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Opening Remarks for Bev Corey at PV in SSA Conference 4/18/12 

 

Thank you for inviting me to this important conference. I am so pleased 

to be here.  

 

As you may know, the FDA established the Sub-Saharan Africa post, 

located at the U.S. Embassy in Pretoria, South Africa, last June.  

 

I serve as the Senior Regional Advisor to Sub-Saharan Africa.  

 

While FDA’s presence in Africa is new, the FDA’s Office of 

International Programs has a 20 plus year history working with foreign 

regulatory counterparts throughout the continent.  

 

The Sub-Saharan Africa region is a tremendous challenge given the 

sheer geographic size and the diversity of capacity among regulatory 

systems.   

 

To best leverage and maximize our resources strategically, FDA takes a 

“regional approach” primarily based on the import of FDA regulated 

products to the U.S. marketplace.   

 

We work with multilateral organizations and regional economic 

communities, such as SADC, EAC, ECOWAS and NEPAD.  

 

A primary goal for FDA is to increase our knowledge base about the 

local regulatory landscape in the region.   

 

We need to better understand the regulatory complexities as well as the 

primary regulatory stakeholders, including governments, industry and 

academia.  

 

 We want to also increase governments’ and industry’s understanding of 

FDA regulations and guidelines for African exports to the U.S. 

marketplace.   
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Further, we are interested in exploring the intersection between 

regulatory efforts, public health, trade and development – and how to 

develop the necessary synergies to effect changes within this 

intersection.   

 

Let me stress that the rationale for this post is part of a broader shift at 

FDA.  

 

As food and medical products increasingly come from overseas,  

 

the FDA must transform itself  from a predominantly domestically 

focused Agency,  

 

operating in a globalized world,  

 

to one fully prepared for a regulatory environment in which product 

safety and quality know no borders.  

 

It is in our best interest, as well as our counterparts’ best interest,  

 

to work together to better understand and regulate the global supply 

chain.  

 

FDA has made great strides over the last couple of years to address the 

challenges of globalization.  

 

In fact, we have just released a new report, titled Global Engagement 

which outlines a number of actions we have taken.  
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The actions fall under seven strategies and include:  

 

(1) placing foreign offices in key strategic locations, like China, 

India, the Americas, and now Africa 

(2) strengthening regulatory capacity 

(3) harmonizing science based-standards 

(4) leveraging knowledge and resources 

(5) risk-based monitoring and inspection 

(6) surveillance preparedness and emergency response 

(7) advancing regulatory science.  

 

But our work is just beginning.  

 

Last year, the FDA Commissioner established a Globalization Steering 

Committee to develop a framework and action plan  

 

to guide the future regulation of FDA imported products.   

 

That work was captured in the FDA report Pathway to Global Product 

Safety and Quality.  

 

It sets forth a plan for us to move from a reactive approach, in which we 

intercept harmful products,  

 

to a proactive approach where we anticipate and prevent the arrival of 

such products to US markets.  

 

 

The strategy has 4 main goals, or “pillars” as we call them.  

 

1. Global collaboration of regulators 

2. Global data systems  

3. Advanced risk analytics- meaning, that we identify signals 

and warnings about potential risks before they occur and 
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build a supporting infrastructure to readily access and 

analyze data 

 

4. Leveraging the efforts of public and private third parties- or 

in other words, give FDA broad oversight  

 

but enlist others to conduct activities like audits and 

inspections on behalf of FDA 

 

The Office of Global Regulatory Operations and Policy, which includes 

FDA’s Office of International Programs and the FDA inspectorate,  

 

has been tasked with implementing the Pathway to Global Product 

Safety and Quality report.  

 

The presence of the Office of International Programs is a concrete 

signal of the FDA’s commitment to becoming a truly global agency,  

 

and moves towards the commissioner’s goal, which she frequently 

mentions, of creating a global safety net of regulators. 

 

So, what does all this mean for FDA’s role in Africa?  

 

In addition to the newly created in-country post,  

 

the FDA has made major contributions to the President’s Emergency 

Plan for AIDS Relief (PEPFAR) program.  

 

Since 2004, the FDA has worked with the World Health Organization to 

evaluate new dosing combinations, as well as generic formulations for 

purchase by PEPFAR.   

FDA uses its well-established generic drugs “tentative approval” process 

to help assure the safety and quality of anti-retroviral products to be 

purchased by PEPFAR funds.  

 



 5 

To date, FDA has ensured the availability of 141 different medications 

that meet manufacturing quality and bioequivalence standards,  

 

resulting in cost savings of $380 million—enough to treat 200,000 more 

people than would otherwise have NOT been treated. 

 

The FDA has also been an expert advisor in the African Vaccine 

Regulatory Forum (AVAREF),  

 

which enhances communication between regulators, encourages the 

adoption of science-based regulatory approaches, and spurred several 

countries to adopt good clinical practice inspections.  

 

AVAREF has also fostered the development of a regional strategy as 

well as sparked the formation of new NGOs dedicated to funding 

regulatory capacity building. 

 

But perhaps the most relevant to all of you here today,  

 

is FDA’s work to understand pharmacovigilance systems in Sub-

Saharan Africa.  

 

Through an interagency agreement with USAID,  

 

we supported the study that you are going to learn about later today.  

 

This meeting is part of the dissemination of these findings  

 

and is designed as a forum where African regulators can come together 

and learn from each other— 

to share best practices and develop tools to strengthen 

pharmacovigilance.  

 

Although it is outside the FDA mandate to build these systems,  
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this study can shed light on the need for strengthening 

pharmacovigilance and post-market surveillance,  

 

and catalyze global health and development communities to do more.   

 

Regulatory systems have not traditionally been part of the broader 

global health agenda.  

 

But with globalization and the intersections between strong regulatory 

systems, development and trade,  

 

regulatory systems are beginning to get attention.  

 

In fact, the US Institute of Medicine, an independent body of health 

experts,  

 

recently released a report on regulatory systems abroad.  

 

It made specific recommendations that international and 

intergovernmental organizations should invest more in strengthening 

the capacity of regulatory systems in developing countries.  

 

Regulatory systems are a cutting edge area for global health.   

 

If we are going to properly protect consumers and patients from the 

dangers posed by our more globalized economy,  

 

we must work together to more firmly position the regulation of 

products 

 within our public health and health delivery systems.  

 

 

Pharmacovigilance is an essential part.   

 

FDA looks forward to participating in this effort in the future.  
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My colleague from the Center for Biologics Evaluation and Research, 

Dr. Hector Izurieta,  

 

will be leading a vaccine surveillance workshop,  

 

and Dr. Gerald Dal Pan, FDA’s lead for pharmacovigilance,  

 

has recorded a video presentation  

 

on the important tools FDA uses to conduct pharmacovigilance.  

 

Thank you for your attention.   

 

 

Now let’s roll up our sleeves and get to work! 
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Talking points: 

 

-The products we use are increasingly coming from overseas 

 

-Ensuring safe food and drugs increasingly depends on other regulators 

around the world 

 

-FDA has been engaged in global activities, including the establishment 

of foreign posts, strengthening regulatory capacity, harmonizing science 

based standards, leveraging knowledge and resources, risk-based 

monitoring and inspection, global surveillance preparedness and 

emergency response, and advancing regulatory science 

 

-But the global marketplace will demand a transformed regulatory 

system, and FDA has embarked on a strategy to do this, called the 

Pathway to Global Product Safety and Quality, which emphasizes global 

coalitions of regulators, global information systems, global information 

gathering and data-driven risk analytics, and leveraging of resources 

 

-The ultimate goal, according to our commissioner Margaret Hamburg, 

is a global product safety net 

 

-FDA’s work in SSA stems from the increased funding for access 

medicines through programs like PEPFAR, and the corresponding need 

for systems to monitor them for safety 

 

-This particular interagency agreement with USAID, the one that has 

made the report and conference possible,  

 

is part of FDA’s goal to be catalytic force for regulatory capacity 

building; though it is outside the FDA mandate to build these systems, it 

can shed light on the need for their strengthening, and spark interest in 

global health and development organizations that can do the on-the-

ground building 
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-The IOM recently released a report calling for the global health and 

development community to invest in regulatory system strengthening  

 

 

 

 
 
 
 


