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Preface

With great pride the Ministry of Health presents the first report of the Suriname 
National Pharmacovigilance Centre:

Implementing Pharmacovigilance in Suriname:
2006 - 2009

One of the many tasks of the Ministry of Health is to guarantee safe, active, cost-
effective medicines of good quality.

It is therefore important that we create and strengthen those structures and 
institutions that are tasked with Essential Regulatory Functions:
• Licensing of premises, practices and persons
• Inspection of manufacturers and distributors
• Product assessment and registration
• Monitoring quality of drugs
• Control of drug promotion and advertising
• Adverse drug reaction monitoring

Not only do we have to continuously improve our performance in carrying out 
these functions, it is also our obligation to develop and implement the legal 
framework within which actors have to operate.

It is within this context that the Pharmacovigilance Centre started its operation in 
2006. The Centre works closely with the National Aids Programme in monitoring 
Adverse Drug Reactions in general and helps to improve on patient safety when 
using HAART. These efforts have to be repeated in other programmes where 
pharmacotherapy is an important factor in successful patient management as well 
as in the general delivery of pharmaceutical care.

At the same time we also have to ensure that the Pharmacovigilance Centre 
becomes an integral part of the institutional framework that will ensure quality of 
pharmaceutical care. Despite these challenges, we think it is important to present 
the progress achieved by the centre since its inception.

We would take this opportunity to thank all institutions and health care workers 
who have contributed to this report.

The Director of Health,

Dr. Marthelise Eersel, MPH
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Executive Summary

Suriname established a Pharmacovigilance Centre in 2006, following a training 
course organized by PAHO/WHO on the implementation of Pharmacovigilance in 
HIV/AIDS Programs for the Caribbean countries, in September of the same year. The 
course was one of the results of the European Union/World Health Organization 
Project Africa, Caribbean and Pacific “Partnership on Pharmaceutical Policies”.
The main responsibilities of the Centre are collecting, analyzing and processing 
adverse drug reactions. The Pharmacovigilance centre processed over 260 reports 
between 2006 and 2009, almost half of which (60%) regard spontaneous reports 
of adverse drug reactions by health care workers and the other part (40%) are 
collected actively from the National AIDS Programme.
Most spontaneous reports from health care workers were generated as a result 
of the use of medicines from the following therapeutic groups: antibiotics, 
antihypertensive agents and analgesics. Adverse drug reactions as a consequence of 
the use of zidovudine accounted for almost half of the reports collected within the 
National AIDS Programme. Furthermore, zidovudine was also responsible for half of 
the reported hospitalizations as well as half of the reported referrals. 
Although the number of received and collected reports at the Pharmacovigilance 
Centre is reasonable, underreporting is clearly present. To overcome this problem it 
is recommended that in addition to family practitioners, other groups of health care 
workers should be involved in this part of post-marketing surveillance. Secondly, 
connections with other public health programs should be established.
Notwithstanding the useful information in this report, health care in Suriname 
could benefit more from the centre if there was more time available for networking 
with professionals in the sector and incorporating pharmacovigilance in primary 
health care. This could lead to the gathering of more valuable information useful for 
enhancing patient safety in the country.
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Introduction

Pharmacovigilance is the science and activities relating to the detection, 
assessment, understanding and prevention of adverse effects or any other possible 
drug-related problems. [1] An effective pharmacovigilance system is essential if 
medicines are to be used safely, effectively and with confidence. Moreover, such a 
system benefits all parties and therefore not only individual patients and the public. 
[2] Pharmacovigilance forms part of the regulatory system and can also contribute 
to the rational use of medicines. 

Adverse drug reactions (ADRs) significantly lead to diminishing of the quality of life, 
increase of hospitalization, prolongation of hospital stay and increase of mortality. 
Furthermore, the financial cost of ADRs to health care systems is significant. 
There are several recent trends in the use of medicines that are likely to expose 
more people to ADRs: for example, the Pan-American Organization/World Health 
Organization (PAHO/WHO) has been promoting access, safety, quality and rational 
use of medicines. WHO considers equitable access to safe and affordable medicines 
to be vital to the attainment of the highest possible standard of health by all1. 
With regard to HIV/AIDS, WHO has been promoting public health approach to 
antiretroviral therapy (ART) to improve access in resource-poor settings. In 2005, 
1.3 million people were receiving ART compared with 400,000 in 2003. [3]

PAHO/WHO organized a training course on the implementation of 
pharmacovigilance in HIV/AIDS programmes for the Caribbean countries in 
September 2006, as part of the European Union/WHO Asia, Pacific and Caribbean 
Project “Partnership on Pharmaceutical Policies. After participating in the course, 
the pharmacy unit at the Ministry of Health of Suriname endorsed the initiative 
to set up a pharmacovigilance centre in Suriname (December 2006). With the 
establishment of the centre, an ADR reporting system is now in place, covering all 
medical products. Suriname is a member of the WHO Drug Monitoring Programme 
since January 2007 and mechanisms are in place to take action based on ADR-
related information. [4]

In this report we shall briefly describe the achievements and the lessons learned 
from establishing a pharmacovigilance centre in Suriname. 

1 http://www.who.int/mediacentre/news/statements/2009/access-medicines-20090313/en/index.html
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Suriname

Suriname is a former Dutch colony on the northeast coast of South America, 
bordered by French Guyana to the east, Guyana to the west, and Brazil to the 
south. Eighty-nine % of the population lives along the coastal strip (59.4% urban, 
29.6% rural), which makes up 10% of the land surface (163,820 km of territory). 
The remaining 11% of the population lives in the interior which is characterized by 
rainforest vegetation. Most of the population lives along a 30 km wide coastal band. 
Fifty percent of the population resides in the capital city, Paramaribo. The climate 
in Suriname is hot and humid. The official language is Dutch, but many other 
languages are spoken, due to its multi-cultural nature. The country’s Gross National 
Product was USD 1.6 Billion in 2006, equaling USD 3,173/capita, making it a high-
middle income country[5]. The Surinamese Dollar (SRD) has a rate of 2.75-2.80 SRD 
per US dollar (USD). The economy is mainly based on the mining, agriculture, and 
manufacturing sectors.2

The Ministry of Health central office, Inspectorate, and the Bureau of Public Health 
are responsible for policies, standard setting, inspection and monitoring, and 
program development. Primary health care is provided on behalf of government by 
the Regional Health Services (state foundation) and the Medical Mission Primary 
Health Care Suriname (Medische Zending, MZ) (NGO). Private sector primary 
health care is mainly provided by private medical practitioners and some large 
employer firms. Four public (including 1 psychiatric center) and 2 private hospitals 
provide secondary and specialist care. In addition, the military hospital caters for 
the military and their dependants. The Regional Health Services operates clinics 
in the coastal area and the Medical Mission for Primary Health Care Foundation 
provides health care to the population living in the interior. Financing of health care 
is separate from the provision of healthcare. Approximately 31% of the population 
- ‘the under-privileged’ - are covered through the Ministry of Social Affairs and 
Housing; 26% through the State Health Insurance Fund (government employees + 
dependants); 8% by the Medical Mission (communities in the interior; Ministry of 
Health subsidized); and 34% is covered by private health insurance, company plans, 
or pay out-of-pocket.3

The main cause of death is cerebrovascular disease, followed by conditions related 
to the peri-natal period, ischemic heart disease, HIV/AIDS, and diabetes.4

2 Adapted from Lee et al: Suriname Study on Public Sector Drug Procurement (MSH 2003) and   
  Schurman et al: Regional Assessment of Drug Registration and Regulatory Systems in Caricom 
  Member States and the Dominican Republic. Final report Volume II (HERA 2009)
3 ibid
4 ibid
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Suriname has 22 pharmacies, of which five are hospital pharmacies; there are 
14 private pharmacies (including one operated by the State Health Insurance 
foundation), which only provides services to polyclinic patients. The total number of 
facilities that dispense medicines for the public sector is 63 (including the RGD and 
medical mission clinics). The population per functional public facility that dispenses 
medicines is 7,006. However, the total number of facilities that dispense medicines, 
including the private pharmacies is 77, resulting in a coverage of 5,771 inhabitants 
per facility. The number of pharmacists is 31, of which 8 are currently not engaged 
in pharmacy practice. There are 332 registered physicians, 42 dentists, and 127 
medical specialists that are authorized to prescribe medicines.5

Table 1. General data from Suriname, (Ministry of Health, NHIS, 2009)

There are 26 licensed pharmaceutical importers, the largest being the government 
owned Drug Supply Company Suriname (BGVS). There are only 3 pharmaceutical 
manufacturers including BGVS.6

In Suriname medicines regulation responsibilities are currently divided between 
two entities, the Pharmaceutical Inspectorate and the Registration Committee. The 
Registration Committee is the body that issues marketing approval for medicines. 
The Registration Committee reports to the Director of Health but is otherwise 
independent. The Registration Bureau under the Ministry of Health provides the 
administrative infrastructure for the Registration Committee. The Pharmaceutical 
Inspectorate is a division of the Ministry of Health Inspection Department. It 
is tasked with the supervision and enforcement of compliance with medicine 
related legislation and regulation. In practice the Pharmaceutical Inspectorate 
is responsible for issuing import permits and recommendations regarding 
pharmaceutical licenses, and for inspection of distribution channels. The head of 
the Pharmaceutical Inspectorate reports to the Director of Health.7  

5 ibid
6 ibid
7 ibid
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The project ‘Strengthening of Pharmaceutical Quality Assurance & Legislation for 
the Ministry of Health in Suriname’ project is currently being implemented as part 
of the execution of the National Medicines Policy. The expected outcomes include 
a quality assurance policy, proposals for a new comprehensive pharmaceutical 
legislation, and recommendations for adequate structures for the medicines 
regulatory system, including the incorporation of pharmacovigilance as one of the 
regulatory pillars.

The Government of Suriname has committed itself to the free provision of ART, 
selected medicines for opportunistic infections (on top of access to medicines 
on the Essential Medicines List) and nutritional products, to decrease mortality 
and morbidity related to HIV and AIDS. Part of these funds are made available 
through the Global Fund to Fight Aids, Tuberculosis and Malaria (GFATM; GF), as 
well as from the national budget. ART is procured and made available through 
the Drug Supply Company Suriname (BGVS) and managed by the National Aids 
Programme. Patients on HAART get their medication through pharmacies that have 
been contracted to deliver this service. At the time of writing this report, there are 
approximately 900 patients on HAART.

Suriname has followed initiatives undertaken world wide and has ensured access to 
quality pharmaceuticals by improving its procurement systems, procuring WHO pre-
qualified pharmaceuticals and by collaboration through mechanisms such as the 
Revolving Fund for Strategic Public health Supplies (Strategic Fund). 
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Pharmacovigilance Centre Suriname

The establishment of the Pharmacovigilance Centre followed the procedures 
described in the booklet published by the Uppsala Monitoring Centre (UMC, WHO 
Collaborating Centre for International Drug Monitoring) which deals with setting up 
and running a Pharmacovigilance centre. [6]

The main responsibilities of pharmacovigilance centres are to collect ADRs, 
assess reported cases, and help health care providers to put pharmacovigilance 
into practice, give professionals advice on individual cases, stimulate ADR 
reporting, organize post graduate training and planning and conduct studies in 
pharmacovigilance. 

Main activities of the Pharmacovigilance Centre Suriname

Pharmaceutical expertise is scarce in Suriname. This is one of the reasons that 
the activities of the national centre are primarily focused on collecting, analyzing 
and processing ADRs and dissemination of information gathered. To promote the 
generation of spontaneous reports, the Centre provides short presentations on 
Pharmacovigilance at continuing education sessions of physicians and pharmacists. 
The Centre also conducted a 3 day workshop on risk management in 2007. During 
each activity reporting forms are widely handed out. The Pharmacovigilance Centre 
is currently in the process now of preparing a booklet which will give physicians 
advise in handling adverse drug reactions. The launching of the booklet will 
coincide with a poster campaign which aims to raise awareness among patients on 
the occurrence of adverse drug reactions. 

The ADR reports are received by e-mail, fax and hard copy (delivered by the health 
care worker in the centre). The centre makes use of the database developed by the 
UMC VigiFlow, a case management system for adverse drug reactions.

The ADR reports are received by email, fax and by hard copy. The Centre uses the 
database developed by the UMC, VigiFlow™, a case-based management system for 
adverse drug reactions.

Methodology
For the purpose of this report we used de adverse drug reactions, spontaneously 
reported by health care workers and received by the national Pharmacovigilance 
Centre between 2006 and 2009. These reports are sent by e-mail, fax and hard 
copy. 



15

In addition, we used reports of adverse drug reactions collected by the National 
AIDS Programme (NAP) and sent to the Pharmacovigilance Centre. The NAP 
provides the Pharmacovigilance Centre with copies of the reported adverse drug 
reactions in the programme which makes use of a paper-based patient monitoring 
system. To complete the data of the NAP, adverse drug reactions to 2002 were 
retrieved retrospectively.

Table 2.  Pharmacovigilance Centre Suriname

Results
The Pharmacovigilance Centre in Suriname received over 260 reports between 
November 2006 and September 2009 and forwarded over 200 reports of ADRs to 
the WHO database, managed by the Uppsala Monitoring Centre.

Figure 1. Reports by health care professionals 2006 -2009
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Over 50% of the reports are received from family practitioners. About 40% of the 
reports are received from the National AIDS Programme where pharmacovigilance 
is sustainable implemented and 10% are received from medical specialists, 
pharmacists and the National TB Programme together.

Reports received from pharmacists, family practitioners 
and medical specialists

Figure 2.  Therapeutic Drug Groups of most spontaneously reported ADRs from  
    2006 to 2009

Family practitioners report most of the ADRs (50%). Adverse drug reactions as a 
consequence of antibiotic therapy, accounts for 25% (n=34) of all spontaneous 
reports. The rather large group of “others” includes 1-2 reports of adverse drug 
reactions as a consequence of among others corticosteroids, anaesthetics, 
antipsychotics, ophthalmologics.

Figure 3. Spontaneous reports received in the first months after establishment of 
   the centre

In December and November short presentations on the establishment of the 
Pharmacovigilance Centre were held for health care professionals at continuing 
education sessions. At the launch of activities, the Pharmacovigilance Centre 
received reports dating back as far as 15 years. After this initial high number 
of reported ADRs after the start of the centre in 2007, the number of monthly 
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reports decreased to an average level with a slight increase after presentations at 
continuing education sessions (March 2007).

Reports received from the National AIDS Programme

We started to collect adverse drug reactions from the National AIDS 
Programme in September 2006. To complete the data we collected the ADRs 
reported in the Programme retrospectively to 2002. The primary therapy 
is Zidovudine (AZT) – Lamivudine (3TC) – Nevirapine (NVP). Most of the 
patients treated receive this combination.

Between 2002 and 2008, more than a thousand patients received ARVs. The 
reported ADRs are almost equally distributed between men (64) and women 
(68). 132 ADRs as a consequence of ARVs, are reported between 2002 and 
2008 to the National AIDS Programme are collected. 110 of these 132 ADRs 
resulted in drug substitution, 17 led to other actions (reduction of doses, 
additional medication for relieve of the adverse drug reaction) and 5 times 
the ADR resulted in discontinuation of the medicines.

Figure 4. Organ-systems affected by adverse drug reactions 
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Table 3. Reported adverse drug reactions by ARV from 2002 to 2009

In the years between 2002 and 2008, adverse drug reactions led to at least 79 
referrals to medical specialists and to 45 hospitalizations. 

For 19 of 45 hospitalizations, Ziduvudine was the immediate cause, among which 
15 for anaemia and 2 for anaemia in combination with leucopenia.

Figure 5. Management of adverse drug reactions
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Figure 6. ADRs resulting in hospitalization
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Discussion
Although the number of reported adverse drug reactions compared to the 
estimated population is around 200 per million inhabitants, we recognize clear signs 
of underreporting. For example: there is a small group of family practitioners who 
send reports on a frequent basis, and there is a rather large group of physician from 
whom we never receive reports. 
Even with regard to the active collection of ADRs from the National AIDS 
Programme we recognize underreporting; with more than a thousand patients who 
ever started ARV treatment we would expect more reports of ADRs.

Also, in many reports all fields were not completed but most physicians were willing 
to give us the remaining information during the follow up. The handling of the 
reports sometimes led to the discovery of medication errors, e.g. inappropriate 
medication prescribed for children, prescriptions not written out according to the 
guidelines etc. These incidents contributed to discussions on patient safety issues in 
Suriname. 

 Lessons learned

For a successful pharmacovigilance programme a good working relation with the 
reporters is a detrimental. We still conduct pharmacovigilance presentations at 
continuing education sessions to keep pharmacovigilance on the agenda and in 
2009 we started with sending feedback letters. It is therefore suggested that the 
short presentations during the continuing education sessions prove their value, and 
we expect the same from the feed back letters.

Although reporting and processing of adverse drug reactions is taking place, we 
need more than 2 part timers to expand the programme, especially if we want to 
continue with the transformation of becoming a Centre for Patient Safety. If this 
centre is established, the centre will receive reports on medication errors, incidents 
and near misses next to the reports on ADRs.

Fortunately, we had a very good experience with trainees from pharmacy and 
medical schools, and we will therefore continue to provide places for internships.

Use of available data is another aspect of the Pharmacovigilance Centre. For the 
purpose of sharing our experience we aim at publishing at least annual reports.
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What was effective?

• Promotion of the possibility to report ADRs during every continuing education 
session. 

• Wide distribution of reporting forms.
• Sustainable implementation of pharmacovigilance in the National AIDS 

Programme.

What needs more attention?

Reporters often complain about the lack of feedback. With the introduction of 
feedback letters and the dissemination of more information on the data collected 
during the short presentation in continuing education sessions, we try to overcome 
this obstacle.

In addition to collecting and processing adverse drug reactions, the 
pharmacovigilance centre tries to emerge into a centre for patient safety.

Within this scope, we organized a workshop on risk management, introduced the 
bow tie methodology and introduced reporting forms for incidents, near-misses and 
medical errors. In doing so, the centre promotes corrections with regard to the use 
of medicine, improvement of knowledge on the risks of medicine and contributing 
to patient safety.
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Final considerations and recommendations
Family practitioners are the largest of group of health workers and the main 
contributors of spontaneous reports of adverse drug reactions. Their involvement is 
essential for the spontaneous reporting system.

Other groups of health workers are equally important (medical specialists working 
in hospitals) but with regard to the collection of data they are much less involved.
The first recommendation is therefore to enhance the participation of other health 
care workers.

The sustainable implementation of Pharmacovigilance in public health programmes 
leads to close monitoring and very useful data which can be used among others for 
revising and adjusting treatment protocols. Currently, the Pharmacovigilance Centre 
is only linked to the National AIDS Programme and consequently misses out useful 
data collected in other programmes. The second recommendation would therefore 
be more involvement with public health programmes, preferably in a sustainable 
relationship.

Although the centre may maintain the basic functions such as assessment of the 
reported cases and stimulation of ADR reporting, more personnel would mean 
that other responsibilities can also be carried out. One of these could be more 
dissemination of the results and to give professional advice on individual cases. The 
third recommendation is to consider the human resources available to the centre.
Despite limited resources, it was possible to implement the pharmacovigilance 
centre in Suriname. The centre represents a place where health care professionals 
can share their concerns of medical products on the market with the Ministry of 
Health and serves as a post marketing surveillance tool for the country.
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Vertrouwelijk

Meldformulier Bijwerkingen Geneesmiddelen

                                                                                                                                Pharmacovigilance Centre Suriname  

Dit formulier per e-mail opsturen naar: pvsuriname@gmail.com of per fax naar: (597) 470448
U kunt contact met ons opnemen via bovenstaand e-mailadres of bellen naar (597) 470416 of 470418 
Mevr drs P. Tjin A Kwie of Mevr drs. N.T. Jessurun (Pharmacovigilantie Coördinator Suriname)





Dit formulier per e-mail opsturen naar: 
Per fax naar:  
Voor informatie kunt u terecht bij::
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