THE PROPOSED AMENDMENTS TO KENYA’S INDUSTRIAL PROPERTY ACT 2001: IMPACT ON ACCESS TO MEDICINES

1. PREAMBLE

The Kenya Gazette Supplement No. 24 (Bills No.13) introduces the Statute Law (Miscellaneous Amendments) Bill 2006 which seeks to amend sections 6(a); 11(2)(a); 58(2); 82 and delete sections 80 (1A), (1B) and (1C) of the Industrial Property Act 2001 (the IP Act).

The Ministry of Health (MOH) formed a task force (see Annex I for members) to study the proposed amendments, analyze their implications on access to medicines in Kenya, and advise the MOH accordingly.  This paper represents the outcomes of the task force’s work.

	BRIEF SUMMARY OF THE STRENGTHS OF KENYA’S IP ACT 2001

· Original development / drafting brought together policymakers, government officials, and an active civil society to advocate side by side for increased access to essential medicines

· Fully TRIPS compliant and accepted by the WTO

· Admirable, aggressive public-health focus: the IP Act prioritizes Kenyans’ lives over corporate profits

· Sufficiently flexible to allow the Government to access generic medicines to serve the public need
· A tool that is concretely used to improve access to medicines: immediately following the IP Act’s enactment in 2002, the first more affordable good quality generic antiretroviral medicines (ARVs) were imported into Kenya – these importations continue today, contributing to increased access to treatment for thousands of Kenyans living with HIV


2. WTO, TRIPS and KENYA’S INDUSTRIAL PROPERTY ACT 2001
2.1 WTO TRIPS and public health
The World Trade Organization (WTO) Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS) outlines the minimum standards for patent protection that Member States must incorporate into their national laws.  Specifically recognizing that applying some of these standards to medicines may adversely affect national efforts to improve access, flexibilities or safeguards are also allowable (indeed, encouraged) by TRIPS.  These flexibilities permit Member States to overcome the patent barrier and access more affordable, good quality generic medicines to address public health issues.

“…TRIPS does not and should not prevent Members from taking measures to protect public health.  …we affirm that the Agreement can and should be interpreted and implemented in a manner supportive of WTO Members’ right to protect pubic health, and, in particular, to promote access to medicines for all.  …we reaffirm the right of WTO Members to use, to the full, the provisions in the TRIPS Agreement, which provide flexibility for this purpose…”          
            WTO Doha Declaration on TRIPS and Public Health, adopted Nov 2001
Although there are numerous flexibilities included in TRIPS, for the purposes of this paper only Government Use and Parallel Importation are in focus.

2.2 Kenya’s IP Act 2001 is fully TRIPS compliant

Kenya’s IP Act was passed into law in June 2001 by Parliament, and came into force by notice on 1st May 2002.  The IP Act incorporates both the necessary minimum standards and the allowable flexibilities of the WTO TRIPS Agreement.  Thus Kenya’s IP Act is considered fully TRIPS compliant.

Kenya, as a developing country with low key health indicators, experiences numerous challenges to the provision of essential medicines to its population.  Of the various and diverse barriers to accessing medicines (including price, quality, rational use, financing, health systems issues, etc), patents are one of the most prominent.  The passing of the IP Act was an important step towards overcoming this barrier, and was widely recognized by government officials, international and intergovernmental organizations, civil society and consumers as extremely acceptable legislation with an aggressive public-health focus.

2.3 Attempts at amending the IP Act were soundly rejected in 2002

Immediately following the IP Act’s enactment in May 2002, when public health advocates were already operationalizing it in order to access more affordable and good quality generic medicines, devious and discreet efforts were also underway to undermine its strength and effectiveness.  An amendment was passed in Parliament in June 2002, again through the otherwise innocuous Miscellaneous Amendments Act, which completely (negatively) redefined one of the Act’s most effective flexibilities, that of Parallel Importation.  Once this change was discovered, it was soundly rejected as having gone against the interest of Kenyans, and was subsequently reversed by HE President Moi in August 2002.  Since then, no evidence has surfaced which would justify such an amendment to the IP Act.
3. PROPOSED AMENDMENTS TO IP ACT 2001

In this section, the relevant sections of the IP Act are reviewed (eg. their origin / justification in TRIPS), the proposed amendments are outlined, and the impact on access to medicines is discussed.

3.1 Sections 6(a) and 11(2)(a) and (b): administrative structures
These sections proposed for amendment affect the administrative functions of KIPI only, and no adverse effects on access to medicines are foreseen.

3.2 Section 58(2): Exhaustion of Rights / Parallel Importation pursuant to TRIPS Article 6
	Current section 58(2) The rights under the patent shall not extend to acts in respect of articles which have been put on the market in Kenya or in any other country or imported into Kenya.

Proposed amendment The rights under the patent shall not extend to acts in respect of articles which have been put on the market in Kenya or in any other country or imported into Kenya by the owner of the patent or with his express consent.


Justification of this section The section centres around “Exhaustion of Rights.”  The provision limits the power of the patent holder in so far as supply, and by extension price, of their medicine is concerned.  Once a medicine has entered the market, intellectual property rights that allow for the control of the medicine are “exhausted” and the medicine can be traded freely.  The theory is that the first sale of a medicine by the patent holder or its licensee depletes the special rights he or she has over that medicine; consequently the resale of the medicine is free from those rights.

The price of the same medicine often varies widely from country to country depending on various factors, such as average incomes and the degree of competitiveness in the market.  Parallel Importation, one factor of the concept of exhaustion, allows government, procurement agencies, and independent distributors to “shop around the world” for the best price of a medicine, and then import it (and even resell it) in competition with patent holders.  Parallel Importation is not prevented by TRIPS, and is carried out as a means to inhibit unfair practices.

Parallel Importation offers the following advantages:

· The best prices are available for the same medicine anywhere in the world.

· A regular supply is better ensured by allowing numerous autonomous distributors in the market.

· There is no need for the importer to obtain a compulsory license.

· There is no need for the importer to pay royalties (compensation) to the patent holder.

It must be noted that Parallel Importation is not about counterfeits.  The IP Act Regulations specify that Parallel Importation is for medicines which have been legitimately put on their market of origin; the implications of the use of the word legitimately are twofold.  First, it implies that there was adherence to the national legislation in the medicine’s country of origin.  Second, it implies that the medicines are assured quality.  Counterfeits are an issue for Kenya’s medicines regulatory body (the Pharmacy and Poisons Board), and are completely irrelevant to the patent / IP Act / Parallel Importation debate.

Impact of the proposed amendment on access to medicines
· Medicines would only be imported into Kenya which were put on the market abroad by the patent holder or its licensee: essentially, one foreign company would control the import, stocking and sale of any patented medicine in Kenya. Indeed, the maximum possible control of the medicine would be given to its patent holder.

· The opportunity by Kenyans to shop around the world for the most affordable medicines without the fear of legal action by the patent holder or licensee would cease.

· The cost of many essential medicines would significantly increase.

· There would be delays / interruptions in the procurement process because of mandatory negotiations with the patent holder before any patented essential medicine could be imported into Kenya.

3.3 Section 80(1A)(1B)(1C): Government Use Order Pursuant to Article 31 of TRIPS

	Current sections 80 (1A),(1B),and (1C)

(1A) Upon exercising the powers conferred upon him under subsection (1), the Minister may, notwithstanding any of the measures set out in this section, authorize by written order the importation, manufacture or supply, or authorize the utilization of any molecule or substance whatsoever by any individual, corporation or society as named or described by any individual, corporation or society as named or described in the order without notice to the patent holder or any other notifiable party, and such order shall remain in force until revoked by the Minister in writing, after giving six months’ prior notice of his intention of such revocation to the party named or described in the order.

(1B) An order made under the subsection (1A) shall not require the payment of compensation to the owner of the patent or license holder or any other party so interested.

(1C) The Minister shall, notwithstanding any of the measures set out in this section, authorize the utilization of any process for the manufacture, sale or supply of any molecule or substance whatsoever by any individual, corporation or society as named or described in the order, and such order shall remain in force until revoked by the Minister in writing, giving six months prior notice of intention of such revocation to the party named or described in the order.
Proposed amendments

(1A) Delete

(1B) Delete

(1C) Delete


Justification of this section The section centres around the ‘utilization of patented inventions by the government or by persons authorized by the government’, and is commonly known as Government Use Order.  The Government Use Order is a license authorizing the government (or its official agent) to exploit a patent for its own non commercial purposes in order to serve the public interest – either to satisfy the health needs of the population, or to remedy anti-competitive practices by the patent holder.
Because patents are economic privileges granted by the government, the Government Use Order is a method to ensure these privileges do not act against the interest of Kenyans and are not abused.

The advantages of the Government Use Order in Kenya’s IP Act include:

· The government is not required (a) to inform or (b) hold prior negotiations with the patent holder, and thus can act immediately to license the manufacture or importation of a generic medicine needed to serve the health needs of Kenyans.

· The mere possibility to use such an Order offers the Government leverage during price negotiations, the outcomes of which often bring prices down significantly.

Impact of the proposed amendment on access to medicines
· The Government would be required to negotiate with a patent holder, even in cases when they have abused their rights.

· The Government’s ability to address serious problems of medicines supply during emergencies or abuse of rights would unnecessarily limited.

· There would be significant and unnecessary delays in issuing a Government Use Order license because of consultation and negotiation requirements.

4. SUMMARY OF THE TASK FORCE RECOMMENDATIONS TO MINISTRY OF HEALTH

Because Kenyans’ lives come before corporate profits, because the proposed amendments threaten Kenya’s treatment programs, because the government should not surrender its right to limit the privileges it has granted when it addresses critical public health issues facing the people it serves, because thousands of Kenyans fought for this Law in 2001, and because thousands more are benefiting from it today, the task force recommends to the Ministry of Health that  there should be no amendments made to Section 58(2), or to Sections 80(1A)(1B)(1C) of the IP Act 2001.
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