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1 Executive Summary 

Background: The need to improve safety monitoring in developing countries becomes more 

important as access to essential medicines is increasing, and many of these medicines 

would be used in populations and patient groups where they might not have been studied 

and usage may not always be under the supervision of trained medical practitioners. One 

initiative recently launched which aims at increasing access to artemisinin based combination 

therapy (ACT) for the treatment of malaria is the Affordable Medicine Facility for malaria 

(AMFm).  The Global Fund to fight AIDS, Tuberculosis and Malaria (GFATM) hosting this 

initiative made the inclusion of pharmacovigilance (PV) activities conditional when they 

invited countries to submit a proposal for their participation in the AMFm pilot phase 1 in 

2009.  

Objective: The current assessment was conducted with the aim to get an update on the PV 

capacities in low-resource settings, focusing on the countries participating in the AMFm pilot 

phase 1, and particularly focusing on advances in the field of PV activities done in the last 

few years; on assessing potential key limiting factors for implementing PV activities; on 

assessing the consistency of PV activities across grants and countries; and on analyzing 

which PV activities are included in the AMFm proposal, and which are targeting specifically 

the private sector.  

Methodology: Used methodologies for this assessment included the tracking of information 

provided in the AMFm proposals, data collection through a structured questionnaire sent to 

the PV centre of the corresponding countries, and follow-up phone interviews. 

Results: The proposals of all ten countries, namely Cambodia, Ghana, Kenya, Madagascar, 

Niger, Nigeria, Rwanda, Tanzania, Zanzibar and Uganda, which got their AMFm proposal 

approved by GFATM were available on the corresponding GFATM website and nine of the 

countries responded to the structured questionnaire. Four countries agreed on a short follow-

up phone interview.  

While all countries stated to have a PV system in place, which has been set-up between 

1993 and 2008, one country is still in the planning phase and the other one has just started 

to implement its PV activities such as the collection of Adverse Drug Reaction (ADR) reports.  

Recent progress is reflected by the fact that two of the ten countries have become a member 

of the WHO programme for International Drug Monitoring in the last two years; four countries 

have already been member for more than two years. Six of the nine countries reported to 

have an advisory committee for PV which is defined by the WHO and partners as minimum 

criteria for a functional PV system. The countries have between 2 and 20 staff members 

working in the field of PV, but not all are specifically trained in PV; part of the staff receives 

only on the job training. In all countries trainings on PV for health care professionals are 

offered and through the implementation of the AMFm these training activities are expanded 

in all countries to also include staff working in the private health care sector, not only 

targeting private hospitals but also accredited retailers. Seven of the nine countries reported 

on specific activities already being implemented or in planning to stimulate specifically the 

reporting of ADRs in the private health care sector. Other activities which seem to be 

promoted through the AMFm are the set-up of a pregnancy register in four countries, the set-

up or scale up of a cohort event monitoring (CEM) system in four countries, the set-up of 

regional PV centres in two countries, and the inclusion of PV in professional curricula in two 

countries. 
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The number of submitted ADR reports which is one of the key indicators of the PV system 

has not steadily increased in all countries over the last few years. Three countries reported a 

lower number of submitted ADR reports in 2009 compared with 2007, among others due to 

the missing of repeated training and awareness raising activities. Causality assessments, 

another important PV activity, are inexistent in three of the countries, due to a lack of human 

capacity and/or the availability of reference literature. Mentioned key challenges for the 

implementation of PV activities included lack of trained, experienced and dedicated staff, lack 

of “core” funding for PV systems, lack of a legal framework for PV, and slow and limited 

internet connection. 

Conclusion: The participation in the AMFm pilot phase creates a good opportunity for these 

countries to scale up their PV system and/or to accelerate their development. However, the 

extent to which AMFm contributes to the strengthening of the PV system in each country has 

to be assessed at a later stage. The further implementation of PV activities should focus on 

regular training and awareness raising activities on PV, include PV as a topic in pre-service 

curricula, increase capacity to do causality assessments, allocate core funding to the PV 

system, create access to stable and fast internet connection, and provide a legal framework 

for PV activities. 
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2 Background 

Pharmacovigilance (PV), defined by the World Health Organisation (WHO) as the science 

and activities relating to the detection, assessment, understanding and prevention of adverse 

effects or any other possible drug-related problem, is a complex and difficult discipline, even 

in countries with well-developed health care systems. With increasing access to essential 

medicines in developing countries comes the need to monitor and promote the safety and 

effectiveness of these medicines especially those that are deployed on a wide scale for 

treating diseases of public health importance. The need to improve safety monitoring 

becomes more important as many of these medicines would be used in populations and 

patient groups where they might not have been studied and usage may not always be under 

the supervision of trained medical practitioners. Finally, even for products with years of 

experience in use in rich countries, it is obvious that safety data cannot just be transferred 

from high-resource settings because patients may present different susceptibility profiles for 

adverse events due to genetic, nutritional, co-morbidity, and other differences [1]. 

 

A systematic assessment of PV activities in 55 low and middle income countries was done 

by the WHO Programme for International Drug Monitoring in 2008. Only three of these 55 

countries reported not to have any PV system in place. However, the assessment also 

revealed that many systems still lack the ability for proper implementation of PV. The article 

highlights lack of training and funding as major challenges to PV in many countries [2]. 

 

In 2008, the Roll Back Malaria (RBM) partnership issued guidelines for the inclusion of PV 

activities in the Global Fund to fight AIDS, Tuberculosis and Malaria (GFATM) and other 

related proposals [1]. In the light of this recommendation, PV plans in the 26 GFATM Malaria 

Round 8 proposals and 15 U.S. President’s Malaria Initiative (PMI) proposals were 

assessed. Three countries had proposals in both groups. Although only 27% of the PMI 

proposals and 46% of the GFATM proposals mentioned to have a PV system, only 47% of 

the PMI and 27% of the GFATM proposals included a request for funding of PV activities in 

the proposal. If activities were planned, the main focus was on spontaneous reporting 

systems only and only one country stated to have a pregnancy register. The analysis report 

concluded that emphasis on PV systems in recipient countries was lacking and that these 

findings should promote more active direction to strengthen active surveillance and 

spontaneous adverse event reporting systems [2]. The results of this situation analysis also 

reflected that despite having the opportunity to get funding for activities, few countries were 

implementing PV systems for malaria even when specifically requested and indicated. 

 

In 2010, the GFATM issued an information note in which they recommended applicants to 

implement mechanisms to monitor adverse drug reactions according to existing international 

guidelines. Specific emphasis on the opportunity to build up and/or enhance national PV 

system has therefore been included in the GFATM Round 10 proposal form and guidelines 

[3].  

The inclusion of PV activities was already a condition issued by the GFATM for countries 

submitting a proposal for their participation in the Affordable Medicine Facility for malaria 

(AMFm) Phase 1 in 2009. AMFm was developed in accordance with objectives and 

principles agreed upon by the Roll Back Malaria (RBM) Board [4]. AMFm aims to enable 
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countries to increase the provision of affordable artemisinin combination therapies (ACTs) 

through the public, private for-profit and not-for-profit sectors by reducing the net cost of 

ACTs to patients by over 95% through the use of subsidies to manufacturers and 

wholesalers. This will save lives and reduce the use of less-effective treatments to which 

malaria parasites are becoming increasingly resistant.  It aims also at reducing the use of 

artemisinin as a single treatment or monotherapy, thereby delaying the onset of resistance to 

that drug and preserving its effectiveness [5]. In 2009, 12 countries (Tanzania and Zanzibar 

are calculated in this assessment as separate countries, despite Zanzibar being only semi-

autonomous) already running GFATM grants were invited to submit a proposal for their 

participation in the AMFm pilot Phase 1. Different “supporting interventions” to be 

implemented were required by GFATM for the participation in the AMFm Phase 1, such as 

public awareness campaigns, training and supportive supervision for ACT providers, policy 

and regulatory measures, PV planning, and programs to improve access to ACTs among the 

poor and children [5]. At the time of AMFm proposal submission with the deadline of 1 July 

2009, the status of the PV system in these countries ranged from non-functional;  in early 

development; to well-established with potential for expansion; or advanced with many years 

of experience [6]. In order to support countries in the planning process, WHO and Medicine 

for Malaria Venture (MMV) issued guidelines for the inclusion of PV activities in AMFm 

proposals [6].  

Ten of the 12 proposals for the AMFm pilot phase were approved by the GFATM Board in 

autumn 2009. The countries are Cambodia, Ghana, Kenya, Madagascar, Niger, Nigeria, 

Rwanda, Tanzania, Zanzibar and Uganda [7, 8].  

 

3 Aim and Objectives 

The aim of the current assessment was to get an update on the PV capacities in low-

resource settings, focusing on the countries participating in the AMFm pilot phase 1. The 

specific objectives were: 

• To analyze the advances in the field of PV activities in the last few years  

• To assess potential key limiting factors for implementing PV activities 

• To assess the consistency of PV activities across grants and countries 

• To analyze which PV activities were included in the AMFm proposal, and which were 

targeting specifically the private sector 

 

4 Methodology 

For the assessment of the PV capacities and activites of the AMFm pilot countries the 

following methodologies were used: 

• Basic data such as contact details of the PV centres and planned activities in the 

AMFm Phase 1 were retrieved from the AMFm proposals which are publicly available 

on the GFATM webpage [9].  

• More detailed information was collected through a structured questionnaire which 

was sent to all PV centres of the AMFm pilot countries. The questionnaire was based 

on two questionnaires which had been used in earlier assessments, namely the 

questionnaire used by RaPID for the assessment of PV capacity in public health 

programmes, specific for malaria [10] and the questionnaire used by the WHO 
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Programme for International Drug Monitoring for the assessment in the 55 low- and 

middle income countries [6]. Questions specifically related to the AMFm pilot phase 

were added, targeting the private sector. The questionnaire contained 33 questions in 

total and covered the following areas: overall capacity of the PV system in the 

country, and the operations of the PV system, divided into data collection, results, 

advocacy and data analysis and use.  

• Two reminders were sent out by email to PV centres which did not meet a given 

deadline to respond. 

• Additional follow-ups by phone interview with PV focal persons were conducted.  

 

Use of the same or very similar questions allowed the comparison with the results from the 

previous assessments and hence, analysis of the development of PV activities in the 

included countries over time. Results from the previous assessments were made available 

by the organisations which had conducted them, namely by RaPID and by the Uppsala 

Monitoring Centre (UMC). 

 

5 Results  

The implementation of the AMFm pilot phase started in all countries in July/August 2010, 

except for Rwanda where implementation has not yet started. Nine of the 10 contacted PV 

centres filled out the questionnaire and sent it back (response rate: 90%). Niger did not 

answer at all. Four centres also agreed to have a follow-up phone call for further clarification 

of some of the questions.  

 

5.1 Overall capacity of the national PV system in the country 

The PV systems of most countries were founded in the last six years, except for the systems 

in Tanzania and Ghana, which were founded in 1993 and in 1999 respectively. The PV 

systems in Cambodia and Rwanda were only founded in 2008; while Cambodia is still in the 

planning phase, Rwanda has just started to implement activities such as the collection of 

Adverse Drug Reaction (ADR) reports in October 2010. According to information provided in 

the AMFm proposal, the PV system in Niger was founded in 2006, but it is still lacking 

implementation. Under the AMFm pilot phase, Niger is planning to recruit one PV focal 

person.  

Table 1 below shows the status of some key characteristics for a functional PV system in the 

country. 

 

Six of the ten countries are Full members of the WHO programme for International Drug 

Monitoring, and three are Associate members (marked in Table 1 as in planning). Associate 

members are those countries who have expressed a willingness to join the WHO Programme 

but have not yet demonstrated the needed technical competencies to submit ADR reports to 

the WHO database, a key requirement of membership. Niger is not a member 

 

In eight countries the PV centre functions under the responsibility of the National Drug 

Regulatory Authority (NDRA) while in Rwanda a Pharmacy Task Force under the Ministry of 

Health (MoH) heads the PV centre.    
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Of the nine responding countries, six stated to have an advisory committee for PV consisting 

of between 7 and 23 members, and meeting about twice to four times a year or more if 

needed.  

 

Government budget for PV is inexistent in Cambodia, Madagascar and Zanzibar, rather 

limited in Rwanda, Tanzania and Uganda where it ranges between $ 40’000 and $ 70’000 

per year, whilst there is a budget of between $ 100’000 and $ 180’000 in Ghana, Kenya and 

Nigeria.  

All countries reported to get additional funds from WHO, GFATM, Management Sciences for 

Health (MSH) and/or other sources; these funds are, however, often linked to specific 

projects.  

 

Kenya stated that financial support rarely came directly to the PV centre and was not 

committed in advance, but had to be requested in pieces for all different activities. Therefore, 

planning is difficult and implementation of activities can be delayed. 

 

Table 1: Status of some key characteristics for a national PV system  

Country Existence of 

national PV 

centre, year of 

foundation 

Government 

budget for PV 

National PV advisory 

committee, meeting 2-

4 times a year 

Full member of 

WHO programme 

for International 

Drug monitoring 

Cambodia 2008    

Ghana 1999   Since 2001 

Kenya 2009   Since 2010 

Madagascar 2006   Since 2009 

Nigeria 2004   Since 2004 

Rwanda 2008    

Tanzania 1993   Since 1993 

Zanzibar 2004    

Uganda 2004   Since 2007 

 

 existing  in planning  not existing 

 

 

All responding countries with PV activities collect data from the whole country with most of 

them having in addition to a national centre also regional PV centres and/or sentinel sites. 

Only Cambodia, Madagascar and Zanzibar reported to have a national centre only. 

All PV centres have access to phone, email, internet, and in some cases facsimile; access to 

reference information on drug safety by internet and/or a library is available in all cases, 

except for Madagascar. In several countries internet connection is slow and limited. 

Cambodia and Madagascar stated not to have their own office space for PV.   

 

The number of health professionals working in the PV systems, including regional centres 

ranges between 2 and 20 per country, with a number of them working only part-time for PV 

activities. Details are given in Table 2. While the number of staff compared with data 

collected in 2008 is the same for Ghana, Nigeria and Zanzibar, the number of health 

professionals working in the PV system increased in all other countries.  

Only Rwanda and Tanzania reported that all staff members had been trained specifically in 

PV, all other countries stated that only some staff members received training. The trainings 
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had a duration of one to two weeks. In Uganda, 25 regional centre coordinators received a 

one-week training on the use of VigiFlow™ in 2009. Cambodia had not yet the possibility to 

train its staff. 

 

Table 2: Number of health professionals working in the PV system 

Country No of staff 

working full time 

No of staff 

working part 

time 

No of staff with 

formal training in 

PV 

No of supporting 

staff 

(administration) 

Cambodia 3    

Ghana 5 3 3 1 

Kenya 3  1  

Madagascar 4  3  

Nigeria 8  3 3 

Rwanda 3 6 9 1 

Tanzania 3 6 9 1 

Zanzibar 1 1 1 2 

Uganda 8 12 5 1 

 

Except for the new PV centres in Cambodia and Rwanda, all countries reported on some 

staff members having worked in PV for several years, at least at the national level. Tanzania 

and Uganda reported on a high staff turn-over especially at regional level where staff often 

works only part-time in PV and is also busy with other activities.  

From the countries implementing PV activities, Kenya, Madagascar and Cambodia stated not 

to have any administrative staff, the other countries have at least a part time administrative 

staff member.  

 

5.2 The operations of the PV system  

5.2.1 Data collection for anti-malarial drugs 

All countries have a spontaneous reporting system with a nationally approved ADR reporting 

form, except for Cambodia where such a system is still in planning. The form is the same for 

all diseases. Ghana, Nigeria and Tanzania stated to also have a cohort event monitoring 

(CEM) programme for antimalarials in place. Nigeria plans to scale up the CEM system for 

ACTs during the implementation of the AMFm pilot phase and Rwanda plans the introduction 

of such a system. Pregnancy register do not exist in the countries yet, however, Ghana, 

Tanzania, Cambodia, and Rwanda stated that the implementation was planned. While in all 

countries doctors and nurses and in most countries also pharmacists and private retailers fill 

out the ADR forms, only Kenya stated that consumers were also involved in the reporting of 

ADRs.  

Table 3 offers an overview of the status of the different data collection systems in the 

countries. 
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Table 3: Data collection systems used for anti-malarial drugs 

Country Spontaneous 

reporting system 

Cohort event monitoring 

system 

Pregnancy register 

Cambodia    

Ghana    

Kenya    

Madagascar    

Nigeria    

Rwanda    

Tanzania    

Zanzibar    

Uganda    

 

 existing  in planning  not existing 

 

 

Table 4 offers an overview of the status of activities which were outlined in the WHO/MMV 

guidance document for countries participating in the AMFm pilot phase [6] to especifically 

stimulate the reporting of ADRs in the private sector were reported to be implemented or in 

planning.  

 

Table 4: Overview of status of activities stimulating reporting of ADRs in the private sector 

Country Malaria 

patient 

register, 

kept by 

accredited 

retailers 

Patient-held 

card with 

information 

about given 

medicine 

Patient referral 

form for private 

accredited 

retailers 

Simplified 

ADR form 

especially for 

private sector 

Active 

follow-up of 

a random 

subset of 

patients 

Cambodia      

Ghana      

Kenya      

Madagascar      

Nigeria      

Rwanda      

Tanzania      

Zanzibar      

Uganda      

 

 existing  in planning  not existing 

 

Madagascar and Zanzibar do not plan to implement any of the specific activities mentioned 

in table 3 for stimulating the reporting of ADRs in the private sector. Ghana and Nigeria plan 

to collect data from the private sector through a CEM system. 

 

ADR forms are made available mostly through health care facilities and pharmacies, or they 

are provided on demand and during training sessions. Five countries have a webpage with 

information about PV, four of them offer an ADR form to download and to fill in, and three of 

them also provide guidelines on the webpage on how to report. Kenya and Tanzania 

reported that the ADR form was also made available through professional 

bulletins/newsletters/drug formularies, and Ghana stated that the form would be provided in 
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the drug safety newsletter being published soon by the PV centre. Rwanda will make the 

ADR form available on the MoH website.  

 

In most cases, the ADR form can be returned by internet or email. In many countries the 

filled out forms are also collected by a transportation system which is used for other 

purposes as well. A toll-free phone number is only available in Rwanda and Zanzibar, but is 

planned in Tanzania, and needed for real time reporting in Ghana, as stated; prepaid 

postage is available in Ghana and Tanzania. Other systems which are used in some 

countries include the postal system, facsimile, and regular phone. In Nigeria the forms are 

also collected through the state offices of the NDRA.   

 

5.2.2 Results from data collection 

 

Table 5 shows the number of ADR reports which have been collected per country up to 

November/December 2010 since the introduction of the PV systems in the countries. 

 

Table 5: Number of ADR reports collected 

Country # collected ADR forms cumulative Introduction of ADR forms 

Cambodia 0 In planning 

Ghana 697 1999 

Kenya 1050 2009 (national launch) 

Madagascar 831 2006 

Nigeria 5576 2006 

Rwanda 0 October 2010 

Tanzania 990 1993 

Zanzibar 129 2004 

Uganda 550 2005 

 

The following graph (Graph 1) shows the number of collected ADR forms per country in 2007 

and 2009. It can be recognized that in some countries such as Kenya, Madagascar, Nigeria 

and Uganda this number has increased while in other countries such as Ghana, Tanzania 

and Zanzibar the number has decreased. 

 

Graph 1: ADR reporting in 2007 and 2009 
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Sensitization and training activities seem to have an influence on reporting frequency. 

Tanzania for example stated during the phone interview that several sensitization activities 

had been implemented in 2006 but were not repeated thereafter. Ghana stated that less 

training activities were conducted in 2008/2009 compared with 2005-2007. This is reflected 

in the lower number of reports in 2009 compared with 2007. Kenya stated that they observed 

a steep increase in the number of received reports after the sensitization campaign in 

October 2009.  

 

Graph 2 illustrates the number of ADR reports for ACTs in 2009 and the cumulative number 

since start of the data collection up to November 2010. Ghana, Nigeria and Tanzania, having 

a PV system in place for many years, had the highest number of reports. 

 

Graph 2: ADR reporting on ACTs in 2009 and cumulative 
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5.2.3 Advocacy for the PV system 

Training and sensitization activities for healthcare professionals working in the public sector 

are already conducted in all the countries except for Cambodia, although to a different 

extent. Activities particularly focusing on staff in the private sector are already implemented 

in three countries while it is in planning with the implementation of the AMFm programme in 

all other countries included in this assessment. In Kenya only a limited number of the staff 

working in private hospitals were included in these training activities up to now, however, 

further expansion to also include private accredited retailers in the training sessions is 

planned for next year. In Nigeria, only trainers of trainers have been trained so far, but for 

2011 the offer of trainings directly targeting accredited retailers in the private sector is 

planned. Table 6 offers an overview of activities promoting the reporting of ADR which are 

already implemented or in the planning phase. 
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Table 6: Activities to promote ADR reporting 

Country Training and 

sensitization for 

healthcare 

professionals 

Training and 

sensitization for 

accredited retailers 

/ private sector 

Advertisement  

in print media 

Inclusion of PV in 

professional 

curricula 

Cambodia     

Ghana     

Kenya     

Madagascar     

Nigeria     

Rwanda     

Tanzania     

Zanzibar     

Uganda     

 

 existing  in planning  not existing 

 

The implementation of the AMFm is not only boosting training and sensitization activities in 

the private sector, but also supporting the expansion of PV awareness through 

advertisement in the print media. PV as a topic in pre-service education is already integrated 

in the curriculum of clinical officers in Kenya and of pharmacy students in Uganda; both 

countries plan to include the topic also in the curricula of other health care professionals. In 

Nigeria and Ghana, the inclusion of PV training in the curricula of health care professionals is 

in the planning process.  

 

5.2.4 Data analysis and use 

All countries reported to enter the collected ADR reports into the VigiBase™ database of the 

WHO which is a requirement for the members of the WHO programme for International Drug 

Monitoring. Ghana, Kenya, Madagascar, Nigeria, Tanzania und Uganda also have national 

databases using the data management software VigiFlow™ for data entry. Limiting factors 

for data entry into the VigiBase™ database include incomplete reports with missing data and 

a limited number of staff to manage data entry. In Kenya for example only 145 out of the 

collected 1050 reports could be entered up to now. In addition, the submission of information 

to VigiBase™ using VigiFlow™ requires internet connection at reasonable speed (0.5-1Mb/s) 

which is not always available. Ghana, Kenya and Madagascar also reported to enter the 

collected data into an Excel® spreadsheet for in-house use. Zanzibar reported on entering 

data into an electronic database (according to the assessment done in 2008 they use 

EpiInfo). Tanzania and Ghana stated that the set-up of a national database was in planning.  

 

All countries already collecting ADR forms stated that the reporter of an ADR was contacted 

if further clarification was needed and all reports were acknowledged, either by phone, email 

or official letter.  

 

Three of the nine responding countries stated not to do any causality assessment of the 

reported ADRs.  

 

Collected information is used mainly for drug regulatory activities, and in the case of 

collected reports of antimalarial drugs, shared with managers of the malaria programme. 
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Only Tanzania reports on information exchange with pharmaceutical manufacturers. Few 

countries stated to use the collected information for the development of the essential drug list 

or of standard treatment guidelines. Some countries such as Nigeria, Rwanda, Tanzania and 

Uganda use the collected information for giving advice to consumer groups or the general 

public. Table 6 shows how the collected information is distributed in the different countries. 

 

Table 7: Channels to distribute information on findings of ADRs 

Country Newsletter/ 

bulletin 

Conferences/ 

workshop 

Publi-

cations 

Website/ 

internet 

Mass 

media 

Targeted 

messages to 

consumers 

Cambodia       

Ghana       

Kenya       

Madagascar       

Nigeria       

Rwanda       

Tanzania       

Zanzibar       

Uganda       

 

 existing  in planning  not existing 

 

Although Tanzania used to produce a newsletter, the country now stated that the drug 

information bulletin had not been produced for a while due to structural changes in the 

organizational set-up of the department. A new PV newsletter, however, is in planning. Also 

Ghana is planning the first edition of a drug safety newsletter. In Kenya and Nigeria the 

newsletter is only available as soft copy on the website and distributed as such per email. 

Printed versions to be distributed are in planning in both countries. Limiting factors are not 

only the lack of a budget for the printing, but also the length of the procurement process for 

this activity which can delay the printing process and reduce availability of a printed version 

to only twice instead of four times a year.  

 

5.3 Challenges in implementation and additional needs 

Different challenges are limiting the implementation of PV activities in the AMFm pilot 

countries. Most pronounced seemed to be human resource issues such as lack of trained 

and experienced or dedicated staff which is associated with underreporting and insufficient 

quality of submitted reports since staff are not able to have time to promote PV and also to 

train reporters on how to report. It further influences data management such as analysis of 

the findings.  

Other important points influencing the implementation of PV activities are the need for “core”, 

sustained funding specifically dedicated to the PV system and not just allocated for specific 

PV activities on request, a legal framework for PV and the need for a stable and fast internet 

connection.  

  

For further implementation of PV activities different needs have to be covered, depending on 

the status of the PV system in the country. There is an ongoing need to expand training 

activities countrywide in all countries, including the private sector and to increase awareness 

of the PV system in the professional and in the public sector. More staff working in PV is 
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needed in several countries, for example for data entry into VigiFlow ™, and to allow staff at 

the regional PV centres to work full-time for PV. Meetings with public health staff, PV 

stakeholders, MoH and donors for information exchange and sensitization on PV issues as 

well as regular supervision visits to regional centres should be promoted. Nigeria, 

Madagascar and Rwanda particularly highlighted the need for a legal framework to 

strengthen PV activities in the country. Some countries emphasized the need to expand the 

PV system to regional centres, others the need to print ADR forms and reporting guidelines, 

to get access to a stable and fast internet connection, to include PV in training curricula of 

health care professionals, to receive an adequate annual budget, to get a car for 

transportation, and to do operational research on PV activities. 

 

6 Discussion 

Substantial effort has been made in the last few years to support the building up and 

implementation of PV systems in low resource settings. International donors, such as 

GFATM, have put the setting up of PV systems and increase in PV activities in the focus of 

recent proposal submissions and have made it a requirement for the AMFm proposals.  

Recent progress is reflected by the fact that two of the ten assessed countries have recently 

become a member of the WHO programme for International Drug Monitoring, namely 

Madagascar in 2009 and Kenya in 2010. Kenya launched its PV system nationwide in 2009 

and has created a comprehensive national PV system since then. The PV systems in 

Cambodia and in Rwanda both were set-up in 2008 and while Rwanda started to implement 

PV activities in October 2010, Cambodia is still in the planning process, though it will also 

start its activities soon. The PV system in Niger will start its implementation due to the 

participation in the AMFm pilot phase which offers the possibility to hire dedicated staff for 

PV activities. 

 

The current assessment of PV capacities included all countries participating in the AMFm 

pilot phase which includes not only the public but also the private health care sector. The 

results of this assessment reflect the great opportunity given by the AMFm to plan and 

implement different activities for the further development of the PV system in the country. All 

countries reported to integrate the staff of the private health care sector into awareness 

raising and/or training activities on PV. About half of the countries have taken up the specific 

recommendations issued by WHO in collaboration with Medicines for Malaria Venture (MMV) 

for defining and implementing PV activities targeting the private sectorGhana, Tanzania, 

Rwanda, and Cambodia stated to plan the introduction of a pregnancy register. Nigeria, 

Ghana, Rwanda, and Tanzania plan to implement and/or to scale up a CEM system for PV of 

ACTs. Nigeria and Tanzania reported to set-up and equip regional PV centres, and Ghana 

and Nigeria plan to include PV in professional curricula. Although all these activities put 

additional work on the system, it also creates an important opportunity to expand the PV 

system and to further increase the awareness of PV and the collection of ADR reports.  

 

Despite increased effort to support the building up and implementation of PV systems in the 

last years, there has not been universally a steady increase in the number of submitted ADR 

reports, one of many key indicators for a functional PV system in the country. Tanzania, 

Zanzibar, and Ghana collected less ADR reports in 2009 compared with 2007. According to 

information from Tanzania and Ghana this could have been caused by decreased awareness 
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due to missing awareness campaigns and less training opportunities for health care 

professionals in the countries in the last three years. There seems to be a need for regular 

awareness campaigns and trainings as half-life of the distributed messages seems to be of 

short duration.   

All countries still have a high degree of underreporting, despite some good advances in the 

last years. A well functioning PV system in the WHO programme would submit 200 ADR 

reports per million inhabitants per year, and all the assessed countries are still far below this 

target. 

 

Another important PV activity is the causality assessment. Such assessments require access 

to reference literature, either online, or in libraries, in addition to availability of trained 

personnel to undertake this exercise. While all countries except for Madagascar state to have 

access to online or print reference literature, not only Madagascar, but also Rwanda and 

Zanzibar stated not to do any causality assessments. It is important to point out that whilst 

some national centres do not routinely carry out individual case causality assessments, the 

reasons for not undertaking this activity was not clearly stated by the countries surveyed. 

 

Although all countries included in this assessment basically have a PV system in place, only 

a part of them fulfill the five minimum requirements for a PV system as defined by the WHO 

and partners [11]. These five requirements include (1) the existence of a national PV centre 

with designated staff, stable basic funding, clear mandates, well defined structures and roles, 

and collaborating with the WHO Programme for International Drug Monitoring; (2) the 

existence of a national spontaneous reporting system with an ADR reporting form; (3) a 

national database or system for collating and managing ADR reports; (4) a national PV 

advisory committee; (5) a clear communication strategy. Based on the information received 

in this assessment, only five countries fulfill all five requirements, namely Ghana, Kenya, 

Nigeria, Tanzania and Uganda. Zanzibar, Rwanda and Madagascar do not have a national 

PV advisory committee, and Cambodia is not (yet) a member of the WHO programme.   

 

A key challenge for the implementation of PV activities highlighted by all countries in one or 

another way is related to human resources. There is a lack of trained staff, because training 

opportunities are limited. Only part of the staff is trained, and the training often took place 

years ago. The need is high to expand training opportunities, and also to include PV in pre-

service curricula, as it is already done in Kenya for clinical officers and in Uganda for 

pharmacy students. However, even if PV is included in the curricula, there is often still a lack 

of trainers with adequate knowledge and experience to conduct the trainings. In addition, 

refresher trainings are needed on a regular base, to keep staff up-to-date, and to maintain 

awareness of PV. Networks and conferences also contribute to update and exchange of 

knowledge, such as the PV meeting focusing on the perspective of developing countries 

which took place in August 2010 in Nairobi entitled “National Pharmacovigilance Systems: 

Ensuring the Safe Use of Medicines”.  

A well functioning PV system needs dedicated and motivated staff. Staff motivation can be 

influenced by offering training opportunities, but also by good working conditions. Especially 

at regional level there seems to be an issue with staff being dedicated to PV activities 

because they are only working part-time for PV, and are distracted by many other 

responsibilities. In addition, staff turnover at regional level is rather high which makes the 

building up of a system and continuity difficult. There is a need to create full-time positions for 

PV activities not only at national but also at regional level.   
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In order to stimulate ADR reporting in the country there is also a need for regular general 

awareness raising and sensitization. This is reflected for example by the high number of ADR 

reports received in Kenya after awareness raising campaigns and by the reduction of ADR 

reports received in Tanzania between 2007 and 2009 when no additional awareness raising 

has been conducted. 

 

The successful introduction of PV requires firm institutional base and solid political and 

financial support. While the availability of funding was raised by several countries to be a 

challenge, Kenya and Uganda emphasized more the need for “core” funding for the PV 

system; currently not the availability of funding seems to be the limiting factor but how this 

funding is made available. Funding is allocated in small pieces to specific PV activities on 

request, which makes the systematic planning and implementation of PV activities rather 

difficult and unpredictable. The issue of solid political support can be strengthened if a legal 

framework is available; countries such as Nigeria, Rwanda and Madagascar, which do not 

have a legal framework for PV in the country, raised this point as a challenge for 

implementation.  

 

The current assessment also identified a range of smaller challenges which could be rather 

easily addressed by focused interventions. One such challenge which is of high importance 

is the limited or unreliable internet access. Internet connection at a speed of 0.5-1Mb/s is 

needed to for an optimal use of VigiFlow™/VigiBase™ which is in many countries the 

national PV database. In addition, there should be also a focus on the size of files to 

download from webpages. Kenya for example has an online ADR form with a size of 1.53 

MB and guidelines on how to report ADRs with a size of 3.85MB. This can be a limiting factor 

in using these documents as download will be too time-consuming.  

In order to do causality assessments of reported ADRs, each PV centre needs access to 

reference documents, and it would be recommended to have a library with some printed 

standard reference documents besides access to reference documents on the internet. 

However, the constant availability of the latest version of these printed standard reference 

documents needs to be assured. Furthermore, as causality assessment is not always 

straight forward, PV staff needs to be trained, and at least one experienced employee should 

be in the team. 

Another challenge is related to PV newsletters which are a good tool to distribute information 

about PV and to increase awareness. Some countries stated to issue a newsletter every 

quarter, but these newsletters are rarely printed. However, printing the PV newsletter would 

allow much wider distribution as computer access is often not available in the whole country. 

The limiting factor for the printing is not only the availability of funding, but apparently also 

the speed of the procurement process for conducting the printing. This has been raised as a 

possible factor for delaying the printing process in Kenya. 

 

7 Conclusions and Recommendations 

The current assessment of PV capacities of countries participating in the AMFm pilot phase 

shows that there is increased awareness of the importance of PV and that the development 

of the PV systems in the countries is progressing. New countries joined the WHO 

programme for International Drug Monitoring in the last two years. Kenya which joined the 

WHO Programme as full members in 2010 could expand its PV system nationwide with a 
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substantial increase in its already relatively high ADR reporting rates. Rwanda has just 

started its PV activities and Cambodia is on the way to start soon. The participation in the 

AMFm pilot phase creates a good opportunity for these countries to scale up their PV system 

or to accelerate their development. There are many PV activities in planning. However, the 

extent to which AMFm contributes to the strengthening of the PV system in each country has 

to be assessed at a later stage, namely at the end of the two-year pilot phase where a direct 

evaluation of the activities undertaken using funding from AMFm could be made. In addition, 

the data from this survey can be used as baseline to compare progress in subsequent years. 

The need for key universally agreed Pharmacovigilance Indicators would help in this 

process. 

 

The assessment of PV activities in low- and middle income countries conducted in 2008 

identified a range of challenges such as for example training of staff, adoption of laws and 

regulations, low level of reporting, lack of funding and limited skills for causality assessment. 

These challenges are still all present and need to be further addressed. 

 

Based on the current assessments, the following recommendations are raised. 

a) Recommendations to the National PV system: 

- Regular training and refresher training for health care professionals should be 

offered at all levels to keep staff up to date on recent developments and to maintain 

the awareness of PV to stimulate reporting on ADRs 

- Regular PV sensitization campaigns should be conducted to increase awareness of 

PV and its importance and to stimulate reporting on ADRs 

- The capacity to do proper causality assessment for all received ADR reports should 

be increased by training of the responsible staff, and by assuring availability of up-

to-date reference literature  

- Access to a stable and fast internet connection should be assured in order to 

ensure unlimited access to VigiFlow™ 

 

Recommendations to Global Agencies such as WHO, RBM and GFATM 

- Funding for PV activities should be dedicated to the PV system as “core” funding 

and not dedicated to specific activities on request  

 

Recommendations to Policy Makers: 

- PV as a topic should be included in all relevant pre-service curricula; countries 

already offering PV in pre-service curricula for health care professionals could share 

their expertise and experience and offer support  

- All countries should introduce a legal framework for PV 
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Annex 

AMFm pilot countries - Assessment of the Pharmacovigilance 

Capacity 
The following questionnaire aims at assessing the current pharmacovigilance capacity in the 

AMFm pilot countries; it is structured into 3 main parts with part 3 having 4 sections. 

- Part 1: Background information 

- Part 2: Overall capacity of the pharmacovigilance system in the country 

- Part 3: The operations of the pharmacovigilance system 

a) Data collection 
b) Results 
c) Advocacy 
d) Data analysis and use 

Overall it contains 33 questions with most of the questions being closed question where you 

only have to click the corresponding answer(s) which are reflecting your situation. For the 

open questions, there is always a grey text field in which you can type the answer. 

Overall, it takes you about 20 minutes to go through the questionnaire. 

 

Many thanks for filling it in and returning it up to 30 November 2010 latest! 

 

Country:           Date:       

 

Part 1 – Background information respondent 

 

Name of respondent       

Designation of respondent       

Department, Ministry etc       

Address       

Email       

Phone (landline; mobile)       

 

Part 2 – Overall capacity of the national pharmacovigilance system in the 

country 

 

2.1. History 

When was the national pharmacovigilance system in your country founded? Please indicate 

the year:       

 

 

2.2. Governance: 

a) What organization or agency oversees or is responsible for the pharmacovigilance 

system?       
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b) Is there an established pharmacovigilance advisory committee in your country? 

 yes; if yes, how many persons are in the committee?       

  if yes, how often does the committee meet per year?       

 no 

 

 

2.3. Coverage: 

a) How is your national pharmacovigilance system organized? 

 National centre only 

 Network with national and regional centres  

 Network with national centre and sentinel sites* 

 Network with national and regional centres and sentinel sites* 

(*Sentinel sites are usually clinics or hospitals where a pilot programme takes place) 

 

b) What is the geographical coverage of the pharmacovigilance system? 

 Information collected from the whole country  

 Information collected for some region(s) only  

 

 

2.4. Infrastructure: 

a) Does the national pharmacovigilance centre has its own office space?  Yes    No 

 

b) Does your pharmacovigilance centre have access to the following facilities? 

 Telephone      Facsimile 

 Computer facilities (without internet)  Email 

 Internet; communication speed, if available:       

 Library with reference books on drug safety 

 Reference information on drug safety available by the internet 

 

 

2.5. Human Resources: 

How many staff are working within the pharmacovigilance system in the national programme, 

including the regional centres if available?  

a) Number of health professionals with expertise (doctors, pharmacists, etc.):       

  Out of them, how many are working full-time      , working part-time:       

 

b) How many of these health professionals have received some formal training in 

pharmacovigilance?       

Please indicate the year and the number of days of the training for each staff member:       

 

c) For how many years are these health professionals already working in the 

pharmacovigilance system? Please indicate it separately for each staff member:       

 

d) Number of supporting staff e.g. for administration working in the pharmacovigilance 

system:      

Out of them, how many are working full-time      , working part-time:       
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2.6. Budget: 

a) Is there a budget designated to pharmacovigilance provided by a governmental authority? 

 Yes; size of annual budget:        No  

 

b) Does the national pharmacovigilance system receive funding from any other source? If 

yes which one(s)?       

 

 

2.7. Are there any specific comments or additional information? 

      

 

Part 3 – The operations of the pharmacovigilance system  

 

Section 3a – Activities for data collection with special focus on antimalaria 

medicines 

 

3.1. What system of pharmacovigilance is used for anti-malaria drugs? 
 

 Previously 

available 

Available since 

AMFm started 

In Planning 

with AMFm; to 

be developed 

Spontaneous reporting system;    

Cohort event monitoring system     

Pregnancy register    

other; please specify:          

 

 

3.2. Is there a nationally approved adverse drug reaction (ADR) reporting form? 

 yes; if available only since start of AMFm, please tick here:  

 in planning with AMFm; to be developed 

 no 

 

 

3.3. Who fills out the ADR forms? 

 Physician, Clinical Officer, Medical Assistant  Nurse 

 Accredited retailers (private sector)   Pharmacist  

 Others (including patients); please specify:       

 

 

3.4. Is this ADR form the same one for all different diseases or is there a special form 

for malaria? 

 yes, the same form for all diseases 

 no, special form for malaria 
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3.5. To stimulate reporting, with a special focus on the involvement of the private 

sector, does the pharmacovigilance system in your country include one of the 

following approaches?  

(This question has been adapted from the AMFm guidance document for countries 

participating in AMFm Phase 1 by WHO and MMV) 

 Previously 

available 

Available since 

AMFm started 

In Planning 

with AMFm; to 

be developed 

Malaria patient register, kept by private 

accredited retailers 

   

Patient-held card with information 

about given medicine, dosage, and 

supplier of medicine 

   

Patient referral form for private 

accredited retailers 

   

Simplified ADR form, especially for the 

private sector 

   

Active follow-up of a random subset of 

patients 

   

 

Please add comments and explanations if needed:       

 

 

3.7. How are the ADR forms made available to the health care professionals and to the 

accredited retailers? (please tick all possibilities) 

 direct mailing to individual health care practitioners / accredited retailers 

 through health care facilities 

 through pharmacies 

 from an internet site; please specify site:       

 in professional bulletins / newsletters / drug formularies 

 provided on demand 

 distributed during training session 

 other; please specify:       

please describe here if anything is in the planning process:       

 

 

3.8. What mechanisms are used to return the completed forms to the 

pharmacovigilance centre? (please tick all possibilities) 

 postal, not prepaid postage   postal with prepaid postage 

 telephone – regular    telephone – toll-free number 

 facsimile      submission by internet, email 

 transportation system which is also used for other purposes 

 specific transportation system or pick-up system for the forms 

 other; please specify 

 

please describe here if anything is in the planning process:       
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Section 3b – Results from data collection  

 

3.9. How many individual ADR forms were filled out and received at  the national 

pharmacovigilance centre? 

Number of forms since the introduction of ADR forms:      ; introduction of ADR forms in 

which year?       

Number of forms filled out in 2009:       

 

 

3.10. How many of these ADR reports where related to ACTs? 

Number of forms related to ACTs since introduction of ADR forms:       

Number of forms related to ACTs in 2009:       

 

 

Section 3c – Advocacy for the pharmacovigilance system 

 

3.11. Which activities are carried out to promote the reporting of ADRs? 

(please tick all possibilities) 

 Previously 

available 

Available 

since AMFm 

started 

In Planning 

with AMFm; to 

be developed 

training and sensitization for healthcare 

professionals 

   

training and sensitization for accredited 

retailers / private sector 

   

payment / incentive for reporting    

advertisement / articles in general media    

advertisement / articles in professional 

media (journals, newsletters, etc) 

   

Regular reminders / email messages to 

potential reporters 

   

inclusion of pharmacovigilance in 

professional curricula 

   

other; please specify:          

 

 

Section 3d – Data analysis and use 

 

3.12. Which system/approach is used for recording the information from the 

completed ADR forms? 

 forms are filed without processing 

 information is entered into a spreadsheet, such as Excel® for example 

 information is entered into an electronic database 

 information is entered into VigiFlow from the UMC 

 other; please specify:       
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please describe here if anything is in the planning process:       

 

 

3.13. Is the pharmacovigilance centre expected to contact the reporter of the ADR in 

order to validate the information if it is not clear or to get further details? 

 yes; if yes, how often does this happen ?       

 no 

 

 

3.14. Does the pharmacovigilance centre provide any individual acknowledgement or 

feedback to the reporters of the ADR? 

 yes; please specify how (by telephone, email, letter, incentive, etc):       

 no 

 

 

3.15. Does the pharmacovigilance centre classify reports received according to some 

causality grading? 

 yes to all cases 

 yes, but only some cases; please specify which cases:       

 no 

 other; please specify:       

 

 

3.16. How is the information (findings from the ADR forms) from the 

pharmacovigilance activities utilized? (please tick all possibilities) 

 shared with managers of the malaria programme 

 shared with pharmaceutical manufacturers  

 used for drug regulatory activities 

 actively disseminated to health professionals/ drug and therapeutic committee 

 advice to consumer groups or general public 

 background for the development of national essential drug list 

 background for the development of the national treatment guidelines 

 other; please specify:       

 

 

3.17. How is the information distributed? (please tick all possibilities) 

 newsletter / bulletin; please specify how many times per year:       

 conferences / workshops 

 articles in professional journals 

 through the mass media 

 targeted messages for consumers 

 internet website 

 other; please specify:       

 information is not disseminated 
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3.18 What are the challenges in the implementation of the pharmacovigilance system 

in the country? State all which apply 

      

 

 

3.19. What activities are in planning for the further development of the 

pharmacovigilance system in the country? Please specify if these activities are related 

to the AMFm pilot phase or not. 

      

 

 

3.20. What is your need for being able to further develop the pharmacovigilance 

system in your country.    

      

 

 

 

Many thanks for filling out the questionnaire. Please save the filled out form on your 

computer and then send it back per email as an attachment to the following email address: 

Verena.renggli@unibas.ch; Deadline: 30 November 2010 

 

Please do not hesitate to send an email in case of any question. 


