section 100 licenses, which are one form of TRIPS-compliant government use licenses.  At present, it is extremely undesirable that Category I licenses are subject to complex notification and opposition procedures.  The whole purpose of expedited procedures under Article 31 with respect to emergencies, matters of extreme urgency, and public, non-commercial use is the secure prompt access to patented technologies when the government needs to do so in exigent circumstances or for its own governmental purposes.  Given the undesirability of the existing system, it should at least be made as expeditious as possible by giving the Controller a short timeframe within which to grant the license.  In the absence of a timely decision by the Controller, a license should issue automatically.  One might argue that the timeframe might be longer for non-emergency and non-government use licenses.  However, even here the time frame should be expeditious so as to achieve generic competition and lower prices.  I would think that 30 days is sufficient for Category I licenses and 60-90 days for Category II licenses.
 
13.         Should publicly funded Indian research organizations stipulate while selling/ transferring patents to Indian private sector companies that the ownership of patents will revert to these organizations in case the ownership of those companies passes on to foreign hands?
 
The Government has identified a perplexing problem in terms of increased foreign ownership of Indian pharmaceutical companies by major multinationals.  Since these patents are the Government’s to begin with, it does have a proprietary interest to identify circumstances of reversion or march-in or licenses-of-right.  However, the TRIPS Agreement also has provisions addressing national treatment, which prohibits differential treatment with respect to intellectual property rights based on the nationality of the right holder.  Since patent holders ordinarily have a right to sell or dispose of their assets, nationality-based distinction might get India in trouble, though this issue has not yet been adjudicated to my knowledge.  

I think the larger issue, of some importance, is the issue identified in the Background Paper that the acquisition and merger of Indian pharmaceutical companies by Big Pharma may undermine India’s ability to use compulsory licensing as a tool for increasing accept domestically and abroad for more affordable medicines of assured quality.  When acting as junior partners to Big Pharma, Indian subsidiaries may be unwilling to seek their own compulsory licenses or even to satisfy government use licenses.  This issue must eventually be addressed.
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