GUIDE TO REPORTING.

 Who should report Adverse Drug Reactions?

All health care professionals/workers, including doctors, dentists, pharmacists, nurses, traditional medicine practitioners and other health professionals are requested to report all suspected adverse reactions to drugs including Western medicines vaccines, X-ray contrast media, medical devices, cosmetics, traditional and herbal remedies.

 It is vital to report an ADR to the NPC in NAFDAC 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 drug. However, collection of reports from several health workers in different parts of the country assists in making associations between drugs and particular adverse reactions.

 What will happen to my Adverse Drug Reaction Report?

The information obtained from your report shall be used to promote safe use of medicines on a local, national and international level. Your reported case will be entered into the national adverse drug reaction database and analysed by expert reviewers. A well-completed adverse drug reaction reporting form submitted by you could result in any of the following: 

· Additional investigations into the use of the medication in Nigeria.

· Educational initiatives to improve the safe use of the medication. 

· Appropriate package insert changes to include the potential for the reaction reported by Nigerian health professionals and workers.

· 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 withdrawal.
Therefore, 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 outcome.

What Are The Benefits Of These Reports For Me And My Patients?

The health care practitioner and patient stand to benefit as follows,

· 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 knowledge.

· Access to feed back information on drug related problems reported within the country and internationally.

· Satisfaction for the fulfilment of a moral and professional obligation.

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

This adverse drug reaction report does not constitute an admission that you or any other health professional or the drug contributed to or caused the event in any way. The outcome of the report, together with any important or relevant information relating to the reaction you have reported, will be communicated to you as appropriate. The details of your report will be stored in a confidential database in Nigeria and the analyzed report sent to the Uppsala Monitoring Center (UMC). The names of the reporter or any other health professionals named on a report and the patient will be removed before any details about a specific adverse drug reaction are used or communicated to others.  The information obtained from your report will not be used for commercial purposes. The information is only meant to improve our understanding and use of the medicines in Nigeria. ADR reports cannot be used in a court of law under any circumstances.

Why Health Professionals Are In The Best Position To Detect And Report On ADRs

The effectiveness of a national Pharmacovigilance programme is directly dependent on the active participation of health professionals. Health professionals are in the best position to report suspected ADRs observed in their every day patient care, because they are the people who diagnose, prescribe, dispense and monitor the patients’ response to the medicines.

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.

You can reduce suffering and save thousands of patients’ lives by doing just one thing: REPORT SUSPECTED ADVERSE DRUG REACTIONS including lack of effect.
How To Recognize ADRs In My Patient.

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:

a. Take a Proper History and do a proper examination of patient.

· A full drug and medical history should be taken. 

· Can this adverse reaction be explained by 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. A drug-related cause should be considered, especially when other causes do not explain the patient’s condition
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b. Establish time relationships by asking and answering the following questions;

· Did ADR immediately follow the drug administration? 


· Some reactions occur immediately after the medicine has been given, while others take time to develop.[image: image1.wmf] The time from the start of therapy to the time of onset of the suspected reaction must be logical.

c. [image: image2.wmf]Carry Out a thorough physical examination with appropriate laboratory investigations (if necessary)

· Few drugs produce distinctive physical signs.

· Exceptions include fixed drug eruptions, steroid-induced dermal atrophy, acute extra-pyramidal reactions.

· Laboratory tests are especially important if the drug is considered essential in improving patient care or if the laboratory test results will improve management of the patient.
· try to describe the reaction as clearly as possible and where possible provide an accurate diagnosis
d. Effect of Dechallenge and Rechallenge should be determined (when necessary).
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*Yellow – No Action Taken.

Dechallenge = withdrawal of drug 

· “Positive” dechallenge = improvement of reaction when dechallenge occurs. Resolution of suspected ADR when the drug is withdrawn is a strong, although not conclusive indication of drug-induced reaction.

Rechallenge = reintroducing the drug after a dechallenge. 

· Rechallenge is only justifiable when the benefit of re-introducing the drug to the patient outweighs the risk of recurrence of the reaction. This is rare. In some cases the reaction may be more severe on repeated exposure. Rechallenge therefore requires serious ethical considerations.

e. Check the known pharmacology of the Medicine. 

· Is the reaction known to occur with the particular drug as stated in the package insert or other reference? 

· If the reaction is not documented in the package insert, it does not mean that the reaction cannot occur with that particular medicine.

f. Causality Classification

In order to assess the likelihood that the suspected adverse reaction is actually due to the medicine, the WHO has provided a list of causality assessment criteria for deciding on the contribution of the medicine towards the adverse event. These criteria are defined as follows:  

Certain: 

· Clinical event, lab test abnormality with plausible time relationship to drug  intake

· Cannot be explained by concurrent disease or other drugs /chemicals

· Response to dechallenge- plausible 

· Event must be definitive pharmacologically / immunologically

· Positive rechallenges (if performed).  

Probable/ Likely:

· Clinical event, lab test abnormality with reasonable time relationship to drug intake 

· Unlikely to be explained by concurrent disease, drugs / chemicals 

· Clinically reasonable response to withdrawal (dechallenge)

· Rechallenge not required 

Possible:

· Clinical event, lab test abnormality with reasonable time relationship to drug intake

· Could also be explained by concurrent disease or other drugs or chemicals

· Information on drug withdrawal may be lacking or unclear. 

Unlikely:

· Clinical event, lab test with improbable time relationship to drug intake 

· Other drugs, chemicals or underlying disease provide plausible explanations

Inaccessible/unclassifiable:

· Insufficient/contradictory evidence which cannot be supplemented or verified

Conditional/unclassified

· More data is essential for proper assessment or additional data are under examination 

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 you, from reporting the reaction to the National Pharmacovigilance Centre.

A well-documented report which includes information about all the above-mentioned questions can provide us with the first signal of a previously unknown problem. 

g. What should be reported?

For our monitoring purposes in Nigeria, reactions to be reported shall include all response to medicines used in humans which is noxious (harmful) and unintended, including lack of efficacy, and which occurs at any dose including the normal, overdose, misuse or abuse of a medicine. This is because there is currently no monitoring system for those events that fall outside of the internationally accepted scope, covering only normal dose of drugs.

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

· For established or well-known drugs - report all serious or unexpected (unusual) suspected 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 supplement  interactions;

· 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 when there is a lack of efficacy or when suspected pharmaceutical defects are observed.

· Report reactions suspected of causing death, danger to life, admission to hospital, prolongation of hospitalization, birth defeats. 

h. What Product Quality Problems should I report?

Report Product Quality Problems such as:

· suspected contamination

· questionable stability 


· defective components

· poor packaging or labelling

· therapeutic failures

· expired batches

Report ADRs in all health care institutions and public health programmes such as DOTS, Malaria, HIV/AIDS etc.

Thus, report all suspected adverse reactions that you consider of clinical importance as soon as you detect them!

i. How can I prevent ADRs from occurring in patients?

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:

1. Use few drugs, whenever possible

2. Use drugs that you know well

3. Do not change therapy from known drugs to unfamiliar ones without good reasons. 

4. Use text books and other reference materials providing information on drug reactions and interactions.

5. Take extra care when you prescribe drugs known to exhibit a large variety of interactions and adverse reactions (anticoagulants, hypoglycaemics, and centrally acting drugs) with careful monitoring of patients with such reactions.

6. Beware of the interaction of drugs with certain foods, alcohol and house hold chemicals.

7. Review the entire drugs used by patients regularly, taking special notice of those bought without prescription. (Over the counter, herbal preparations).

8. Be particularly careful when prescribing for children, the elderly, the pregnant and nursing women, the seriously ill and patients with hepatic and renal diseases. Careful ongoing monitoring is essential in these patients.

9. If patients show signs or symptoms not clearly explained by the course of their illness, think of adverse drug reaction.

10. If you suspect an adverse reaction, consider stopping the drug or reduce the dosage as soon as possible and please notify the adverse drug reaction to the NPC, NAFDAC.

j. Some basic principles of efficient reporting


(a)
Timeliness of Reporting

· Report the event soon after it occurs.  A recent event is easier to report upon (i.e. less work is involved) and the report is more likely to be accurate.  Send in the report to the National Centre, quickly, preferably within one week.

· If possible, take the decision to report whilst the patient is still with you, so that he/she can easily be questioned (by you) about the event and all the details filled in at once on the reporting form.

(b)
Integrity/Reliability of Suspect Judgment
· If you obtain any supplementary data later, e.g. If the same patient develops the reaction again, or if something happens which increases your suspicions or seems to exclude the reaction, please send in a supplementary note immediately.

(c)
Completeness/Eligibility of Report
· Only reports with some minimal standards of adequacy of information should be submitted to the National Centre.  Four (4) pieces of information constitute this minimum.  They are:

(a) An identifiable source of information

(b) An identifiable patient

(c) An identifiable drug

(d) An identifiable suspect reaction

If any of these essential elements is missing, then such a report is unreliable 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 to the National Centre.

· PLEASE WRITE LEGIBLY.  
How to  report an Adverse Drug Reaction to the NPC Centre in NAFDAC.

Please write your report on the ADR reporting form provided by the national centre.

A reporting form is enclosed in this guide book. The reporting form can also be assessed on the NPC home page on the NAFDAC website as follows, http://www.nafdacnigeria.org/pharmacovigilance. More forms can be obtained by contacting,

The National Coordinator,

National Pharmacovigilance (Drug Safety Monitoring) Centre (NPC),

National Agency for Food and Drug Administration and Control, (NAFDAC),

Plot 2032 Olusegun Obasanjo way, 

Wuse Zone 7, Abuja. 

Reporting forms can also be obtained from, all NAFDAC state offices, tertiary and secondary health institutions and Health offices of all local Government Areas nationwide. Other institutions that may wish to receive reporting forms directly may indicate so.

The form should be completed in as much detail as possible and returned to the address above. 

Thank you for supporting NAFDAC in the Pharmacovigilance Programme. Information provided will contribute to the improvement of drug safety and therapy in Nigeria.
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