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Preface/Forward  
 

The Medicines Control Agency was established by an Act of Parliament under the Medicines 

and Related Products Act 2014 and ascended to on 24th December 2014.  One of its core 

mandates is to regulate and ensure  medicines and related products used in the country are 

safe, efficacious and of good quality. 

 

The National Pharmacovigilance System established by the Medicines Control Agency will 

among other things be engaged in designing tools and guidelines for detection, monitoring 

and reporting of adverse drug reactions, sensitization and training of health workers. 

However, although there was no established PV system, various pharmacovigilance 

activities were being conducted from 2009 to date . This included the development and 

distribution of tools for ADR/AE reporting followed by sensitization of healthcare workers 

and identification of focal persons in the Regions throughout the country. First draft was 

developed in 2013. 

 

This Pharmacovigilance guidelines is developed to complement,  support  and enhance our 

efforts for monitoring ADRs to ensure  safe, efficacious and quality medicines are made 

available to all Gambians. 

 

 

 

 

 

 

Markieu Janneh Kaira 

Executive Director 

Medicines Control Agency 

  

MARCH 2017 
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Abbreviations/Acronyms 

1. AE       Adverse Event 

2. ADR     Adverse drug reaction 

3. AEFI     Adverse Event Following Immunisation 

4. NPC National Pharmacovigilance Centre 

5. UMC   Uppsala Monitoring Centre 

6. MSEC  Medicines Safety Expert Committee 

7. MCA  Medicines Control Agency 

8. PV    Pharmacovigilance 

9. PHP Public Health Programs 

10. RHD  Regional Health Directorate 
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1. INTRODUCTION 

Due to increased availability and use of medicines for the management and control of 

diseases, there is the need to monitor adverse drug reactions (ADRs), as they have been 

ranked among the top 10 leading causes of mortality in some countries despite the fact 

that most of them are preventable. In addition, management of ADRs require substantial 

amount of resources which can be a burden on health care delivery system. As a result of 

increase in over-the-counter medicines, self-medication is on the rise and thus posing 

higher risk for drug-drug interaction, over dosage and other drug related problems. There 

is need for vigilance at border posts on medicine importation due to porous borders and 

availability of counterfeit and sub-standard medicines in the market. It is thus, essential to 

set up a Pharmacovigilance system to monitor the safety of these medicines at all times 

and at all levels of the health care system.  

In pursuance to Medicines and other related product act 2014, these guidelines are 

developed by the Medicines Control Agency (MCA) defining norms and scientific principles 

to set standards for continuous safety monitoring of products; to ensure that these 

products continue to be safe for patients and the general public. These guidelines are for 

information, guidance and strict compliance by healthcare professionals, marketing 

authorization holders and local representatives of regulated products.  

 

1.1 Purpose of the Pharmacovigilance Guidelines 

These guidelines are intended for utilization by all health workers at both public and 

private health facilities, research institutions and the general public. The guidelines shall 

be utilized for among other things, detecting, reporting of ADRs and AEs; training of 

health workers and as reference material. These guidelines also provide answers about 

what, how, and where medicine safety problems should be reported.  
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1.2 Definition of Pharmacovigilance 

Pharmacovigilance is defined as the science and activities relating to the detection, 

assessment, understanding and prevention of adverse effects or any other medicine-

related problem. (W.H.O) 

 
1.3 Objectives of Pharmacovigilance 

The objectives of Pharmacovigilance are to: 

 Improve patient care and safety in relation to the use of medicines and all medical 

and paramedical interventions; 

 Improve public health and safety in relation to the use of medicines; 

 Detect problems related to the use of medicines and communicate the findings in 

a timely manner; 

 Contribute to the assessment of benefit, harm, effectiveness and risk of 

medicines, leading to the prevention of harm and maximization of benefit; 

 Encourage the safe, rational and more effective use of medicines;  

 Promote understanding, education and clinical training in Pharmacovigilance and 

its effective communication to the public. 

 
1.4 Scope of Pharmacovigilance 

The scope of PV in these guidelines includes the following: 

 Adverse drug reactions and adverse events  

 Adverse events following immunization 

 Medication errors 

 Counterfeit and substandard medicines 

 Lack of efficacy of medicines or therapeutic failure 

 Drug-drug interaction 

 Misuse and abuse of medicines 
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1.5 Pharmacovigilance Process 

 Pharmacovigilance process comprises:  

i. Monitoring medicines  to identify previously unrecognized adverse effects or 

indeed any changes in the patterns of their adverse effects, 

ii. Assessing the risks and benefits  of medicines in order to determine what action if 

any (such as product recall) is necessary to improve their safe use,  

iii. Monitor the impact of any action taken and give feedback to reporters. 

iv. Establish back-up system for urgent exchange of information. 

 

1.6 Pharmacovigilance Definitions and Glossary  

Some common words and Definitions in Pharmacovigilance have also been listed for ease 

of understanding. All health care professionals are encouraged to use these tools as 

indicated and continuously provide positive criticisms on their improvement to the MCA. 

Glossary is the terms used in pharmacovigilance. 

 

Note: The terms adverse drug reaction (ADR) and adverse event (AE) are used in tandem 

throughout this document for the sake of simplicity. Within the Gambian context, an ADE 

can also be non-adherence, non-response to a drug, either because the product was of a 

substandard quality or a counterfeit or because there is resistance. 

 

Allopathy 

Non-traditional, western scientific therapy, usually using synthesised ingredients, but 

may also contain a purified active ingredient extracted from a plant or other natural 

source; usually in opposition to the disease.  

 

Adverse Drug Reaction (ADR) 

A response which is noxious and unintended, and which occurs at doses normally used in 

humans for the prophylaxis, diagnosis, or therapy of disease, or for the modification of 
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physiological function. (WHO, 1972). An adverse drug reaction, contrary to an adverse 

event, is characterized by the suspicion of a causal relationship between the drug and the 

occurrence, i.e. judged as being at least possibly related to treatment by the reporting or 

a reviewing health professional. 

 

Adverse Event (or adverse experience) (AE) 

Adverse event/experience is any untoward medical occurrence in a patient or clinical 

trial subject administered a medicinal product that may present during treatment with a 

medicine but which does not necessarily have a causal relationship with this treatment. 

 

 

Adverse Events Following Immunization (AEFI) 

Adverse Event Following Immunization is any untoward medical occurrence which 

follows immunization and which does not necessarily have a causal relationship with the 

usage of the vaccine. The adverse event may be any unfavourable or unintended sign, 

abnormal laboratory finding, symptom or disease. 

 

Biological products 

Medical products prepared from biological material of human, animal or microbiologic 

origin (such as blood products, vaccines, insulin). 

 

Causality assessment 

The evaluation of the likelihood that a medicine was the causative agent of an observed 

adverse reaction. Causality assessment is usually made according established algorithms. 

 

Counterfeit medicinal products  

Means a medicinal product which is deliberately and fraudulently mislabelled with 

respect to identity and / or source. Counterfeit can apply to both branded and generic 

products and may include products with correct ingredients with the wrong ingredients 

with an insufficient quantity of active ingredient or with fake packaging; 

 

De-challenge 
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The withdrawal of a drug from a patient; the point at which the continuity, reduction or 

disappearance of adverse effects may be observed. 

 

Drug or medicine is a pharmaceutical product, used in or on the human body for the 

prevention, diagnosis or treatment of disease, or for the modification of physiological 

function. Medicine includes biological products, related products, and nutritional 

supplements of herbal medicines 

 

 

Efficacy 

The ability of a drug to produce the intended effect as determined by scientific methods, 

for example in pre-clinical research conditions. 

 

Essential Medicines 

Essential medicines are those that satisfy the priority health care needs of the 

population. They are selected with due regard to public health relevance, evidence on 

efficacy and safety, and comparative cost-effectiveness.  

 

Generic (Multi-Source Product) 

The term ‘generic product’ has somewhat different meanings in different jurisdictions. 

Generic products may be marketed either under the non-proprietary approved name or 

under a new brand (proprietary) name. They are usually intended to be interchangeable 

with the innovator product, which is usually manufactured without a license from the 

innovator company and marketed after the expiry of patent or other exclusivity rights. 

 

Harm 

The nature and extent of actual damage that could be caused by a drug. This should not 

to be confused with risk. 

Health care professionals = doctors, pharmacy staff, nurses, laboratory staff 

Health Facilities means health centres, public and private clinics and hospitals 
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Herbal Medicine 

Includes herbs, herbal materials, herbal preparations and finished herbal products.  

 

 

 

Marketing Authorization Holder 

Marketing Authorization Holder: The company or legal entity in whose name the 

marketing authorization for a product has been granted and is responsible for all aspects 

of the product and compliance with the conditions of marketing authorization. 

 

Medical Error 

“An unintended act (either of omission or commission) or one that does not achieve its 

intended outcomes.” Leape, Lucien.  

 

Member Countries 

Countries which comply with the criteria for, and have joined the WHO Programme for 

International Drug Monitoring. 

 

New Chemical Entity 

A chemical or biologically Active Pharmaceutical Ingredient (API) that has not previously 

been registered as an ingredient of any pharmaceutical product. 

 

Non adherence means the failure of a patient to take medication as prescribed by an 

attending health worker, such as where a medicine has been recommended to be taken 

twice daily for seven days and the patient only takes the medicine for two days; 

 

National Pharmacovigilance Centres 

Organisations recognised by governments to represent their country in the WHO 

Programme (usually the drug regulatory agency). A single, governmentally recognized 

centre (or integrated system) within a country with the clinical and scientific expertise to 

collect, collate, analyse and give advice on all information related to drug safety. 

 

Over The Counter (OTC) 
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Medicines which are available for purchase without a prescription. 

 

 

Pharmaco-epidemiology 

Study of the use and effects of drugs in large populations.  

 

Pharmacology 

Study of the uses, effects and modes of action of drugs. 

 

Pharmacovigilance 

The science and activities relating to the detection, assessment, understanding and 

prevention of adverse effects or any other drug-related problem. 

 

Poly-pharmacy 

The concomitant use of more than one drug, sometimes prescribed by different 

practitioners. 

 

Post-marketing 

The stage when a drug is generally available on the market. 

 

Pre-marketing 

The stage before a drug is available for prescription or sale to the public. 

 

Prescription Only Medicine (POM) 

Medicinal product available to the public only on prescription. 

 

Prophylaxis 

Prevention or protection. 

 

Periodic Benefit Risk Evaluation Report (PBRER) 

An update of the world-wide marketing experience of a medicinal product at defined 

times with focus on formal evaluation of benefit in special population at defined times 

during post-registration period. 
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Periodic Safety Update Report (PSUR) 

A Periodic Safety Update Report (PSUR) is intended to provide an update of the 

worldwide safety experience of a medicinal product to the Authority at defined time 

points post-authorization. At these times, Marketing Authorization Holders are expected 

to provide succinct summary information together with a critical evaluation of the 

benefit-risk balance of the product in the light of new or changing information. 

 

Product quality problems includes bioequivalence problems, expired products, 

Poor storage or inadequate packaging information; 

 

Rational Drug Use 

An ideal of therapeutic practice in which drugs are prescribed and used in exact 

accordance with the best understanding of their appropriateness for the indication and 

the particular patient, and of their benefit, harm effectiveness and risk. 

 

Re-challenge 

The point at which a drug is again given to a patient after its previous withdrawal. 

 

Regulatory Authority 

The legal authority in any country with the responsibility of regulating all matters relating 

to medicines and related health products. 

Related Products or Related health products= includes cosmetics, homeopathic 

medicines, medical device, instrument or apparatus including components, parts and 

accessories for use in the diagnosis, treatment, mitigation or prevention of a disease, 

disorder or abnormal physical state or the symptoms of it in humans or animals  

 

Risk Management Plan 

A detailed description of the risk management system. The Risk Management Plan is 

submitted as part of the dossier that is evaluated by the Authority before a medicine 
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can be authorized and which is regularly updated as new information becomes available. 

Risk Management Plans include information on a medicine's safety profile and explain 

the measures that are taken in order to prevent or minimize the risks of medicine in 

patients. 

 

Serious Adverse Event  

A serious adverse event or reaction is any untoward medical occurrence that at any dose: 

 Results in death, 

 Requires inpatient hospitalisation or prolongation of existing hospitalisation, 

 Results in persistent or significant disability/incapacity, 

 Is life-threatening. 

 

To ensure no confusion or misunderstanding of the difference between the terms 

“serious” and “severe”, the following note of clarification is provided: The term “severe” 

is used to describe the intensity (severity) of a specific event (as in mild, moderate or 

severe); the event itself, however, may be of relatively minor medical significance (such 

as severe headache). Seriousness (not severity) which is based on patient/event outcome 

or action criteria serves as guide for defining regulatory reporting obligations. 

 

Side Effect 

Any unintended effect of a pharmaceutical product occurring at normal dosage which is 

related to the pharmacological properties of the drug. 

 

Signal 

Reported information on a possible causal relationship between an adverse event and a 

drug, the relationship being unknown or incompletely documented previously. Usually 

more than a single report is required to generate a signal, depending upon the 

seriousness of the event and the quality of the information. The publication of a signal 

usually implies the need for some kind of review or action. 

 

Spontaneous Reporting 

System whereby case reports of adverse drug events are voluntarily submitted from 
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health professionals and pharmaceutical manufacturers to the national regulatory 

authority.  

 

 

Vigibase 

The name for the WHO International ADR Database. 

 

Vigiflow 

VigiFlow (formerly called Vigibase Online) is a sophisticated case report 

management system created by the UMC, complying with GxP requirements. 

 

Vigisearch 

This is a custom search service offered by the UMC to third-party inquirers for which several 

types of standard presentation are available. 

 

Vigimed 

E-mail conferencing facility, exclusive to member countries of the WHO Programme for 

International Drug Monitoring. 
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2. ESTABLISHMENT OF NATIONAL PHARMACOVIGILANCE 
SYSTEM 

The National Pharmacovigilance System shall comprise mainly of a National 

Pharmacovigilance Centre established under the Medicines Control Agency; Medicines 

Safety Experts Committee (MSEC); Regional/Hospital Investigation Teams when necessary; 

Focal Person at Regional Health Directorates and Health Facilities. Other key stakeholders 

include Public and Private Health Facilities, Health professional bodies, Research institutions, 

Health training institutions relevant line ministries (e.g. Ministry of Health & Social Welfare, 

Ministry of Trade, Ministry of Agriculture), Gambia Chamber of Commerce, Consumer 

associations, Manufacturers/Suppliers and the media. 

 

2.1 Goals of the National Pharmacovigilance System 

  Assuring the safety of medicines by ensuring reliable and timely exchange of 

information on drug safety issues.  

 The assessment and communication of the risks and benefits of medicines on the 

market   

 Educating and informing of patients on safety of medicines. 

 Rational and safe use of medicine and other health related products 

 

2.1 What the Pharmacovigilance system covers 

Pharmacovigilance system will cover the entire country. This includes public, private and 

NGO/mission healthcare facilities in all parts of the country to cover: 

 All levels of healthcare facilities; 

 All medicines used in the country; 
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 All disease conditions encountered in the country; 

 All cadres and disciplines of healthcare workers; 

 Any individual in the country, suspecting a reaction to a medicine and related 

products. 

 
2.2 The Success of the Pharmacovigilance System 

The functionality of a National Pharmacovigilance System is directly dependent on the active 

participation of all health professionals and the general public for information. Health 

professionals are in the best position to report suspected ADRs observed in their day-to-day 

patient care as they diagnose, prescribe, dispense and monitor the patients’ response to the 

medicines, medical products and vaccines. All healthcare providers should report ADRs as 

part of their professional responsibility, even if they are doubtful about the precise 

relationship with the given medication. Health workers can reduce suffering and save 

patients’ lives by doing just one thing: reporting suspected adverse drug reactions including 

therapeutic failures.  

Any Pharmacovigilance System should be adaptable to public health emergencies and 

Preparedness plans will be developed as appropriate. 

 
2.3 National Pharmacovigilance Center  

The MCA shall review recommendations of the Medicines Safety Experts Committee (MSEC) 

and take appropriate actions. It will also be responsible for recruiting and training of staff. 

The National Pharmacovigilance Centre (NPC) is the core of the Pharmacovigilance system. It 

will receive and process all reports and will work closely with the MSEC. It will be responsible 

for the review, categorization and follow-up of reports. The NPC through the Experts 

Committee will advise the MCA on matters related to Pharmacovigilance. The NPC will serve 

as a repository for any research findings relevant to Pharmacovigilance.  

Other functions include: 

 Providing ADR/AE forms 

 Developing manuals and guidelines for health facilities  
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 Training health workers in the use of report forms 

 Collecting data  

 Developing or revising a coding and archive system for data entry and retrieval 

National Pharmacovigilance Centre is based within the  

 

Medicines Control Agency 

54 Kairaba Avenue, KSMD, 

P.O. Box ………………………… 

The Gambia, West Africa 

Email: infomca@mcagm.org 

Telephone +220 4380632 

 

Note: The functions of the various components of the Pharmacovigilance System are 

detailed in the Chapter on Roles and Responsibilities. 

 
2.4 Medicines Safety Experts Committee (MSEC) 

Medicines Safety Experts Committee will provide technical expertise to PV system and make 

appropriate recommendations to the MCA. (See Annex 9 for TOR of Experts Committee).  

 
2.5 Health Facilities 

The health facilities, including hospital, public and private clinics, are on the frontline of 

patient care, and will provide data on ADRs/AEs based on observations of patients or 

laboratory investigations. All ADR forms from health facilities should be sent to the focal 

person (Regional Principal Nursing Officer) at the Regional Health Directorate for onward 

transmission to the NPC for action and to provide feedback. 

 
2.6 Regional Health Directorate (RHD) 

The RHD will provide technical and administrative support to the hospitals and health 

facilities. Roles and responsibilities will include: 
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 supervise the collection of data and specimens from sites within their jurisdiction; 

 distribute  ADR and AE forms; collect and forward completed forms; 

 verify or investigate ADR and AEs whenever possible; 

 provide administrative, technical and logistical support to health centres and (in 

some cases) hospitals 

 submit completed forms to the NPC 

 Provide feedback from NPC to health facilities. 

 
2.7 Patients and other community members 

The patients and other members of the community shall report ADRs/AEs either directly 

to the center or to the nearest health centers or hospitals. 
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3. REPORTING OF ADVERSE DRUG REACTIONS 
 
3.1 Who Should Report? 

All health care professionals/workers, including doctors, dentists, pharmacists, nurses, 

traditional medicines practitioners are encouraged to report. The patients, the family and 

public are also encouraged to report. 

 
3.2 What to Report? 

It is important to report all adverse drug reactions even if you do not have all the facts or are 

uncertain that the medicine is definitely responsible for causing the reaction. What is 

required is to report all suspected adverse drug reactions. In many cases it will be impossible 

for an individual health worker to prove that the reaction was indeed caused by a particular 

drug. However, collection of reports from several health workers in different parts of the 

country will assist the technical committee in making decisions on the possibility of 

associations between drugs and particular adverse drug reactions. 

For monitoring purposes, adverse drug reactions to be reported shall include all responses 

to medicines used in human which are harmful and unintended, including therapeutic 

failures, and which occurs at any dose including the normal, overdose, or abuse of 

medicines.  

 For “new” drugs: report all suspected reactions, including minor ones; 

 For established or well-known drugs: report all serious or unexpected/unusual 

ADRs; 

 Report if an increased frequency of a given reaction is observed; 

 Report all suspected ADRs associated with drug-drug, drug-food or drug-food 

supplements interactions (including herbal and complimentary products), 

medical devices, cosmetics and household chemical substances; 
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 Adverse drug reactions (ADRs) resulting from non-prescription medicines, 

prescription medicines, biological products (vaccines and blood products) and 

radiopharmaceutical products. 

 Report ADRs in special fields of interest such as drug abuse and drug use in 

pregnancy and during lactation; 

 Report when suspected ADRs are associated with drug withdrawals; 

 Report ADRs occurring from overdose or medication error;  

 Report reactions suspected of causing death, danger to life, admission to 

hospital, prolongation of hospitalization or birth defects.  

 Report product quality problems such as: 

• Suspected contamination.  

• Questionable stability e.g. changes in “normal” appearance. 

• Poor packaging and labeling. 

• Therapeutic failures. 

 Expired batches. 

 

REPORT ALL SUSPECTED ADVERSE REACTIONS THAT YOU CONSIDER OF CLINICAL 

IMPORTANCE IMMEDIATELY! 

 
 
3.3 How to Recognize ADRs  

ADRs are difficult and sometimes impossible to distinguish from disease being treated, since 

they may act through the same physiological and pathological pathways. However, the 

following step-wise approach may be helpful in assessing possible drug-related ADRs: 

1. Take a proper history and do a proper examination of the patient including: 

a. A full drug and medical history.  

b. Ensure that the medicine ordered is the medicine received and actually taken 

at the dose advised by the prescriber.  

c. ADR should be your first differential diagnosis at all times. 
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d. Ask if this adverse reaction can be explained by any other cause e.g. patient's 

underlying disease, other drugs including over-the-counter medicines or 

traditional medicines, toxins or foods. It is essential that the patient is 

thoroughly investigated to decide what the actual cause of any new medical 

problem is. 

e. Drug-related cause must be considered, especially when other causes do not 

explain the patient's condition. 

f. Carry out a thorough physical examination with appropriate laboratory 

investigations if necessary: 

•Remember: only a few drugs produce distinctive physical signs 

•Exceptions include fixed drug eruptions, steroid-induced dermal atrophy, 

Steven-Johnsons syndrome, acute extra-pyramidal reactions. 

•Laboratory tests are important if the drug is considered essential in improving 

patient care or if the laboratory tests results will improve management of the 

patient. 

• To describe the reaction as clearly as possible- Where possible, provide an 

accurate diagnosis. 

2. Verify that the onset of the suspected ADR was after the drug was taken not before. 

Analyze carefully the observation made by the patient. 

 

3. Determine the time interval between the beginning of medicine treatment and the 

onset of the event. 

a. Did the ADR start immediately following the administration of the drug.  

b. Some reactions occur immediately after the medicine has been given, while 

others take time to develop. The time from the start of therapy to the time of 

onset of the suspected reaction must be logical. 

4. Evaluate the suspected ADRs/ AEs after discontinuing the medicines or reducing the 

dose and monitor the patient’s status. If appropriate, restart the drug treatment and 

monitor recurrence of any ADRs/AEs. 



 

 

 

 

 

 

 

 

 

25 

 

5. Analyze the alternative causes (other than the drug administered) that could on their 

own have caused the reaction.  

a. Can this adverse reaction be explained by other causes e.g. patient’s 

underlying disease, other drugs including over the counter medicines or 

traditional medicines; toxins or foods supplements? 

6. Use relevant up-to-date literature and personal experience as a health worker on 

drugs and their ADRs and verify if there are previous conclusive reports on this 

reaction. The National Pharmacovigilance and Drug Information Centres will be very 

important resources for obtaining information on ADRs. The manufacturer of the 

drug can also be a resource to consult for information on the drug safety. 

a. Is the reaction known to occur with the particular medicines as stated in the 

package insert or other references? 

b. If the reaction is not documented in the package insert, it does not mean that 

the reaction cannot occur with that particular medicine. 

7. Report any suspected ADRs to the focal person for ADR reporting at the hospital, 

regional level, health facilities or directly to the National Pharmacovigilance Centre 

 

3.4 How to Report ADRs  

The reporter shall utilize the ADR reporting form.  The reporting forms shall be 

distributed to the public health facilities by the RHD. Forms will also be sent to private 

clinics, hospitals, private Pharmacies and Drug Stores. Other institutions that may 

wish to receive reporting forms may collect the forms from the RHD or MCA directly. 

A copy of a reporting form is enclosed in the annex of these guidelines. Completed ADR 

forms should be sent to the National Pharmacovigilance Center. 

REMEMBER!  

The success of the Pharmacovigilance system depends on accurate reporting and prompt 

delivery of the completed forms. 
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3.5 Adverse Drug Reaction Reporting 

The ADR will be collated by focal persons at RHD and Hospitals and submitted to the NPC. 

The knowledge of the detected signals for new ADRs that were not known before will be 

used to promote safe use of medicines on a local, national and international level. It is 

therefore important to complete the form accurately because the information may offer the 

following benefits:  

 Additional investigations into the use of the medicines and vaccines. 

 Educational initiatives to improve the safe use of the medication. 

 Appropriate package insert changes to include the potential for the reactions 

reported,  

 Changes in the scheduling or manufacture of the medicine to make the medicine 

safer, 

 Other regulatory and health promotion interventions as the situation may warrant 

including change in supply status or complete withdrawal of the medicine from the 

supply system. 

 

3.6 Benefits of ADR Reports 

 Improvement on the quality of care offered to patients. 

 Reduction of drug related problems leading to better treatment outcome. 

 Improved patient confidence in professional practice and consequently 

professional growth. 

 Improved patient adherence to the treatment. 

 Access to feedback information on drug related problems reported within the 

country and internationally. 

 Satisfaction for the fulfilment of a moral and professional obligation. 

 Improve knowledge.  
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3.7 Some Basic Principles of Efficient Reporting 

(a) Timeliness of Reporting. 

 The ADR should be reported soon after it occurs.  A recent ADR is easier to report 

upon   as the report is likely to be more accurate.  The completed report should be 

sent through the appropriate channel to the National Pharmacovigilance Centre 

immediately, preferably within one week. 

 If possible, the decision to report whilst the patient is still with the health worker 

should be taken, so that s/he can easily be questioned about the ADR and all the 

details filled on the reporting form at once. 

(b) Integrity/Reliability  

 If any supplementary data is obtain later, e.g. if the same patient develops the 

reaction again, or if something happens which increases your suspicion or seems 

to exclude the reaction, please send in a supplementary note immediately. 

(c) Completeness/Eligibility of Report 

 Healthcare providers should provide adequate information on the form. The 

minimum  required information should be the following ; 

• An identifiable source of information.  

• An identifiable patient. 

• An identifiable medicine. 

• An identifiable suspected reaction 

• Logical time response relationship 

If any of these essential elements is missing, then such a report is incomplete and may 

not be useful. Reports of an alleged adverse drug reaction without any other details 

concerning the patient or the drug(s) should not be sent. Please write legibly. 
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3.8 Types of ADR reporting 

Both spontaneous and active reporting shall be encouraged as appropriate. Though it is 

cheaper to institute spontaneous reporting, the yield is normally low. Health workers are 

strongly encouraged to report ADRs. 

a) Spontaneous Reporting 

Spontaneous reporting is a process whereby case reports of adverse drug reactions are 

voluntarily submitted by healthcare professionals from both the public and private sector 

as well as pharmaceutical outlets and the general public to the National 

Pharmacovigilance Centre. 

 Public health care system 

The patients/public shall be encouraged to report ADRs to the nearest health centre or 

hospital. From the health centres the completed ADR forms will be submitted within one 

week to the Regional focal person (RPHN) who will compile the regional reports and 

submit reports every two weeks or as required in emergencies to the National 

Pharmacovigilance Center.  

The National Pharmacovigilance Center will update the ADR database and analyze the 

data for possible signals. Initially a locally developed database will be utilized, which shall 

be changed to WHO “Vigiflow”. The National PV Center will submit the national PV 

report quarterly or as required to the MSEC for review.  

The MSEC shall review the national PV reports and make recommendations to the MCA. 

The MCA will take appropriate decisions and actions. These decisions will be 

communicated to the respective Public Health Programs (PHP), Medical Associations, UN 

Agencies, Manufacturers/Suppliers and other partners,. 

 Private sector 

The private hospitals, clinics and NGOs will send completed ADR forms to the National 

Pharmacovigilance Center or respective RHDs. These will then be treated as above. 
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b) Active ADR reporting 

 

Active reporting seeks to ascertain completely the number of adverse events via a 

continuous pre-organized process. Examples described include: Sentinel Sites, Drug 

Event Monitoring and Registries 

 The Public Health Programs 

The Public Health Programs Sentinel sites shall report all ADRs to RHD in a continuous 

pre-organized process. From there the process will be as explained above under 

spontaneous reporting. 

 Research and Academia/Learning Institutions  

They shall report ADRs to the National Pharmacovigilance Center or the nearest RHD. 

From there the process will be as explained above under spontaneous reporting. 

In summary, the purpose of ADR reporting is to reduce the risks associated with drug 

prescribing and administration and to ultimately improve patient care, safety and 

treatment outcomes. 

 

 

3.9 Will Reporting Have Any Negative Consequences On The Health 
Worker Or The Patient? 

 

 The adverse drug reaction report shall not constitute an admission that 

the health worker or any other health professional or the drug 

contributed to or caused the reaction in any way. The health worker at 

the primary reporting level shall counsel the patient to counter any 

negative connotations that may lead to non-adherence. 

 The outcome of the report, together with any important or relevant 

information relating to the reaction reported, will be communicated as 

appropriate.  
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 The details of the report will be stored in a confidential database and 

may be shared locally and international.  

 The names of the reporter and the patient will be deleted before any 

details about a specific adverse drug reaction are used or 

communicated to others.   

 The information obtained from the report will not be used for 

commercial purposes. However, the information may be disclosed if it 

is in the interest of the general public. 

The information is only meant to improve the understanding and use of the 

medicines in The Gambia.  

 

3.10 What happens to reported ADRs? 

1. The information obtained from ADR reports will be used to promote safe use of 

medicines in the local, national and international levels.  

2. The reports submitted will be entered into the national and international 

database of adverse drug reactions and be analysed by expert reviewers on a 

regular basis. Findings or feedbacks from these reports will also be used to make 

recommendations to public health programs; and to take regulatory actions 

where applicable.  

A well - completed and duly submitted ADR report may result in:  

 Additional investigations into the use of medicines in The Gambia 

 Appropriate changes in the package insert 

 Change the schedule of the medicine  

 Enhancing educational initiatives to improve the safe use of that medicine 

 Other regulatory and health promotion interventions as the situation may warrant 

including withdrawal / recall. 
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Thus, the ultimate purpose of ADR reporting and monitoring is to reduce risks associated 

with medicine prescribing and administration and improve patient care, safety and 

therapeutic outcomes. 

 

3.11 Structure and Information Flow 

A) STRUCTURE 

1. The PV Centre will link to the national health system through the Regional Health 

Directorate (RHD), specifically the Principal Regional Nursing Officer and the Focal 

persons at the hospitals and other health facilities. 

2. The RHD may be required at times to form a regional investigation team to 

investigate 'signals' and reports of ADRs in consultation with the MCA. 

3. You are asked to report ALL serious adverse reactions with medications, especially 

those where the patient outcome is: 

•Death 

•Life-threatening (real risk of dying) 

•Hospitalization (initial or prolonged) 

•Disability (significant, persistent or permanent) 

•Congenital anomaly 

•Required intervention to prevent permanent impairment or damage 

Report even if: 

•You are not certain if the drug caused the reaction 

•You do not have all the details. 

4. In the public sectors, health facilities will forward their reports to the RHD, for 

onward transmission to MCA. 

5.  The NGO and private sectors would report either to RHD or directly to MCA. 

6. The RHD shall oversee the entire system to ensure that it runs smoothly and shall 

also provide necessary supervision to the regions. 
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7. Sentinel sites or Systems may be established, as required under authority of the 

MCA, to carry out any or all of the following: 

• Detailed investigations to gather specific data 

• Specific Pharmacoepidemiology studies or analysis 

• Verification of specific reports or claims. 

8. The data received will be entered and analysed at the National Pharmacovigilance 

Centre at the MCA, supported by the MSEC. 

9. The MSEC will review the reports received from all sources, and make 

recommendation to the MCA for appropriate action. 

10. Feedback to all levels of the system will be the responsibility of MCA. 

11. The PV system will be based on the WHO data collection software 'Vigiflow', which 

will be adapted as appropriate to meet the needs of the system. 

12. The PV system will be linked to the WHO Monitoring Centre for ADRs, based in 

Uppsala, Sweden. 

B.  Information Flow 

1. Individual patients who suspect a reaction to a medicine or other substance, will 

report to the nearest health care provider. 

2. Patients may also call the National Pharmacovigilance Centre directly, through a 

dedicated number. 

3. At all health facilities, healthcare workers shall provide the necessary treatment to 

patients suspected of having an ADR. 

4. The healthcare worker shall record details of the suspected ADR on the ADR 

reporting form, and forward the report to the facility focal person. 

5. The focal person shall forward the forms on a weekly basis or as required to the 

RHD. 

6. The RHD consolidates the ADR reporting forms received from the region, and 

forwards them to the MCA every two weeks or as required in the case of 

emergency. 

7. The MCA shall receive all ADR reports and enter them into the PV National 

database and later in VigiFlow. A report will also be forwarded to the MSEC for 

technical analysis and appropriate recommendations. 
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8. The MCA shall provide appropriate feedback to the RHDs and stakeholders on a 

quarterly basis or as deemed necessary. 

9. The MCA shall initiate any follow-up investigations in conjunction with RHD 

10. Clinicians should encourage follow-up of patients in all severe ADR cases
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3.12. Causality Classification 

In order to assess the likelihood that the suspected adverse reaction is actually 

due to the medicine, WHO has provided a list of causality assessment criteria for 

deciding on the contribution of the medicine towards the adverse event. The 

criteria are in annexes 2 and 3.  

In most cases there is some level of uncertainty as to whether the drug is directly 

responsible for the reaction. Many of the questions above may remain 

unanswered or may be contradictory; however this should not dissuade the 

health worker/reporter from reporting the reaction. A well-documented report 

which includes information about all the above mentioned questions can provide 

the system with the first signal of a previously unknown problem.  

 

4. PREVENTION OF ADRS  

Some ADRs are unavoidable and cannot be prevented. However, most ADRs can 

be prevented by following the basic principles of rational use of medicines that 

are described as follows: 

4.1. Guidelines for Prevention of ADRs 

1. Use only appropriate medicines. 

2. Use medicines according to the standard treatment guidelines. 

3. Use text books and other reference materials providing information on 

drug reactions and interactions. 

4. Take extra care when you prescribe drugs known to exhibit a large 

variety of interactions and adverse reactions (e.g anticoagulants, 

hypoglycaemics, hyperglycaemics, sulphonomides and centrally acting 

drugs) with careful monitoring of patients with such reactions. 

5. Beware of the interaction of drugs with certain foods, alcohol and 

household chemicals. 
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6. Review regularly the entire medicines used by patients, taking special 

notice of those bought without prescription (e.g over-the-counter, herbal 

preparations). 

7. Be particularly careful when prescribing for children, the elderly, the 

pregnant and nursing women, and the seriously ill patients especially 

with hepatic and renal diseases. Careful monitoring is essential in these 

patients. 

8. If patients show signs or symptoms not clearly explained by the course of 

their illness, think of adverse drug reaction. 

9. If you suspect an adverse reaction, consider stopping the drug, reducing 

the dosage as soon as possible or refer to the appropriate clinician and 

notify the adverse drug reaction to the National Pharmacovigilance 

Centre or the nearest hospital. 

10.  Advice patients to obtain medications only from approved sources. 

 

5. PHARMACOVIGILANCE TOOLS 

The Pharmacovigilance guidelines provides the standard process for managing 

the Pharmacovigilance system, and provides, in the annexes, the basic tools 

prescribed by MCA. These include: 

1. Suspected Adverse Drug Reaction Form       Annex 1              

2. ADR Severity Assessment Scale                       Annex 2                               

3. Causality Assessment Categories                    Annex 3                                          

4. Patient Alert Card                                              Annex 4                             

5. Criteria for issue of a Patient Alert Card        Annex 5                                 

6. Checklist for investigation procedure            Annex 6 

7. Poor Quality Medicinal Product Reporting Form      Annex 7                     
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5.1 Suspected ADR reporting form (Annex 1) 

The Suspected ADR Reporting Form is the tool by which all suspected ADRs shall 

be reported. It is user friendly and at the same time the health worker will be 

able to collect important details pertaining to the suspected ADR. The form shall 

be the principal tool to collect data and for all reference purposes.  

 
5.2 ADR Severity Assessment Scale (Annex 2) 

The severity of a reaction shall be judged according to the: ADR Severity 

Assessment Scale. This scale categorizes each ADR broadly into ‘Mild’, 

‘Moderate’, ‘Severe’ and ‘Fatal’. 

 
5.3 Causality Assessment Categories (Annex 3) 

The assessment of causality in a report is made easy using a Causality Assessment 

Scale which is a structured tool for determining the likelihood of a causal 

relationship between drug exposure and adverse events. The four main 

considerations incorporated in a scale are: 

 The association in between drug administration and event time 

 Pharmacology - including current knowledge of nature and frequency of 

adverse reactions 

 Medical or pharmacological plausibility - signs and symptoms, laboratory 

tests, pathological findings, mechanism 

 Likelihood or exclusion of other causes 

        Thus, with causality assessment, we can assess various levels of 

certainty whether a suspected drug has indeed caused a specific adverse drug 

reaction. 
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5.4 Patient Alert Card (Annex 4) 

The Patient Alert Card is a card that alerts all health care professionals that the 

bearer of the card has previously experienced a serious ADR. The card also helps 

the patient to learn of his or her serious ADR. The card is expected to be carried 

by the patient at all times on him- or herself and be presented to his clinician, 

dentist, nurse, pharmacist, community health worker at the time of consultation. 

This will help the health care professionals identify the patient's drug-related co-

morbidity and prevent the same (or similar) drug reactions. The issue of an Alert 

Card is based on the Criteria for issue of a Patient Alert Card (Annex 5). 

 
5.5 Poor Quality Medicinal Product Reporting Form (Annex 7) 

The Poor Quality Medicinal Product Reporting Form is a mechanism by which 

institutions and health care professionals can alert the MCA of problems 

encountered with the medicines supplied to or used by them. The form has been 

designed to incorporate the most common pharmaceutical problems 

encountered and assist the MCA in addressing the same.  

 

5.6 Checklist for investigation procedure (Annex 6) 

The Checklist for Investigation Procedure by MCA has been designed to be a 

reference for the RHDs and health facilities to help gather more pertinent 

information regarding a specific suspected ADR. This way, all necessary data will 

be collected and further research can be carried out.  

The MCA, in consultation with various stakeholders, will review these 

guidelines and tools periodically, to ensure that they continue to meet the goals 

of the PV system. Users are urged to provide feedback to MCA on the suitability 

of these tools. 
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6.0 MONITORING THE PHARMACOVIGILANCE 
SYSTEM AND ITS QUALITY SYSTEMS 

1. Processes to monitor the performance and effectiveness of a 

Pharmacovigilance system and its quality system should include but not 

limited to : 

I. Reviews of the systems by those responsible for management. 

II. Audits  

III. Compliance monitoring  

IV. Inspection  

V. Evaluating the effectiveness of actions taken with medicinal products 

for the purpose of minimising risk and supporting their safe and 

effective use in patients. 

2. The organisation may use performance indicators to continuously monitor 

the good performance of Pharmacovigilance activities in relation to quality 

requirements. 

 

6.1 Rational and objective of Pharmacovigilance indicators 

The indicators will measure the existence and performance of key 

Pharmacovigilance processes and be able to identify strengths and weaknesses, 

as well as showing the achievements, growth or lack of growth. 

The main objective of the Pharmacovigilance indicators is to provide measures 

that will enable the assessment of the status of Pharmcovigilance activities and 

their impact at all levels of the healthcare delivery system with a view to ensuring 

patient safety. (PV indicators see Annex 12). 
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6.2 Roles and Responsibilities  

The entire system of Pharmacovigilance works with the support of each 

healthcare provider, the regulatory bodies, Directorate of National 

Pharmaceutical Services, the pharmaceutical industry, other stakeholders and the 

public at large. Hence, each of these has an important role to play and 

responsibility to bear: 

A. Patient / Public 

Improving the awareness of the public on possible ADRs shall be conducted on 

regular basis, so that they develop a culture of reporting reactions to the health 

workers at the various levels of health delivery system. An essential IEC/BCC 

package for Pharmacovigilance system strengthening shall be produced and 

disseminated. 
 

B. Health Care Workers 

 

Patient awareness of possible serious reactions, and development of a culture to 

report reactions to clinics, will be essential for any pharmacovigilance system. 

Health facility staff provides an essential link in the detection of ADRs at the 

periphery of the health care system. The healthcare worker's roles in the PV 

system are: 

 

1. Patient education 

2. Detection and appropriate clinical management 

3. Reporting 

4. Documentation- to maintain accurate documents 

5. Investigation, where necessary 

6. Patient feedback 
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C. Herbal Practitioners (HP) 

In most parts of Africa, Herbal Practitioners are the first point of contact for 

seeking treatments. They usually have reservations about referring patients to 

health facilities and they have significant contacts with seriously ill patients.  It is 

recommended that all efforts be made to promote awareness of Herbal 

Practitioners through local channels of communication and it is envisaged that 

good communication could enable them to encourage patients visiting them with 

suspected ADRs to return to the public health facilities for immediate care. 

D. Village Health Service level 

Community Health Workers (Traditional Birth Attendants & Village Health 

Workers) at the Village Health Services shall be expected to detect and report 

ADRs.  Before scaling up pharmacovigilance, community health workers at these 

levels shall be trained on detection and reporting of ADRs.  

 As part of good clinical practice, CHW should educate and counsel patients 

about ADR, to improve patient confidence and promote adherence. 

 Reporting channels need to be developed to encourage CHW to persuade 

patients to return to them. 

 If ADR is suspected at community level, the CHW should immediately 

report it to the Key Village Community Health Nurse or nearest health 

facility. 

 The CHN should investigate and complete ADR Forms which should be 

forwarded to the Regional Focal Person immediately, to prevent any delay 

with the follow up investigation.   

 The CHN should immediately refer patients with life-threatening illnesses 

to the nearest health facility.  The referral note should mention that ADR is 

suspected and the completed ADR form should be sent with the patient.   
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E. Reproductive and Child Health Clinics 

 As part of the general pharmacovigilance system, it will be important to 

report congenital abnormalities for women visiting the health facilities for 

delivery and postnatal care.  

 Congenital abnormalities should be reported to the focal person for their 

necessary follow up.  To implement the pharmacovigilance aspects related 

to pregnancy outcomes collaboration is needed with the national RCH 

programme responsible for Reproductive Health. 

F. Medicines Safety Experts Committee 

• The Medicines Safety Experts Committee as a national expert review panel 

shall be responsible for: 

1. Reviewing all ADRs report and conducting causality assessments.   

2. Performing additional investigations required by the MSEC. 

3         Making recommendations to the MCA  

G. Pharmaceutical manufacturers 

The pharmaceutical manufacturers should be recognised as partners in the 

national pharmacovigilance program. The drug manufacturers shall be 

responsible for sharing post-marketing surveillance data and periodic safety 

update reports with public sector agencies. 

H. International Support 

1. Support will be sought from International agencies including WHO, 

whenever necessary for continuous assessment of drug safety and provide 

technical guidance and possibly training support to national essential drug 

programmes 
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2. The Uppsala Monitoring and Collaborating Centre shall collate 

international ADR reports, provide methodological support, analyses rates 

and risk-benefit profiles, and inform National Pharmacovigilance Programs 

of new Severe Adverse Events signals.   

I. Health Care Worker 

Patient awareness of possible serious reactions, and development of a culture to 

report reactions to health facilities, will be essential for any pharmacovigilance 

system. Health facility staff provides an essential link in the detection of ADRs at 

the periphery of the health care system. The healthcare worker's roles in the PV 

system are: 

1. Patient education 

2. Detection and appropriate clinical management 

3. Reporting 

4. Documentation- to maintain accurate documents 

5. Investigation, where necessary 

6. Patient feedback 

   

J. Regional Health Directorate 

1. Receive ADR reports from health facilities and send reports to MCA on a 

two weekly basis or as required in the case of emergency. 

2. Facilitate investigations initiated by MCA, where necessary. 

K.  Focal Person for PV 

The roles of the focal person are: 

1. Coordinate all activities of pharmacovigilance in the regions or health 

facilities. Along with staff from the MCA, provide training of health care 

workers. 
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2. When necessary investigation teams will be set up with the guidance of the 

MCA.  

3. Following-up routinely all suspected ADRs reported from all health 

facilities.  

4. Collaboration and encouragement of reporting by facility staff. 

5. Follow- up suspected drug reactions and ensure appropriate clinical 

management 

6. Provide relevant reports to MCA.  

7. The findings of investigations and the conclusions of the MSEC in terms of 

causality and actions to be taken will be fed back to the reporters and 

patients by the focal person. 

8. Collate and submit ADR reports to the National Pharmacovigilance Center 

on two weekly basis or as required in emergency.  

9. In case of serious ADRs or AEs she/he shall communicate the information to 

the National Pharmacovigilance Center immediately. 

L. Health Facilities 

Health workers from public health centre level and outpatient departments of 

various hospitals both public and private shall be expected to detect, investigate, 

manage and report ADRs.  Health workers at all levels shall be trained on 

detection and reporting of ADRs.  

a) As part of good clinical practice, health workers will educate and counsel 

patients about ADR, to improve patient confidence and promote adherence. 

b) Methods need to be developed to encourage health workers to persuade 

patients to return to their clinics, complete ADR report forms routinely. 

• If ADR is suspected, the health workers should complete ADR form, 

• Completed ADR Forms should be forwarded to the Focal person 
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immediately, to prevent any delay with the follow up investigation.   

• The health worker should immediately refer patients with life-

threatening illnesses to the nearest hospital.  The referral note should 

mention that ADR is suspected and the completed ADR form should be 

sent with the patient.   

• Ideally the ADR form will be filled in duplicate so that one copy can be 

kept in the patient’s hospital records and the other submitted to the 

focal person.   

 

6.2.1 National Pharmacovigilance Centre 

Once recommendations are received from the MSEC, the MCA will take 

responsibility for any regulatory action with respect to the implicated medicinal 

product/s. These actions will be officially communicated to the drug 

manufacturers/suppliers, who have liability for the drug and other stakeholders. 

6.2.2 The Roles of the National Pharmacovigilance Centre includes: 

1. Coordinating all Pharmacovigilance activities  

2. Receive reports from focal persons, RHD and all other sources  

3. Develop and maintain National ADR database 

4. Detect ADR signals and take necessary actions on received reports 

5. Support focal persons to investigate relevant ADR reports 

6. Send ADR reports to UMC 

7. Provide feedback to the users on reported ADRs through newsletters at 

least biannually. 

8. Establish and provide secretariat for the MSEC 

9. Training  
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10. Provide support to the whole system (Focal persons, RHD and health 

facilities)  

11. Advocacy and IEC 

12. Implement appropriate regulatory framework.  

13. Support MSEC to clinically evaluate case reports 

14. Collating, analysing, and evaluating patterns of adverse reactions. 

15. Distinguishing signals of adverse reactions from “noise”.  

16. Recommending regulatory action in response to findings supported by 

good evidence. 

17. Initiating studies or research to investigate significant suspected reactions.  

18. Alerting prescribers, manufacturers and the public to new risks of adverse 

reactions. 

19. Providing technical training and managerial support for all 

pharmacovigilance activities. 

 

6.2.3 Medicines Control Agency 

1. Taking regulatory action in respect to the implicated medicinal product/s.  

2. Communicating the actions to the drug manufacturers/suppliers liable for 

the drug.  

3. Submitting all local and internationally derived safety information to the 

National Pharmacovigilance Coordinator.  

4. Performing risk assessment, consider options for regulatory action and 

inform WHO UMC on action taken. 

5. Determining the risk-benefit assessment of suspected drugs. 

6. Shall assist with public information during the launch of new drug 

regimens.   
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7. Update respective treatment guidelines and initiate new training and 

communications to health care providers and the general public. 

8. Providing the public with informed information on drug safety.   

9. Communicating with professional organizations, health care professionals 

and workers for evidence-based information. 

10. The media are included within the listing of responsible agencies because 

of their important role in passing correct information on to the public.  

Good communication between the MCA and the media will increase the 

likelihood of informed media coverage.    

6.2.4 Public Health Programs and Research Organisations (NACP, 

NMCP, NTLCP, EPI etc.) 

1. Provide public information during the launch of new drug regimens  

2. Take responsibility for ensuring training of health facility staff in use of 

new drugs 

3. When necessary, program members may be called upon by the MCA and 

MSEC in determining the risk-benefit assessment of suspect drugs, in 

order to update treatment guidelines and initiate new training and 

communications to health providers and the general public. 

4. Resource mobilization 

5. Ad hoc members of MSEC 

6. Education, training and advocacy in collaboration with MCA 

7. Collate and send ADR forms to MCA 

  

6.2.5 Sentinel Sites 

It is recognized that the National Pharmacovigilance System will collect, as a 

passive method, a wide variety of data on ADRs. However, some specific 

'programmatic' interests may not be met. Therefore sentinel sites may be 
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chosen for active data collection, its analysis, interpretation and investigation 

into specific drug - related outcomes. By nature of this event, case control studies 

and other methods maybe required to collect relevant information.   

The protocols for such sentinel sites shall be developed in conjunction with MCA, 

and where necessary gain the necessary scientific ethical clearance and consent 

of approved Ethics Committees, Institutional Review Boards and the MSEC. 

The data shall be made freely available, on a regular basis, to the MCA. The MCA 

remains responsible for all aspects of Pharmacovigilance but may work with an 

appropriate partner to set up relevant sentinel sites. 

6.2.6 Pharmaceutical Manufacturers/Suppliers/Research Institutions 

Drug manufacturers and suppliers have a responsibility to share post-marketing 

surveillance data and periodic safety update reports with public sector agencies. 

They may also be called upon to meet the costs of specific investigations and/or 

regulatory actions affecting their products. Hence, they: 

1. Provide information to MCA on ADRs  

2. Implement directives of the MCA and comply with reporting timelines  

3. Fund Pharmacovigilance activities and other investigations on their 

products.  
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7.0. TIMELINES  
 

7.1. Reporting by Healthcare Professionals 
 

All serious suspected and serious unexpected adverse drug reactions associated 
with the use a product in The Gambia should be reported immediately. 
Completed forms should be sent through the system to RHDs or Hospitals and 
sent to the Agency within 7 days.  

All other adverse drug reactions will be reported to the Agency within a period of 
14 days. 

 

7.2. Reporting by the Local Representatives or Marketing 
Authorization Holders 
Serious adverse reaction reports received by the Local Representative or the 

Marketing Authorization Holder shall be submitted to the Agency within 7 

working days. In case all the information needed is not available within 7 days, 

the Local Representative or Marketing. Authorization Holder should submit an 

initial report containing at least the minimum data required (i.e. patient details, 

suspected product details, reaction details and the reporter details) in order to 

meet the expedited reporting time frames. A follow-up report containing more 

detailed information should be submitted later as soon as this becomes available. 

(See Annex 12). 
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8.0. SANCTIONS 
 

The following regulatory sanctions shall be applied to the Local Representative or 

Manufacturer/Marketing Authorization Holder in the case of non-compliance; 

a. Local Representative or Marketing Authorization Holder may be informed 

of non compliance and advised on how this can be remedied. 

b. Warning; The Authority may issue a formal warning reminding Local 

Representative or Manufacturer/ Marketing Authorization Holder of their 

pharmacovigilance regulatory obligations. 

c. Non-compliant Local Representative or Manufacturer/ Marketing 

Authorization Holder will be Black listed . 

d. The Authority may consider making public a list of Local Representative or 

Manufacturer/ Marketing Authorization Holder found to be seriously or 

persistently non-compliant. 

e. Urgent Safety Restriction 

f. Variation of the Marketing Authorization 

g. Suspension of the Marketing Authorization 

h. Revocation of the Marketing Authorization 

 

8.1. Penalties 
 

Non-compliance to the requirements of these guidelines by Local 

Representatives / Marketing Authorization Holders  will result in Authority 

imposing sanctions as prescribed by the Medicines and Related Products  Act, 

2014, Act Section 60. 
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Annex 1: Suspected Adverse Drug Reaction Form  
 

Medicines Control Agency                      
54 Kairaba Avenue                              
TEL: (+220) 9946188 /4380632/3515273 
 

Reporting Form for Suspected Adverse Drug Reactions  (STRICTLY CONFIDENTIAL) 

1 *PATIENT’S DETAILS 

 Full Name or Initials:_______________________________ Patient Record No: ____________________ 
AGE/DATE OF BIRTH:______________________________ SEX: M            F            WEIGHT (Kg):_______ 
HOSPITAL/ Treatment Center:___________________________________________________________ 

2. *ADVERSE DRUG REACTION (ADR)/ADVERSE EVENT  
A. DESCRIPTION 

 
 
 
 

C. OUTCOME OF REACTION (TICK AS APPROPRIATE) 
           Recovered fully           Recovered  with disability 
  (Specify ___________ 
           Congenital Abnormality            Life Threatening 
 (Specify) _______________ __________________ 
 Death                                Others (Specify)_______________  DATE Reaction Started DATE Reaction Stopped 

   

B. Was Patient Admitted Due to ADR                                             Yes                   No  
If Already Hospitalized, Was It Prolonged Due to ADR            Yes                   No  
Duration of Admission (days) __________________________________________________________________ 
Treatment of Reacton:________________________________________________________________________ 

3. 
 
A. 

*SUSPECTED DRUG( including Biologicals, Traditional/Herbal medicines) 

DRUG DETAILS(state name and other details if available/ attach product label/ Sample ( available) 
Brand Name:____________________ Generic Name:_____________________  Batch No.___________ 
MCA No:________________________  Expiry Date:__________________________________________ 
Name & Address of Manufacturer:_______________________________________________________ 

B. Indication for use Dosage Route of Administration Date Started Date Stopped 

      

4. *CONCOMITANT MEDICINES( All medicines taken within the last 3 months including herbal and self medication) 

 Brand or Generic Name Dosage Route Date started Date stopped Reason for use 

       

5. *SOURCE OF REPORT: 

 Name of Reporter:____________________________________________________________________________ 
Address:____________________________________________________________________________________ 
Profession:__________________________________________________________________________________ 
Signature: ___________________   Date:____________________   Tel No/E-mail:________________________ 

*MANDATORY FIELDS 
FORMS CAN BE SENT TO MEDICINES CONTROL AGENCY:jahsowe@yahoo.co.uk/markieu@yahoo.co.uk 

mailto:jahsowe@yahoo.co.uk
mailto:markieu@yahoo.co.uk
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Annex 2: ADR Severity Assessment 

 

Criteria Severity 

Mild  ADR does not require change of drug.  

 Drug should be withheld or discontinued or changed.  

 No antidote is required 

Moderate  Suspected drug should be withheld or discontinued. 

 Antidote should be administered. 

 Admission to hospital required 

Severe  Intensive medical care required. 

 Permanent damaged caused. 

Fatal  Directly or indirectly caused death. 
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Annex 3: Causality Assessment  

Causality Categories   

 Causality Term Category 

Certain  Specific clinical and laboratory phenomenon. 

 Time elapsed between administration of the drug and occurrence of the 
event plausible. 

 Cannot be explained by concomitant disease or any other drug or chemical.  

 Response to withdrawal of the drug clinically plausible.  

 Recurrence following re-challenge with same drug alone.  

Probable/ 
Likely 

 Specific clinical and laboratory phenomenon. 

 Time elapsed between administration of the drug and occurrence of the 
event plausible. 

 Cannot be explained by concomitant disease or any other drug or chemical.  

 Response to withdrawal of the drug clinically plausible.  

 Re-challenge did not occur or results unknown.  

Possible  Time elapsed between administration of the drug and occurrence of the 
event plausible. 

 Unknown outcome of drug withdrawal. 

 No information on the withdrawal of the drug. 

 No information on presence or absence of other medicines.  

Unlikely  Time elapsed between administration of the drug and occurrence of the 
event not plausible. 

 Withdrawal of drug made no difference.  

Unclassifiable  Inadequate data available. 

 More data required for a proper assessment, or the additional data is under 
examination. 

Unassessable  Report suggesting an adverse reaction.  

 Judgement not possible because information is insufficient or contradictory. 

 Report cannot be supplemented or verified. 

NOTE! In most cases there is some level of uncertainty as to whether the drug is 

directly responsible for the reaction. Many of the questions above may remain 

unanswered or may be contradictory; however this should not dissuade health 

workers from reporting the reaction. A well-documented report which includes 

information about all the above-mentioned questions can provide the first signal 

of a previously unknown problem.  
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Annex 4: Patient Alert Card 

 

                       MEDICINES CONTROL AGENCY  
           54 KAIRABA AVE, OPPOSITE U.S EMBASSY, THE GAMBIA, 

                                 TEL: (+220) 4380632  

  

       ADVERSE DRUG REACTION PATIENT ALERT CARD 

 
Patient Name or Initial:...................................................................................................................................... 
Age: 

..................................................... Gender: ............................................................... 

 
DateIssued: ...................................... Address: ............................................................................................. 

 
SuspectedDrug(S): ............................................................................................................................................. 

 
Descriptionof Reaction: …..…………............................................................................................................... 

 
OtherComments(if any): ................................................................................................................................... 

…………………………………………………………………………………………………………………. 
 

Please carry this card with you at all times and remember to produce it to your health care professional at each time of consultation. 

 
Annex 5: Criteria for Issuance of a Patient Alert Card 

The criteria for the issuance of Patient Alert Card are as follows: 

 

The alert card is given to: 

 Patients who are hypersensitive / allergic / intolerant to a particular drug 

 Patients who developed a 'near-fatal' reaction to any particular drug 

 Patients who had a drug-induced morbidity to any drug 

 Patients who had hospital admission due to an ADR to any drug 

 Patients who developed an ADR which caused increase in the health care 

expenditure 
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Annex 6: Checklist for Investigation Procedure  

 

Step Actions 

1) Confirm information in  

Report         

Obtain patient's medical file (or other clinical record) 

Check details about patient and event from medical file and  

document information 

Obtain any details missing from suspected ADR notification form 

Identify any other cases that need to be included in the  

2) Investigate and 

collect data: 

About patient: 

 

 

 

About the event 

 

 

 

 

About the suspected 

drug(s) 

 

 

About the people 

History of drug use (including over-the-counter and traditional             

medicine use) 

Medical history, including prior history of similar reactions or  

Allergies 

Family history of similar events 

History, clinical description, any relevant laboratory results 

about the suspected ADR and diagnosis of the event  

Treatment, whether hospitalized, and outcome 

Brand name, generic name, batch/lot numbers drug(s):                             

Date of manufacture, date of expiry 

Name of manufacturer and supplier                                                                   

Conditions of storage at facility and expiry date 

Investigate the local health facility 

Whether others received the same drug and developed illness  

(assess health facility ledgers) 

Whether others had same or similar illness (may need case  

definition); if so exposure of cases to suspect drug(s) 

3) Assess the service by 

asking about: 

Drug storage and prescription 

Details of training in diagnosis and treatment 

Number of therapies greater than normal 

4) Formulate a working  

hypothesis 

On the likely/possible cause(s) of the event 
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5) Test working hypothesis Does case distribution match working hypothesis? 

Occasionally, laboratory tests may help 

6) Conclude 

investigation      

Assess causal association to suspected drug/s 

Complete suspected ADR Investigation Form 

Take corrective action, and recommend further action 

7) Assess outcome of                 

Actions / lack of 

actions taken 

Assess impact of any corrective action taken (where appropriate) 
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Annex 7: Form for Reporting Poor Quality Medicines or 
Related Products 
 
 
 

    
 

MEDICINES CONTROL AGENCY 
FORM FOR REPORTING POOR QUALITY MEDICINES OR RELATED PRODUCTS 

 
Name of Facility                                             District Name                                          Product Name 
 

Facility Address                                            Facility Telephone 

PRODUCT IDENTITY 

Brand                                                                 Generic         
Name                                                                 Name                                     

Batch/Lot                              Date of                                   Date of                         Date of  
Number                                 Manufacture                            Expiry                          Receipt  

Name of                                                      Country of 
Manufacturer                                               Origin 

Name of                                                      Distributor/                                                    
Distributor/                                                Supplier’s 
Supplier                                                       Address 

PRODUCT FORMULATION                                                                  COMPLAINT 
(Tick appropriate box)                                                                       (tick the appropriate box/boxes)  

      Oral Tablets/ Capsules                                                            Color Change 
      Oral suspension/ Syrup                                                            Seperating 
      Injection                                                                                   Powdering/ crumbling 
      Powder for reconsitution of suspension                                   caking 
      Powder for reconstitution of injection                                      Moulding 
      Eye Drop                                                                                 Change of oudor  
      Ear drop                                                                                   Mislebelling 
      Nebuliser Solution                                                                    Incomplete Pack 
      Cream/ ointment/ luminent/ paste others …………………………………. 
      Others ………………………. 

Describe complain in detail ………………………………………………………………………………… 
……………………………………………………………………………………………………………… 

STORAGE CONDITIONS 

Does the product require refrigration                Yes       No     other details if necessary 
Was the product available at the facility             Yes       No 
Was product dispensed and returned by client    Yes       No 
Was product stored according to 
Manufacturer / MOH recommendations          Yes         No 
 

Comment if any ……………………………………………………………………………………………. 

Name of reporter: ……………………………………. Contact Number …………………………………. 
Cadre/ Job Title: ……………………………………... Signature: …………………. Date: ……………….. 

ONCE COMPLETED, ONE COPY OF THIS FORM SHOULD BE sent TO: infomca@mcagm.org 

 



 

 

 

 

 

 

 

 

 

58 

Annex 8: Checklist for Investigation Procedure 
Step Actions 

1) Confirm 
information in the 
report 

 Obtain patient’s medical file (or other clinical records). 

 Check details about patient and event from medical file and document 
information. 

 Obtain any details missing from SAE Report Form.  

 Identify any other cases that need to be included in the investigation. 

2) Investigate and 
collect data:  
 About the 
patient: 

 History of drug use (including over the counter and traditional medicine).  

 Medical history, including prior history of similar reactions or allergies. 

 Family history of similar events. 

 About the event:  History, clinical examination, relevant laboratory results about the SAE  

 Diagnosis of the event.  

 Treatment, whether hospitalized, and outcome. 

About the 
suspected drug(s): 

 Conditions of storage at facility and expiry date. 

 About other 
people: 
 

 Whether others received the same drug and developed illness (assess health 
facility ledgers). 

 Whether others had similar illness (may need case definition); if so exposure of 
cases to suspect drug(s). 

 Investigate the local health facility. 

3) Assess the 
service by: asking 
about: 

 Drug storage and prescription. 

 Details of training in diagnosis and treatment. 

 Number of therapies greater than normal. 

4) Formulate a 
working hypothesis: 

 On the likely/possible cause(s) of the event. 

5) Test working 
hypothesis 

 Does case distribution match working hypothesis? 

 Occasionally, laboratory tests may help. 

6) Conclude 
investigation 
 

 Assess causal association to suspected drug/s. 

 Complete SAE Investigation Form. 

 Take corrective action, and recommend further action. 

7) Assess outcome 
of actions/lack of 
actions taken 

 Assess impact of any corrective action taken (where appropriate. 
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Annex 9: Terms of Reference for Medicines Safety Experts 
Committee (MSEC)  

Preamble 

The committee should include a wide range of specialists whose expertise is 

important in the reviewing of adverse drug reactions (ADRs) and adverse events 

(AEs) of medicines which include vaccines and drugs undergoing clinical trials. 

Areas of expertise could include paediatrics, pharmacy, clinical pharmacology, 

neurology, general medicine, forensic medicine, pathology, microbiology, 

immunology and epidemiology. This list is not exhaustive, other experts can be 

co-opted to give opinion on specific issues when required. In addition, 

international experts support maybe solicited when necessary.  

A Chairperson will be nominated by the Medicines Control Agency; the Vice 

Chairperson will be nominated by the Experts Committee. The Secretary of the 

experts committee should be the National PV focal person of the MCA. 

Complete independence from government and all industry-associated experts 

may not always be possible to achieve, since it would mean excluding much 

potential expertise. Therefore, the committee should discuss how conflicts of 

interest/competing interests should be declared and decide which conflicts may 

hinder an individual expert from taking part in the causality assessment of a 

specific event for a given medicine or vaccine and which conflicts will not. 

The Medicines Safety Experts Committee is established under the National 

Pharmacovigilance system of the Medicines Control Agency (MCA) as mandated 

by  the Medicines & Related Products Act 2014. 

The expert committee may use the WHO Aide-mémoire on causality assessment 

as resource material18 and is encouraged to use in its investigations the 

comprehensive case definitions developed by the Brighton Collaboration. 
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The mandate of MSEC includes to: 

1. Review all reported ADRs and AEs presented for expert opinion, making 

arrangements to investigate further to establish causality, and making the 

necessary recommendations to MCA. 

2. Review reports referred by the National Pharmacovigilance focal person. 

3. Assess safety issues from reports of severe ADRs. 

4. Assess safety issues that, although not severe, may affect adherence; 

5. Assess reports that may suggest lack of efficacy and determine the likely 

cause. 

6. Recommend further follow up and investigations when indicated.  

7. Making final decisions on causality assessment following inconclusive 

investigations. 

8. Communicating with other national and international experts through the MCA, 

when required, to establish causality and to resolve medicine quality issues. 

 

 
Annex 10: Terms of Reference for National Pharmacovigilance 
Focal Person 
The National Pharmacovigilance Focal Person shall be a staff member of the MCA. 
She/he shall function as the focal point for the National Pharmacovigilance System. 
Ideally this shall be a full-time position. The responsibilities of the National 
Pharmacovigilance Focal Person shall include: 

a) Coordination, communication, integration, training and supervision of the 
Pharmacovigilance related activities of the Regional Investigation Teams.  

b) Serve as member and secretary of the Medicines Safety Experts Committee.  
c) Responsible for developing the pharmacovigilance system.  
d) Responsible for the collection and storage of all reports of adverse reactions. 
e) Responsible for coordination and communication between the National 

Pharmacovigilance Centre, the Regional Investigation Teams, the MCA, the 
Ministry of Health, international PV centres, the pharmaceutical 
manufacturers or suppliers and other stakeholders.  

f) Ensure harmonization of pharmacovigilance in public health with other 
national pharmacovigilance activities.  
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g) Promote the use of the reporting forms, and develop a national database for 
signal generation.  

h) The focal person shall have the necessary facilities for carrying out his or her 
duties. She/he shall ensure that the ADR reports are processed appropriately for 
assessment by the Medicines Safety Experts Committee.  

 

Annex 11: Terms of Reference for Regional/Hospital Investigation 

Team. 

 

The Regional Health Director as the head for the Regional Health Directorate or the 

focal persons at hospitals will constitute the Investigation Team and call for meetings 

when necessary.  The focal persons shall be the investigation team Coordinator and 

secretary. The membership of the teams shall include;   
 

A. Regional Investigation Team 

a)  Medical Officer 

b)  Regional Public Health Nurse  

c)  Officer in-charge of the concerned health facility 

d)   Regional Pharmaceutical Officer 

 

B. Hospital Investigation Team 

a) Focal person for pharmacovigilance 

b) Physician  

c) Paediatrician 

d) Head of Pharmacy 

e) Head of Nursing  

The terms of reference of the team shall be: 
1) Review all Regional/Hospital ADR reports. 
2) Decide which reports need further investigation on the basis of:  
 

a) Seriousness (including all deaths);  
b) Severity; exposure to medicine during pregnancy;  
c) Apparent signals of new reactions;  
d) Patterns of suspected reactions which although not serious, may affect 

adherence and the success of the programme. 
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Annex 12: Pharmacovigilance Indicators  
 
a) For Public Health Programmes 

 
1. PV activities in place within the PHP 
2. All main treatment guidelines/protocols in used  within the PHP systematically 

considers PV 
3. Existence of standard ADR reporting form in the setting  
4. Total no of ADR reports collected within the PHP the previous year  
5. Total no of ADR reports/1,000 individuals exposed to medicines in the PHP the 

previous year  
6. Total number of reports on therapeutic ineffectiveness in the previous year  
7. Percentage of completed reports submitted to the National PV Centre in the 

previous year  
8. No of medicine-related hospital admissions/1,000 individuals exposed to 

medicines in the PHP the previous year  
9. No of medicine-related deaths/1,000 individuals exposed to medicines in the 

PHP in the previous year  

b) Pharmacovigilance impact indicators 

1. Number of ADRs detected in the past 3 years by NPC 

2. Number of regulatory actions taken in the preceding year as a consequence of 

NPC action 

3. Number of safety warnings on medicines to health professionals and general 

public 

4. Number of medicines related hospital admissions per 1000 

5. Number of medicines related death/1000 serve by hospital per year 
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Annex 13 – Patient Reporting Form 
           

              MEDICINES CONTROL AGENCY 
   54 KAIRABA AVE, OPPOSITE U.S EMBASSY, THE GAMBIA, 

                          TEL: (+220) 4380632 
1. Given details of the medicines you suspect of causing the side effect 

 Name of the medicine 

        Prescription             Bought in pharmacy              Name of facility ……………………  

     Bought elsewhere            Please Specify……………………. 

      Bought on the internet 

Dosage (for example, one 250mg tablet, twice a day)…………………………………….. 

What was it taken for? …………………………………………………………………….. 

Start date:   … dd …/… mmm …/…yyyy …End date: …. Dd …../…mm …/ …yyy… 

Give detail if you (or the person you’re reporting for) were taking any other medicine at the 

same time or two weeks earlier 

Name of other medicine/herbal medicine……………      Prescribed by Doctor        Bought in pharmacy 

Dosage (for example, one 250mg tablet, twice a day)…………       bought elsewhere (please state …………. 

What was the medicine/ herbal remedy taken for ………………………………………… 

Start date: … Dd …/……mm …/…yyyy…… End date: …dd…./….mm…./……yyyy… 

Did you stop because of the side effect?          Yes                No  

Attach a sample or product label or relevant laboratory test/ data if available 

2.  Details of the person who had the side effect 

We need contact details – please supply a full postal address, even if you prefer not to give a 

phone number or email address. 

 Title Dr/ Prof/ Mr/ Mrs/ Miss/ Rev First Name: ……………………………… Family Name: …………………… 

 Address: ……………………………………………………………………………………………………………………………………… 

                …………………………………………………………………………………………………………………………………… 

Telephone number…………………………………… Email address: ………………………………………………………… 

Please sign and date this form:  I agree that the Medicine Control Agency (MCA) can 

contact me to discuss the suspected side effect, and to 

ask for more information that might help in 

understanding the case. 

 Signed: ………………………………………… Date: dd/mm/yyyy ………………. /……………… /………………… 
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TIME FRAME FOR REPORTING FORMAT 

Local Reports: 
Serious unexpected adverse reaction Within 7 days 

MCA Adverse Reaction 

Reporting form (Annex 1) 

or CIOMS 1 Form 

Serious expected adverse reaction Within 7 days MCA   Adverse   Reaction 

Reporting form (Annex 1) 

or CIOMS 1 Form 

Non serious expected and 
unexpected 

adverse reactions 

Within 14 days MCA   Adverse   Reaction 

Reporting form (Annex 1) 

CIOMS 1 Form 

Foreign Reports: 

Foreign regulatory decisions that 

affect safety of the product 

the safety or use of the product 

Within 7 days Detailed Report 

Literature reports that affect the 
safety of the product Within 7 days 

Detailed report plus copy of the 
publication 

Notification of change in nature, 

severity or frequency of risk factors 

28 days Detailed report 

New information from clinical trials 
or other studies impacting on benefit-
risk profile of product 

7 days Detailed report 

PSURs/PBRERs For New Chemical Entities 

(NCEs) PSURs/PBRERs    should   

be submitted as stated below 

unless otherwise  requested  by  

the 

Authority. 

 Six (6) monthly for the first two 

years 

 At the time of renewal of the 

registration of the drug 

 Immediately upon request by 

the Authority 

PSUR:- ICH E2C 

PBRER:- ICH E2C (R2) 

   

 

Annex 14: Timelines for Reporting of ADRS by Marketing 
Authorization Holders or Representatives, Research 
Institutions
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