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The critical role of the Healthcare Professional in Pharmacovigilance 

The limitations of clinical trials mean that when a drug is first marketed, much may be known about its efficacy while relatively less may be known about its safety profile. Therefore, post-marketing surveillance is crucial to discover drug safety problems not detected during pre-marketing evaluation and to disseminate this information to healthcare professionals and patients through regulatory advice/action.

Pharmacovigilance uses spontaneous Adverse Reaction (AR) reporting to generate hypotheses and signals about potential hazards of marketed drugs that require further investigation. Spontaneous reporting of suspected ARs is particularly useful in identifying rare or delayed reactions. It provides a system whereby the safety of a medicine can be monitored throughout its life cycle.  Thus drug safety assessment should be considered an integral part of everyday clinical practice for healthcare professionals. It is essential for healthcare professionals to be aware of the toxicity profile of medicines, to be ever vigilant for the occurrence of unexpected adverse reactions and to report suspected ARs to the Irish Medicines Board in order to facilitate timely and accurate detection and assessment of drug safety signals.

In addition to contributing to the safety profiles of existing drugs, pharmacovigilance activities help to improve the knowledge set and contribute to the breadth of epidemiological data. Pharmacovigilance is, therefore, vital for the advancement of medical understanding, future research, drug development and epidemiological studies. Any improvements in drug safety or understanding will ultimately lead to improvements in patient care.
What to report to the Pharmacovigilance Unit of the IMB?
Prescribers, pharmacists and other healthcare professionals are encouraged to report any suspected adverse reaction to the IMB. Reports may be submitted despite uncertainty about a causal relationship, irrespective of whether the reaction is well recognised and even if other medicines have been given concurrently. The IMB undertakes a scientific assessment of each case report and considers it in the context of the available knowledge on the product/active substance. 
An adverse reaction is defined as a reaction which is noxious and unintended and which occurs at doses normally used in man for the prophylaxis, diagnosis or therapy of disease or for the restoration, correction or modification of physiological function. Adverse reactions also includes adverse clinical consequences associated with use of the product outside the terms of the Summary of Product Characteristics or other conditions laid down for the marketing and use of the product (including prescribed doses higher than those recommended, overdoses, abuse, medication errors).

The IMB requests in particular that healthcare professionals would report the following:
· All suspected reactions to newly authorised medicines (i.e. those on the market for less than 2 years)

· Serious, suspected reactions to established medicines
· Any suspected reactions to vaccines 

· Any suspected teratogenic effects
· Any suspected reactions to unlicensed medicines

How to Report

1. Online Reporting via the IMB Website www.imb.ie
2. Using post-paid Report Cards (Yellow Cards)
A supply of cards can be ordered from the IMB:

Tel: (01) 6764971, email imbpharmacovigilance@imb.ie
3. Using downloadable form from the IMB website

A paper adverse reaction form can be downloaded from the IMB Website. This can be sent by Freepost to the IMB.
The IMB website provides up-to-date information on new and emerging safety issues. It is possible to register with the site to receive notification by email or SMS text message of any updates to the site.









