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I would like to thank the organizers: 
Stefano Bologna, UNIDO Representative; 
Mr Dieter Haller, German Ambassador to Pretoria; 
Mr Olajide, African Union Commission. 

On behalf of UNAIDS, I had the pleasure in participating in the launch of the Southern 
African Generic Medicines Association (SAGMA) this morning. This afternoon’s Conference 
on Local Pharmaceutical Production in Africa is an excellent opportunity to continue the 
discussion on access to quality and affordable drugs in Africa. One of the major challenges 
for universal access to treatment is access to affordable commodities, a problem in both rich 
and poor countries. 

The challenge about local production of pharmaceuticals is primarily in defining what types 
of approach we should have, without running counter to the legal restrictions, as presented 
in the TRIPS agreements, and without damaging incentives for innovation. A strategic long 
term vision is needed to ensure access to medicines for all. 

 

We have seen tremendous gains in the response to the HIV epidemic in recent years  

I focused on global developments in my plenary speech this morning, this afternoon I will 
briefly concentrate on some of the recent successes of the AIDS response in Africa. Thanks 
to smart investments, more than 4 million Africans now benefit from antiretroviral treatment, 
living resourceful, productive lives and raising strong, healthy families. Because we have 
invested in prevention strategically over the past decade, the rate of new HIV infections has 
dropped by more than one-quarter in 22 African countries. The AIDS response is a proven 
engine that accelerates gains across development sectors, from improving maternal and 
child health to mitigating poverty and hunger.  

Also, the AIDS response has long been a launching pad for innovation in science and social 
progress that benefits communities and countries. Furthermore, AIDS funding has 
strengthened health systems, lowered tuberculosis rates and spawned models for chronic 
disease care across Africa’. 

However, major challenges remain in order to sustain this progress in 2011 and beyond. 
Today, across the globe, two people continue to be infected with HIV for every person 
starting treatment - that is more than 7,000 a day. In Africa, less than 4% of patients are on 
second-line therapy and we expect that the percentage of those in need of 2nd line 
treatment will continue to increase.  
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There is a particular urgency in switching children who have been treated from birth with 
first-line ARVs to these second-line drugs once their first-line regimens fail. 

If we maintain the status quo, the AIDS resource needs of sub-Saharan Africa are likely to 
double by 2015. So how, during this time of global economic belt-tightening, do we sustain 
the gains in treatment? 

I now want to take the opportunity to congratulate the African Union for developing in 2007 a 
comprehensive Pharmaceutical Plan for Africa which is the key reference for dialogue on the 
best approaches to the production of medicines in the continent. 

Let me share a few ideas that build on lessons learned from the AIDS response. 

 

Treatment 2.0 and use of TRIPS flexibilities 

In 2001, at the UNGASS session in New York, donor countries said that it was not possible 
to provide low and middle-income countries with access to treatment due to costs, the 
complexity of clinical monitoring and concerns about adherence. 

There has been huge progress in this area. Within ten years, the price of ARVs has 
decreased from US$ 10 000 per person to less than US$ 116 for the least expensive WHO-
recommended first-line regimen in 2010. However, prices are still too high for many low- and 
middle-income countries, especially for second-line regimens. 

Generic antiretroviral medicines from Indian pharmaceutical manufacturers currently account 
for more than 80% of antiretroviral medicines purchased worldwide —supplying the majority 
of low and middle-income countries. 

Sustaining progress to ensure wider access is essential. Countries and bilateral or 
multilateral donors or organizations are increasingly seeking more affordable prices for 
treatment. 

Most patients on first-line regimens will eventually need to be switched to second line drugs 
due to adverse effects or drug resistance.  These second and third line regimens will require 
more expensive and patent-protected antiretroviral drugs. Some projections indicate that 
unless something is done, treatment costs can escalate as much as twenty-fold. 

Current treatment approaches will not be sufficient to provide access to all who need it. 
UNAIDS and other partners advocate for Treatment 2.0— a framework that seeks to simplify 
the way treatment is currently provided, using more effective and better tolerated first line 
regimens, improved point of care diagnostics, and increasing community engagement.  I 
described some of these features I in my presentation this morning. For this approach to 
succeed, innovation is of crucial importance.  

It is also critical that countries, use, where appropriate, the intellectual property and trade 
flexibilities set out in the World Trade Organization Agreement on Trade-Related Aspects of 
Intellectual Property Rights (TRIPS), and the Doha Declaration on the TRIPS agreement and 
public health, in order to reduce the price of HIV medicines and expand access to people 
most in need.  

 

Building regulatory capacity is also critical to facilitate timely access to quality, safe 
and efficacious medicines 

The African Union Pharmaceutical Manufacturing Plan for Africa specifically recognizes the 
need for African countries to strengthen their medicines regulatory systems by pooling their 
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resources in order to achieve public health policy priorities.  

The response to AIDS has provoked innovation in the pharmaceutical industry—such as 
encouraging companies to produce fixed-dose combinations, conducting innovative clinical 
trials and achieving unprecedented price reductions in first-line treatment. Above all, the 
AIDS response has successfully engaged an array of partners to respond innovatively to a 
public health crisis and deliver results for people.  

Local production of high-quality pharmaceuticals is an opportunity to sustain these 
responses over the longer term and put products nearer to those who need them. But it 
requires a strong regulatory environment that can attract private sector investments for the 
manufacture of medicines within Africa. Domestic production could flourish, just as we have 
seen in Asia and Latin America. 

But countries are facing major challenges, including the lack of regulatory capacity. 

Currently, over 50 different National Medicine Regulatory Authorities (NMRAs) work 
independently, using different administrative and technical requirements, without clear time 
lines and, generally, with little transparency. 

A recent WHO assessment of medicines regulatory systems in 26 sub-Saharan African 
countries suggests that, on the whole, countries in isolation do not have the capacity to 
control the quality, safety and efficacy of the medicines circulating in their own markets. 
Clearly, the lack of harmonized technical requirements, processes and capacity for 
medicines registration is a major challenge to timely access to safe and effective medicines 
of good quality for the treatment of priority diseases. 

I take this opportunity to commend the African Union Commission, the NEPAD Agency, 
Regional Economic Communities and other key stakeholders, including WHO, The Bill and 
Melinda Gates Foundation and the World Bank for establishing the African Medicines 
Registration Harmonization initiative (AMRH). In helping African countries to build effective 
medicines registration through regional harmonization, AMRH will definitely make a 
significant contribution to the effective implementation of the Pharmaceutical Manufacturing 
Plan for Africa.  

UNAIDS is fully committed to contribute to this collective effort. 

The role of all stakeholders- those who are at this conference and those who were not able 
to be here, is critical to maintaining the world’s attention to access to affordable medicines. 
The June 2011 High Level Summit on HIV will provide a unique opportunity for this much 
needed mobilization and re-commitment to increasing access to treatment, including for HIV.  

Thank you. 

 

[END]  
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UNAIDS 
UNAIDS, the Joint United Nations Programme on HIV/AIDS, is an innovative United Nations 
partnership that leads and inspires the world in achieving universal access to HIV 
prevention, treatment, care and support. Learn more at unaids.org. 




