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Introduction 
 
Pharmacovigilance involves collecting, collating and evaluating reports of suspected adverse reactions 
associated with the use of veterinary medicinal products (VMP) following their introduction to the 
marketplace. In the event that a safety issue involving a particular product is identified, appropriate 
steps can be taken to reduce the level of any associated risk. 
 
 
National Pharmacovigilance Issues 
 
The Irish Medicines Board (IMB) received 53 national reports of suspected adverse reactions (SARs) 
to VMPs for the period 1st January 2004 to 31st December 2004. Forty reports were received from 
marketing authorisation holders (MAH), 11 directly from veterinary surgeons in practice, one from a 
veterinary surgeon in a regional veterinary laboratory and one directly from an animal owner. 
 
Of the total number of SARs reported, 43 involved veterinary pharmaceutical products and 19 
concerned vaccines. The majority of SAR reports (n=45) related to single VMPs, with two or more 
VMPs identified in eight reports. Suspected adverse drug reactions were reported in the following 
species: human (one report), cattle (22), horses (six), sheep (four), pigs (one), dogs (12), cats (six) and 
salmon (one). 
 
Of the 53 reports received by the IMB, 35 related to suspected adverse drug effects in the treated 
animal, 15 related to lack of expected efficacy, two related to suspected residue violations and one 
case involved suspected adverse effects in an individual user following exposure to a veterinary 
medicinal product. 
 
Reports of suspected adverse effects 
 
Of those reports relating to suspected adverse drug effects in the treated animal (n=35), the product(s) 
used was considered to have been probably or possibly associated with the observed reaction in 19 
cases. In a further 11 cases there was insufficient information on which to base a conclusion relating to 
causality and in the remaining 5 cases it was concluded that the VMP(s) was definitely not the cause 
of the observed reaction. 
 
In 2004, there a single report of a SAR in a human associated with the use of VMPs. A farmer 
reported that he had been unwell (tightness in chest, muscle soreness and tingles in tips of fingers) 
since using an organophosphate sheep dip some three weeks previously. The product was not used in 
accordance with label instructions in that it was made up in solution for spraying on cattle. Further, the 
recommendations/special precautions relating to user safety were not followed when using the 
product. Although the farmer wore a facemask while spraying, it became clear upon questioning that 
he had been heavily exposed to the product (on arms, face and other parts of the body). The reporter 
stated that he had not been provided with the complete product labelling at the point of purchase. The 
Department of Agriculture and Food was notified of this incident in order that it would follow-up 
directly with the retailer concerned. 
 
In relation to the SARs that were associated with veterinary pharmaceutical products, three reports 
were identified as probably/possibly related to the administration of anthelmintic boli to cattle. In all 
of these cases, the reactions reported were attributed to pharyngeal/oesophageal trauma. These figures 
are similar to those reported in 2003 and represent a reduction in the number of reported deaths 
associated with the administration of anthelmintic boli when compared to the figures for previous 
years. 
 
The individual SAR reports, originating from Ireland, that were considered probably (coded ‘A’) or 
possibly (coded ‘B’) related to product use are summarised on a species by species basis in Table 1 
(pharmaceutical products) and Table 2 (immunological products). 
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Reports of lack of expected efficacy 
 
Fifteen of the suspected adverse reaction reports submitted to the IMB during 2004 related to lack of 
expected efficacy of a veterinary medicinal product. Of these, seven cases (one in the horse, one in the 
pig, two in sheep and three in cattle) related to reported failure to establish adequate immunity 
following vaccination resulting in the development of disease.  
 
A further three cases related to reports of mastitis at the time of calving despite the use of 
intramammary dry cow therapy at drying off. In two of these cases, it is considered that the length of 
the dry period was relatively long and exceeded the claimed duration of efficacy of the intramammary 
product.  
 
In one case, it was reported that oxytetracycline was found to be ineffective for the treatment and 
control of an acute outbreak of furunculosis in salmon on a farm in Co. Mayo. Laboratory analysis 
confirmed that isolates of bacteria obtained from sick fish at this site were resistant to oxytetracycline. 
 
Product recalls related to product defects 
 
A total of forty-two Quality Defects in veterinary medicinal products were reported to, or identified 
by, the IMB in 2004. Eight of these reports resulted in product recalls from the Irish market.  One of 
the recalls related to a quality defect classified as critical. In that case, one batch of a veterinary 
immunological medicinal product was the subject of an out-of-specification result for potency, when 
tested by an Official Medicines Control Laboratory in another Member State. All units of this batch 
that were received into Ireland were identified and quarantined, and the batch was subsequently 
recalled. 
 
 
European Pharmacovigilance Issues 
 
During 2004, the Committee for Veterinary Medicinal Products (an expert scientific advisory 
committee of the European Medicines Agency) conducted an appraisal of the user safety of Micotil 
300 (tilmicosin) following the receipt of a report of a fatality in a farmer following suspected 
accidental self-injection with the product.  The Committee concluded by majority that the benefits of 
Micotil under appropriate use as detailed in the revised user safety warnings outweigh the potential 
risk to the user, especially in conjunction with the additional measures recommended by the 
Committee. These measures include recommendation of restriction to use by veterinarians, a groups of 
persons who by the nature of their training and their job are experienced in handling potentially 
dangerous medicinal products, and better guidance on advisable courses of treatment should accidental 
administration occur. It should be noted that these recommendations have been implemented 
nationally and the Irish labelling for this product has been revised accordingly. 
 
 
Conclusions 
 
The veterinary pharmacovigilance system is designed to monitor the continued safety (and efficacy) of 
veterinary medicinal products under field-use conditions. Pre-authorisation safety studies, while 
extensive and robust, are typically conducted in relatively small numbers of animals, under controlled 
conditions of use. Therefore, information relating to post authorisation experience is very valuable, in 
that certain safety issues may only come to light when the product is in the hands of the intended user 
and is being used on large numbers of target animals. In the event that a safety issue is identified post-
authorisation, appropriate steps can be taken to reduce the level of any associated risk. For example, 
because of concerns relating to user safety (see above) the method of sale and supply of the 
antimicrobial Micotil was changed from the prescription only medicine (POM) category to the more 
restrictive veterinary surgeon only (VSO) category. 
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The IMB gratefully appreciates and acknowledges the efforts of reporters in completing reporting 
forms and responding to requests for clarification. However, the number of suspected adverse reaction 
reports received during 2004 (53 reports) represents a decrease compared to the number reported in 
2003 (78 reports) and it is suspected that there may be a significant level of under reporting of SAR’s 
as evidenced by the low numbers of reactions reported directly to the IMB by veterinary surgeons and 
pharmacists. Persons licensed to sell or supply animal remedies are reminded that, in accordance with 
Regulation 17 of the Animal Remedies Regulations 1996 [S.I. 179 of 1996], they are obliged to notify 
the IMB of all serious SAR’s and all human adverse reactions associated with the use of VMPs that 
come to their attention within 15 days of receipt of such information. A serious adverse reaction is 
defined as ‘an adverse reaction which results in death, is life-threatening, results in significant 
disability or incapacity, is a congenital anomaly/birth defect, or which results in permanent or 
prolonged signs in the animals treated’.  
 
Further information on the topic of veterinary pharmacovigilance and information relating to the 
reporting of suspected adverse reactions can be obtained from the IMB website at the following 
address (http://www.imb.ie/inner.asp?nav=3,74&pos=1&num=1). Specific SAR report forms may be 
downloaded from the IMB website for off-line completion and submission. Alternatively, prepaid self-
addressed forms can be requested from the veterinary department of the IMB. 
 
 
 
 

http://www.imb.ie/inner.asp?nav=3,74&pos=1&num=1


Page 5 of 6 

Table 1: Adverse reactions (reports coded ‘A’ or ‘B’) associated with the use of 
pharmaceutical products excluding anthelmintic boli 
 
 
Active Substance 
 

Route 
 

No. 
treated

 

No. 
reacted

 

No. 
dead

 
Clinical signs 
 

Speed of onset 
 

Cattle       

Levamisole sc 11 3 1 staggering, collapse minutes 
Flunixin iv 3 3 2 abdominal discomfort, meleana 12-18 hours 
       

Dog       

Carprofen oral 1 1 1 inappetant, vomiting blood 6 days 
Ketamine and xylazine 
administered concurrently im 1 1 1 vomiting, respiratory distress 6 hours 
Trimethoprim/sulfonamide oral 1 1 0 stiff, reluctant to rise, dry eye 6 days 
Meloxicam oral 1 1 0 inappetant, anorexia, melaena 3 days 
Carprofen oral 1 1 1 neurological signs, collapse days 

Horse       

Trimethoprim/sulfonamide 
and flunixin administered 
concurrently iv 1 1 0 

agitated, unsteady, collapse 
(abortion) 

Immediately 
(36 hours) 

Phenylbutazone iv 1 1 1 collapse, stupor, mania minutes 
Phenylbutazone iv 1 1 1 staggering and glazed immediately 
       

Cat       

m ilbemycin, praziquantel oral 4 4 1 drowsy immediately 
 
 
im – intramuscular; iv – intravenous; sc - subcutaneous  
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Table 2: Adverse reactions (reports coded ‘A’ or ‘B’) associated with the use of 
immunological products  
 

 
Antigenic components 

 
Route 

 

No. 
treated 

 

No. 
reacted 

 
No. dead

 
Clinical signs 

 

Speed of 
onset 

 
 
Dog 
       
Distemper, leptospirosis, 
parvovirus and 
parainfluenza 

sc 
 

 
1 
 

1 
 

0 
 

Injection site reaction 
 

5 days 
 

Rabies sc 1 1 0 dull, 'off form' 24-48 hrs 
 
Cat 
       
Feline leukaemia 
 
 

sc 
 
 

1 
 
 

1 
 
 

1 
 
 

Fibrosarcoma at injection site 
 
 

months 
 
 

 
Sheep 
       
Clostridia, pasteurella sc  12 0 local injection site reaction 7 days 
 
Horse 
       
Equine arteritis virus# im 1 1 0 local injection site reaction days 
 

#At the time of use in this case, the product containing this immunological component was not authorised by the 
IMB but its use was permitted under license by the Department of Agriculture and Food.  
 

im – intramuscular; sc - subcutaneous 
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