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Anthony Boni Presentation, April 18, 2012 
 
Good morning colleagues and friends. 
 
ACKNOWLEDMENTS 
 
It is our honor to have the presence of Dr. David Kiima, representing the 
Minister of Medical Services, Government of Kenya.  I also want to 
recognize the presence of Dr. Francis Kimani, who is the Director of 
Medical Services at the Ministry of Medical Services, Dr. K.C. Koskei, 
Chief Pharmacist of the Ministry of Medical Services and the Registrar of the 
Pharmacy and Poisons Board, and Dr. Fred Siyoi, Deputy Registrar, 
Pharmacy and Poisons Board, who is also our esteemed chairman for the day 
and chair of the Local Organizing Committee for this Africa 
Pharmacovigilance (PV) Meeting 2012.  I also thank him for welcoming us to 
Nairobi.   
 
Also with us today are colleagues and friends from the WHO Country Office 
in Kenya and from outside of Kenya, Dr. Shanthi Pal from WHO in Geneva, 
Dr. Alex Dodoo from the WHO Collaborating Center in Accra, Ghana; Dr. 
Hightower from the WHO African Partnerships for Patient Safety Alliance; 
and Dr. Patrick Zuber from the WHO vaccine safety program in Geneva.  
Tom Bollyky of the Safety Surveillance Working Group of the Bill and 
Melinda Gates Foundation has also joined us.   
 
I am also happy to see Ms. Margareth Ndomondo-Sigonda, a colleague of 
many years standing, from the African Medicines Regulatory Harmonization 
Initiative, regulatory authorities from nearly 30 countries including Dr. Paul 
Orhii from Nigeria and Dr. Isabel Margareth from Angola, and colleagues 
who traveled far to be here from Asia – from the Philippines, Thailand, and 
Vietnam.  I also want to recognize my colleagues from the United States 
Food and Drug Administration (FDA), Dr. Hector Izurieta, who will be 
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conducting the vaccine surveillance workshop, and Dr. Beverly Corey, 
whom you will hear from next.  Lastly, I want to recognize the many other 
public health professionals who will be sharing their experiences with us over 
the next three days.  I understand there are in total 104 participants from 34 
countries in attendance. 
 
My thanks go to my friend and colleague Dr. Wangai for her introduction.   I 
am here welcoming you today on behalf of the on behalf of the 
USAID/Washington Global Health Bureau (GHB), in particular the Health 
Systems Division of the Office of Health, Infectious Diseases and Nutrition, 
and the USAID/Kenya Mission, which supports Kenya’s work in 
pharmaceutical management and pharmacovigilance (PV) through the Health 
Commodities and Services Management program (HCSM).  USAID has had 
a long-standing relationship with the government of Kenya over the last 
decade starting with the earlier Rational Pharmaceutical Management Plus 
program, then the Strengthening Pharmaceutical Systems program (SPS) and 
now the SPS Associate Award, the HCSM program.   
 
KENYA ACHIEVEMENTS IN PHARMACOVIGILANCE 
 
As the hosting country for this important event, Kenya has evidenced 
significant achievements in pharmacovigilance.  We are very impressed with 
the Pharmacy and Poisons Board’s (PPB) efforts in advancing 
pharmacovigilance including its leading role in monitoring product quality, 
making regulatory decisions based on pharmacovigilance data, and providing 
proactive safety communications to consumers.  You will find interesting 
stories in Kenya’s country testimonial written by fellow pharmacovigilance 
advocates; it is available in your binder.    
 
I also want to acknowledge PPB’s advances in post marketing surveillance, 
especially the meeting two weeks ago to disseminate reports of the PMS 
surveys.  I understand the forum was organized by the PPB in collaboration 
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with the National AIDS and STI Control Program (NASCOP), the 
Department of Malaria Control (DOMC), the Division of Leprosy, TB and 
Lung diseases (DLTLD), and the HCSM program.  In this regard Kenya is 
one of the countries integrating PV activities across all the public health 
programs.  
 
ROAD MAP TO THIS CONFERENCE   
 
What I would like to share with you in these opening remarks is a road map, 
so to speak, that explains how we have gotten to where we are today, 
supporting and promoting pharmaceutical management and 
pharmacovigilance from a health systems perspective.  I also want to 
highlight the critical importance of this meeting as part of on-going efforts to 
assure therapeutic effectiveness and patient safety through the use of needed 
tools and approaches.     
 
CHANGING MEDICINES LANDSCAPE AND THE SPS PROGRAM 
 
Over the last decade the increased availability of medicines has represented a 
wonderful public health opportunity as well as a considerable challenge for 
health systems.  The Strengthening Pharmaceutical Systems (SPS) program 
was designed in 2006 specifically to address the systems issues involved in 
the scale up and expansion of treatment programs. 
 
It became clear very quickly from country experience that increased access to 
essential medicines also signified a greater need for pharmacovigilance to 
monitor and promote their safety and effectiveness.  This included the need 
for client-based information systems relating to individual patient profiles, 
adverse event reporting, and active surveillance of specific medicines and 
patient cohorts.  At the same time, there was growing recognition that 
product quality had to be assured and that we had to promote systems 
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strengthening interventions to preserve the effectiveness of currently 
available therapies and contain the emergence and spread of drug resistance.  
 
I must say that making the case for increased investments in medicine quality 
assurance, pharmaceutical services, patient safety and pharmacovigilance has 
not been an easy sell, as all global health initiatives, including the President’s 
Malaria Initiative (PMI), the President’s Emergency Plan for AIDS Relief 
(PEPFAR) and the Global Fund, are largely focused, from a pharmaceutical 
management perspective, on supply chain management and product 
availability.  The resources devoted to other critical areas of concern are not 
commensurate with the needs given the emerging challenges in the context of 
health program expansion.  There is clearly a continuing urgency to advocate 
for a patient-centered approach.  
 
GLOBAL HEALTH BUREAU OBJECTIVES  
 
With the new Obama administration in 2008, the USAID Global Health 
Bureau (GHB) underwent a strategic review of its portfolio and projects, 
assessing their mandates and roles related to the six WHO Health Systems 
Building Blocks.  I had the opportunity to serve as the technical co-lead of 
the Medical Products, Vaccines and Technologies Building Block.  My job 
was to gain consensus among the many USAID Global Health projects about 
the Bureau’s overarching objectives. Many of these projects are commodity-
related, disease-specific, and focus only on procurement of commodities and 
supply chain management; they enjoy considerable resources for technical 
assistance.   
 
The programs I am responsible for cut across all health areas and are the only 
ones that do not procure commodities.  In fact, the Promoting the Quality of 
Medicines Program (PQM) program, about which Dr. Karim Smine will be 
speaking tomorrow, is the only Bureau Project that seeks to strengthen 
quality assurance mechanisms at the country level by improving medicines 
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quality control laboratories and programs for post-marketing surveillance of 
medicine quality, in addition to collaborating with worldwide efforts to 
combat counterfeit and substandard medicines.   
 
After considerable debate, and based on the mandates of the different projects 
in the Bureau, we arrived at three health systems strengthening objectives.  
These were expressed in technical terms but ultimately we had to come up 
with a one minute elevator message that could be easily communicated to 
interested parties.  I think the greatest tag line ever is “no product, no 
program,” the successful slogan of a USAID project working in supply chain 
management – the first objective.  I decided to follow that with another one, 
“no services, no health outcomes” – the second objective.  And if the 
products are not of assured quality, all other investments are negated – the 
third objective.  In short, three objectives:  access to medicines, effective 
pharmaceutical services, and assured drug quality.  
 
I mention this GHB process because I have become convinced that we have 
to ride the health systems strengthening (HSS) bandwagon and articulate the 
need for effective pharmaceutical services, focusing attention on the 
importance of appropriate medicines use, pharmacovigilance and patient 
safety to achieve desired health outcomes.  This means that we need an 
effective communication strategy to educate various constituencies and 
position pharmacovigilance in terms of HSS in order to garner needed 
financial resources.  We must successfully move the focus from the product 
to the patient.  
 
PRESIDENT OBAMA’S GLOBAL HEALTH INITIATIVE 
 
In 2010, there was another important road map element.  President Obama 
introduced the USG-wide Global Health Initiative (GHI) to integrate global 
health efforts throughout the USG, with its core principles being strategic 
coordination and integration; country ownership; working with key 
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international stakeholder organizations and partnerships;  promotion of 
research and innovation; improvement of metrics and M&E; and, most 
importantly, health systems strengthening to support sustainability.  
 
These principles not only aligned with the stated objectives of the SPS and 
PQM programs but they also provided an entry point for pharmacovigilance 
and patient safety as imperatives for health systems strengthening, as they are 
inextricably linked to efforts directed toward increasing access to essential 
medicines.  GHI also provided the platform for collaborative efforts among 
USG agencies to strengthen regulatory capacity, as will be noted shortly. 
 
PHARMACOVIGILANCE: THE HEALTH SYSTEMS PERSPECTIVE 
 
Recognizing the importance of pharmacovigilance, both the SPS and PQM 
programs worked to bring countries into the WHO Programme for 
International Drug Monitoring.  At the same time, however, there was a 
growing concern about the fact that information was not being used 
effectively at the country level for policy and clinical decision-making 
purposes.  To address this gap and enable countries to use PV data for 
improving treatment outcomes, SPS began providing support for 
strengthening PV systems, including supporting active surveillance activities 
in a number of countries; these efforts identified critical systems issues that 
had to be addressed.   
 
Concurrently, the SPS PV team discovered that very little if any literature 
existed on approaching PV specifically from a health systems strengthening 
perspective. This fact coupled with an understanding that few countries 
possessed the structures, systems, or resources needed to conduct PV and 
ensure patient safety in this era of vastly increased access to medicines, SPS 
developed the seminal paper entitled Supporting Pharmacovigilance in 
Developing Countries: The Systems Perspective. 
 



7 
 

The SPS conceptual framework provides a comprehensive systems 
perspective for monitoring safety and effectiveness, including an operational 
strategy that encompasses the full spectrum of medicine safety (ADRs, 
medication errors, product quality, and therapeutic ineffectiveness).   It 
stresses the intersection of people, functions, and structures to arrive at local 
decisions that prevent medicine-related problems and reduce morbidity and 
mortality.  This approach highlights the need for building capacity to 
undertake both passive and active surveillance activities and the 
complementarity of the two approaches in ensuring a robust system for 
addressing medicine safety issues.   
 
Next, recognizing the gap in performance metrics and the need for a tool to 
monitor and assess pharmacovigilance systems, SPS developed the Indicator-
based Pharmacovigilance Assessment Tool (IPAT) through a rigorous and 
consultative process with key stakeholders within the PV community.  The 
IPAT tool informs the development and implementation of a customized 
system improvement model.   
 
The PV conceptual guidance and the IPAT assessment tool allowed the SPS 
program to assist countries in conducting pharmacovigilance assessments in 
order to understand and improve upon the structure and performance of their 
medicines safety and risk management systems.   
 
AFRICA PHARMACOVIGILANCE MEETING 2010 
 
These activities served as the impetus for SPS to organize with the 
Government of Kenya the Africa Pharmacovigilance Meeting 2010 here in 
Nairobi, which was attended by more than 100 participants from 30 
countries, including many of you, and served as a global call to action, 
particularly within sub-Saharan Africa.  
 
As you can see, we do like Kenya!   
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The conference discussed the systems-oriented approach towards building, 
strengthening, and optimizing pharmacovigilance and medicines safety 
systems at the country level.  It focused on how countries can assess their 
pharmacovigilance systems and develop phased interventions as part of a 
comprehensive national medicine safety program.    
 
The systems-related pharmacovigilance efforts attracted the interest of 
regulatory authorities including the U.S. Food and Drug Administration, 
which at the same time as USAID and other USG agencies, was aligning its 
global health efforts with Obama’s GHI, while exploring its role in securing 
and sustaining a global supply chain for safe and quality products.  Our next 
speaker, Bev Corley of the FDA, will have more to say in this regard.   
 
USAID/FDA COLLABORATION IN PHARMACOVIGILANCE 2010 
 
In 2010, USAID and the FDA signed an interagency agreement.  The FDA 
provided funding for SPS to conduct an assessment of pharmacovigilance 
and the safety of medicines in Sub-Saharan Africa (SSA), with the stated 
objectives of:   
 

• Providing a comprehensive description and analysis of national PV 
systems in SSA countries 

• Identifying replicable and successful experiences and classifying 
countries based on performance 

• Mapping out how donor agencies and global health efforts are 
contributing to pharmacovigilance in SSA countries, and  

• Recommending options for enhancing PV systems 
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SIAPS AND THE SECOND USAID/FDA COLLABORATION 2011 
 
Within this context USAID awarded the Systems for Improved Access to 
Pharmaceuticals and Services (SIAPS) Program in 2011, as a ‘Next 
Generation’ systems strengthening initiative.  SIAPS builds on and expands 
upon the work of the SPS program, with the objective of assuring the 
availability of quality pharmaceutical products and effective pharmaceutical 
services to achieve desired health outcomes.  
 
Also in 2011, the FDA and USAID signed a second interagency agreement 
and provided funding to SIAPS to disseminate the findings of the Sub-
Saharan Africa PV Assessment, conduct a workshop to identify practical 
tools used or needed to operationalize pharmacovigilance systems in partner 
countries, and conduct similar PV assessments in seven Asian countries 
(Bangladesh, Cambodia, Laos, Philippines, Nepal, Thailand, and Vietnam).  
 
NEED FOR A PATIENT-CENTERED APPROACH 
 
When we talk about USAID’s concern related to quality pharmaceutical 
products and effective pharmaceutical services, the principle involved is 
expanding the current product availability paradigm to include a patient-
centered approach focusing on pharmaceutical services, therapeutic 
effectiveness, and patient safety, with a systems strengthening perspective to 
achieve sustainable improvements in health outcomes.   
 
INSTITUTE OF MEDICINE REPORT 
 
Just within the last two weeks, the Institute of Medicine, the highly regarded 
independent body of scientists in the United States that advises the US 
government on health issues, released the report on “Ensuring Safe Foods 
and Medical Products through Stronger Regulatory Systems Abroad.”  The 
report, which tracks with GHI principles, recommends that international and 
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intergovernmental organizations invest more in strengthening the capacity of 
regulatory systems, including technical support specifically for their 
surveillance functions. 
 
ROLE OF THE WORLD HEALTH ORGANIZATION   
 
The World Health Organization has continued to provide leadership around 
the protection of patient safety and development of country capacity related 
to PV.  Earlier this year WHO launched its much anticipated 
Pharmacovigilance Toolkit as a practical guide to implementers.  The PV 
world has been awaiting this important resource since the WHO/Global 
Fund-sponsored international PV stakeholder meeting in the fall of 2010 in 
Accra, Ghana.  You will hear more about the PV Tool Kit from Dr. Alex 
Dodoo.   
 
The USG’s efforts in the area of pharmacovigilance will continue to support 
countries in becoming members of the WHO Programme for International 
Drug Monitoring and will work to complement the WHO PV Toolkit with 
additional needed tools and approaches identified by this meeting to 
strengthen health systems and operationalize pharmacovigilance from a 
systems perspective. 
 
CONCLUSION 
 
As noted earlier, sincere thanks and appreciation are in order for the FDA as 
it provided technical leadership and funding support for our current efforts.  
The USAID/FDA collaboration is an exemplary application of President 
Obama’s Global Health Initiative with a successful all-of- government 
approach.  The FDA had the vision and provided the impetus to strengthen 
pharmacovigilance systems to ensure global product quality and safety.  
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As you will hear from Dr. Beverly Corey in just a moment, the USG will now 
be depending on its development agency, USAID, and other development 
partners to support the implementation of this important work at the country 
level. 
 
So where do we as the global PV community go from here?  I see this as an 
exciting and opportune time for pharmacovigilance and patient safety, and 
this is why we are here today.  You will all be collaborating in this important 
enterprise with your discussions and contributions over the next several days.  
I look forward to participating with you in this endeavor.   
 
Thank you for your attention.   
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