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Major Trends / Issues in public health and IP for the SA Pharma industry

Ensuring access to affordable healthcare, addressing inefficiencies in the local healthcare environment namely life cycle extension strategies and strategic patenting as well as HIV/AIDS will be key priorities for the South African generic industry. In addition, external factors such as key policy objectives and strategies emerging for the continent such as the SADC Pharmaceutical Business plan and the recent declaration of Free Trade Areas (FTA) could influence, and perhaps impact, on the future strategy followed by the Pharmaceutical industry.

1.
Access to affordable healthcare 

Access to affordable healthcare is a worldwide challenge, more so in developing nations such as Africa were inability to pay remains a major constraint. Currently, 4.8 billion people live in developing countries, representing 80% of the world population. Of this, 2.7 billion representing 43% of the world population lives in poverty, which is one of the factors directly affecting access to medicines in developing countries.
  
In such settings, increasing the use of generic medicines can play a major role in cost containment and facilitating access to affordable, quality medicines. Whilst such policies and objectives have been adopted by most governments worldwide, including South Africa, interventions in national regulatory procedures for approval of generic medicines and the disparaging of generics medicines by multinational, originator companies poses a huge barrier to access.

1.1 Delays and interventions in the national generic regulatory process

In terms of the approval process for generic medicines, multinational companies hold the  Medicines regulatory authority ransom by claiming patent infringement, copyright issues and data protection, consequently creating a barrier to rapid access to affordable generic medicines and at the same time securing longer marketing exclusivity and revenue streams for their medicines.

One such commonly abused practice is the development of Standardised Package Inserts (SPIs) which is a package insert template used for all applications for the same molecule such that it:

· Benefits patients and healthcare professionals in terms of ease of use and for reference purposes. 

· Benefits RA and industry in that it facilitates and streamlines the registration process. 

· Benefits general public in that it expedites the registration of generic medicines thereby enhancing access to medicines. 
· Supports governments’ objectives and constitutional obligations of increasing access to healthcare. 

Also evident, is the deliberate delay in the submission of safety updates by innovator companies prior to registration of the first generic.
The delay in finalization of SPIs by originator companies who claim copyright and patent infringement on the basis of ownership of the information contained in the SPI, delays the entry of generic products, impeding access to affordable medicines. 

This forms part of the strategy employed by MNCs to keep generic companies in a state of uncertainty for as long as possible and in this way prevent competition from cheaper, generic versions.

1.2 Disparaging of generic medicines
One of the biggest challenges facing the generic industry in South Africa is the disparaging of generic medicines by originator companies, who use it as a marketing tool in a bid to secure and maintain market share and hence financial benefit.

Multinational companies deliberately mislead healthcare professionals and the general public regarding the safety, quality and efficacy of generic medicines by questioning the theory and science behind bioequivalence, the registration process and substitutability.

Such practices are on the increase by: 
· companies/associations who claim endorsement of local & international codes of conduct – e.g. Bayer, Pfizer, GSK, Janssen-Cilag, Lundbeck 

· support groups who rely on Pharma funding eg SASOP
· academics as a means of securing research, grants, sponsorships, honoraria
2.
Life-cycle extension Strategies 
The biggest threat to the generic industry is the increasing trend of multinational companies launching their own generics, Pseudogenerics, at least three to four years before patent expiry. 

In the last few years, an increasing number of multinational companies have launched their own generics, pre-patent expiry, by either the creation of a generic arm or the use of an existing generic subsidiary of another multinational company. The aim is to switch patients to the “new” version before the ‘real’ generic becomes available. This now becomes the first to market generic, capturing major market share. Consequently, ‘real’ generic companies are reluctant or prevented from entering the market, jeopardising the long-term sustainability of the generic industry and hampering long term competition and consequently access.

3.
Strategic patenting
Generic companies respect patents, provided that the public benefits at the end of the period through a full disclosure of the invention and the ability to freely use the invention. Innovator companies, on the other hand, try to employ various strategies in order to extend the patent period and hence their monopoly over the market and price. Studies have shown that the innovator companies use patenting as a matter of strategy to maintain their market dominance.

Whilst the current patent legislation in South Africa is progressive and suitable for a new, emerging economy, the generic industry needs to be wary of the following: 

· Patent Filing System - unlike most other countries, patents are not examined or evaluated in terms of innovation and validity but granted as applied for, opening it up to abusive ever-greening practices. In the interest of public health, it is necessary to implement mechanisms to improve the functioning and transparency of the patent system.

· Patent evergreening - a vast number of patents, in order to delay generic entry into the market, are filed covering minor modifications of older existing drugs as well as packaging, dosing, methods of treatment, delivery systems, combinations, biological targets, screening methods, metabolites of APIs, etc. Evergreening strategies are widely used in SA since as a non-examining jurisdiction, patents are not evaluated and granted as applied for. It is costly and time-consuming to prove that a patent is not valid hence generic entry is deterred consequently hindering generic competition, all of which in turn keeps the price of medicines unnecessarily high.

· Innovator lobbying for data exclusivity provisions however this is not a requirement of TRIPS
· Innovator lobbying for the introduction of Patent Term Extensions, also called Supplementary Protection Certificates (SPCs) which in effect increases the patent life of a product beyond the current 20 year period. It is a separate form of protection effective after the patent expires. However, this is no benefit to SA since:

· R&D minimal to none & focus not on diseases of the poor

· Clinical trials done out of convenience rather than investment need
· R&D costs are recovered in developed markets. There is no need to further cover these costs.

Ultimately, public’s constitutional right to access to healthcare should receive higher priority

Measures should be put in place to ensure that originator companies do not unjustly prolong their monopoly, by abusive or anti-competitive behaviour as these practices delay or block the entry of generic medicines resulting in healthcare systems and consumers paying more for their medication, impacting to a greater extent on poor communities and developing countries. 

4.
HIV/AIDS

South African’s ability to curb the growing epidemic will be dependent on many factors amongst them the following key issues relevant to the pharmaceutical industry:

· Access /costs of drugs - locally manufactured ARV drugs vs imports and what does this mean for the local pharmaceutical industry? 
· Access to second line of ARVS - more improved drugs with less side-effects. These are going to be expensive and will have intellectual property rights attached to them. What role will government play? What options will TRIPS offer?
· Need for new fixed-dose combinations - patents on individual compounds can stand in the way of the development of fixed-dose combinations

· Need for new paediatric formulations that are adapted for use in resource-limited settings (e.g. they need refrigeration or access to safe drinking water or are difficult for caregivers to administer in correct doses). It is estimated that 90% of HIV-positive children live in sub-Saharan Africa.

· Establishment of a voluntary patent pool for HIV medicines for use in lower and middle income countries - Will it materialise? Will it offer new ways to stimulate research into neglected diseases? What will be the terms of any licences attached to patent pool? Will originator companies allow generic companies to engage in follow-on innovation to try to come up with improved formulations and combinations that would better serve patient needs in resource poor settings?

New ways to keep medicines affordable must thus be set in motion. Increased competition is the best way to do that.

There is still tremendous potential for even greater generic uptake in South Africa and effective ways to speed up both the registration and the uptake of generic medicines should be investigated, as a means of making healthcare more affordable and accessible to patients worldwide. 

Such measures include improving patent quality, patent assessment procedures, education of patients and medical professional as well as the implementation of measures to promote the prescribing, dispensing, and the use of generic medicines.
5.
SADC 

SADC member countries face similar challenges: - social, economic, trade, education, health, security and political and hence the aim “To build a region in which there will be a high degree of harmonization and rationalization to enable the pooling of resources to achieve collective self-reliance in order to improve the living standards of the people of the region”

Recognised that these challenges cannot be tackled effectively by individual members:  

· SADC Population: 233,944,179

· GDP per capita: ~ 3152 USD today

· 14 Member states – RSA / Lesotho / Botswana / Angola / DRC / Malawi / Zimbabwe / Swaziland / Namibia / Mauritius / Mozambique / Madagascar / Tanzania / Zambia /  

Key policies emanating from SADC that could impact significantly on the South African Pharmaceutical industry are the development of a pharmaceutical business plan 2007-13 and the creation of Free trade areas (FTA).

The Pharmaceutical business plan provides for:

· harmonization of procedures of pharmaceuticals, quality assurance and registration;

· production, procurement and distribution of affordable essential drugs;

· development and strengthening of an Essential Drugs Programme and the promotion of the rational use of drugs;

· development of mechanisms for quality assurance in the supply and conveyance of vaccines, blood and blood products;

· research and documentation on traditional medicine and its utilization; and

· establishment of a regional databank of traditional medicine, medicinal plants and procedures in order to ensure their protection in accordance with regimes and related intellectual property rights governing genetic resources, plant varieties and biotechnology.

SADC Free Trade Area (FTA) aims to ultimately benefit the citizens and residents of the SADC Region and those with whom they conduct trade, business and investment outside the Region.
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� IGWG outcome document, White paper , 2008 – Draft global strategy on public health, innovation and intellectual property.


� EGA – Patent related barriers to market entry for Generic medicines in the European Union.
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