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Introduction 
 
Pharmacovigilance is one of a range of post authorisation activities designed to ensure the 
ongoing production and use of safe, effective, high-quality veterinary medicines following their 
introduction to the marketplace. The primary input into the national pharmacovigilance system is 
reports of suspected adverse reactions (SAR), which are sent to either the Irish Medicines Board 
(IMB) or the relevant marketing authorisation holder (MAH).  Suspected adverse reaction reports 
are collated and evaluated by the IMB and the MAH. In the event that a safety issue is identified 
post-authorisation, appropriate steps can be taken to reduce the level of any associated risk. 
 
National Pharmacovigilance Issues 
 
The IMB received 84 national reports of SAR’s to veterinary medicinal products (VMP) for the 
period 1st January 2005 to 31st December 2005. There were 64 reports from MAHs, 19 directly 
from the veterinary surgeons in practice and one from an animal owner.  
 
Of the 84 SAR’s reported, one related to the use of a human medicinal product, one related to the 
use of an unauthorised VMP and a third was not considered to be a valid report because the 
primary reporter was not known. The minimum requirements for an adverse reaction report to be 
considered valid are detailed in Table 1. Of the remaining 81 reports, a total of 43 veterinary 
pharmaceutical products and 51 immunological products were identified as possibly associated 
with the observed reaction. While the majority of SARs reported related to the use of single 
VMPs, two or more VMPs were identified in 12 reports.  
 
Suspected adverse drug reactions were reported in the following species: human (four reports), 
canine (25), bovine (21), equine (11), ovine (eight), feline (seven), salmon (three), porcine (two) 
and goat (one). One report included information on suspected adverse reactions in two different 
species following the use of the same product. Of the 81 valid reports associated with the use of 
VMPs, 51 related to suspected adverse reactions in the treated animals, 26 related to lack of 
expected efficacy and four cases involved suspected adverse effects in individual users following 
exposure to a veterinary medicinal product.  
 
Reports of suspected adverse effects 
 
Of the four human reports, two cases reported local reaction following accidental needle stick, 
one reported an unspecified allergic reaction in a child following exposure to a topical anti-
parasiticide and one reported peri-ocular/facial swelling following ocular exposure to a vaccine. 
In relation to the two cases of reported needle stick injury (one involving a farmer, the other a 
veterinary surgeon), the reactions were characterised by local irritation and swelling of a finger 
for up to 5-7 days after exposure. In both cases medical attention was sought and the reactions 
resolved completely. These cases highlight the fact that user exposure to VMPs can result in 
adverse effects and they emphasise the need to exercise due caution when administering VMPs to 
animals. It should be noted that risk/severity of potential adverse effects associated with user 
exposure is dependent on the product type and users are advised to read product labelling prior to 
the use of any VMP in order that they are aware of any potential user risks associated with the 
administration of that particular product.  
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Of those 51 reports relating to suspected adverse drug affects in the treated animal, the product(s) 
used was considered to have been probably or possibly associated with the observed reaction in 
26 cases. In 21 cases, there was insufficient information available on which to assign causality. In 
four cases, it was concluded that the VMP was definitely not responsible for the observed 
reaction. The criteria for assigning causality to a case are detailed in Table 2.  
 
Five of the equine reports received related to adverse effects in the treated animal associated with 
the use of a vaccine against Steptococcus equi infection. All five reports are classified as non-
serious and the clinical signs observed are consistent with the known adverse reaction profile of 
the product as detailed on the product labelling. 
 
One report from a single practice reported adverse reactions in several cats over a period of 
months following vaccination. Typically, reacting animals were reported to be off-food, off-
colour, staggering and febrile 2 to 3 hrs after vaccination.  During the investigation by the MAH, 
the storage temperature at which the vaccine was being stored was monitored. This showed 
variation in the storage temperature and the temperature was frequently outside the limits detailed 
on the product label. The MAH concluded that the variable storage conditions may have affected 
the product and contributed to the observed adverse effects. This case shows the importance of 
storing vaccines at the appropriate temperature.  
 
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 3 (pharmaceutical products) and Table 4 (immunological products). 
 
 
Reports of lack of expected efficacy 
Twenty-six of the SAR reports submitted to the IMB during 2005 related to lack of expected 
efficacy of a veterinary medicinal product. Of these, nine cases (one equine, one ovine, one 
bovine, one feline and five canine) related to the reported failure to establish immunity following 
vaccination, resulting in the development of the disease.  
  
In a further case, it was reported that fenbendazole was found to be ineffective for the treatment 
of parasitic gastroenteritis in 7-month-old lambs. Subsequent laboratory testing suggested that the 
reason for the apparent inefficacy was likely related to strongyle resistance to fenbendazole on 
that farm.  
 
In another case, it was reported that a pour on product containing deltamethrin was ineffective for 
the treatment of biting louse in a flock of sheep. As a result of this report, and following 
discussions with both the reporter and the MAH, the IMB concluded that recommendations for 
use as detailed on the label were not sufficiently clear to ensure proper use of the product. 
Consequently, the labelling of the product was amended to include more detailed instruction on 
product application.  
 
During 2005, there were three reports of lack of expected efficacy associated with the use of lice 
treatments in salmon. Two of these reports related to the inadequate control of lice infestations by 
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cypermethrin. Subsequent investigations indicated that, for at least one of those cases, lice at the 
farm site in question were resistant to cypermethrin. As a result of these reports, the relevant 
MAH is in the process of amending the product literature to include further recommendations 
relating to treatment methods, strategic intervention, and post-treatment surveillance for tolerance 
to cypermethrin.  
 
 
Conclusions 
The number of suspected adverse reaction reports received during 2005 (84 reports) represents an 
increase of 34% compared to the number reported in 2004 (53 reports). Notwithstanding this 
increase, 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 13 of the Animal Remedies Regulations 2005 [S.I. 734 of 2005], 
they are obliged to notify the IMB or the relevant MAH of all serious or unexpected 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.  
 
The IMB gratefully appreciates and acknowledges the efforts of reporters in completing reporting 
forms and responding to requests for clarification. While an individual’s experience may be 
limited to one or two cases, when collated with data from other sources, it will contribute 
considerably to the assessment of a potential safety hazard. If a safety risk is identified during the 
pharmacovigilance process appropriate steps can be taken to reduce this risk. Further, reports 
relating to lack of expected efficacy are an important source of information in that they may, as 
evidenced by reports received during the course of 2005, suggest the possibility of resistance 
development. Information relating to the development of resistance, whether it is to 
antimicrobials or anthelmintics/ectoparasiticides, needs to be monitored/collated in order to 
ensure correct, efficacious use of veterinary medicinal products. 
 
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
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Table 1: Suspected adverse reaction reports – minimum information 
A SAR report will be considered as valid provided that at least the following core data are available: 

 An identifiable reporter (e.g. veterinary surgeon, pharmacist, animal owner).  

 Animal/human details: species, age, sex 

 Suspect product: name and product authorisation number 

 Reaction details 

It should be stressed that these are minimum requirements and the reporter should endeavour to be as 
comprehensive as possible in order to facilitate a full scientific evaluation. Where relevant, this may 
include laboratory findings and post mortem examination findings.  
 
 
Table 2: Assessing Causality 

The following factors will be taken into account: 
⇒ Associative connection – in time or anatomic site 

⇒ Pharmacological explanation, blood levels, previous knowledge of the drug 

⇒ Presence of characteristic clinical or pathological phenomena 

⇒ Exclusion of other causes 

⇒ Completeness and reliability of the data in case reports 
Category ‘A’ All of the following minimum criteria should be complied with: 

⇒ There should be a reasonable association in time between the administration of 
the drug and the onset and duration of the reported event. 

⇒ The description of the clinical signs should be consistent with the known 
pharmacology and toxicology of the drug. 

⇒ There should be no other equally plausible explanation(s) of the reaction. 
 

Category ‘B’ 
 

When drug causality is one (of other) possible and plausible causes for the reported 
reaction, but where the available data do not fulfil the criteria for inclusion in Category 
‘A’ 

 

Category ‘O’ 
 

When reliable data concerning an adverse reaction is unavailable or insufficient to 
make an assessment of causality. 

 

Category ‘N’ 
 

When sufficient information exists to establish beyond reasonable doubt that drug 
administration was not likely to be the cause of the event. 
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Table 3: Adverse reactions (reports coded ‘A’ or ‘B’) associated with the use of 
pharmaceutical products. 
Active 
Substance 

Route No 
Treated 

No 
Reacted 

No 
Dead 

Clinical signs Speed of 
onset 

 
Bovine 

      

Anthelmintic 
bolus 

oral 60 1 1 death (oesophageal 
damage) 

3 days 

Amitraz oral* 40 1 0 recumbency 6-8hrs 

Levamisole** oral - 11 2 death, headshaking, 
tremors and salivation 

2hrs 

Levamisole** topical 35 5 2 recumbency, death 1 hour 

Calcium 
Boroglunconate 

iv 1 1 1 death minutes 

Tolfenamic acid, 
marbofloxacin 

iv, 
iv 

1 1 1 collapse, death minutes 

 
Equine 

      

Cloprostenol 
 

im 
 

2 2 0 transient colic 
 

5-10 min 
 

Feline       
Selamectin topical 1 1 0 application site reaction 2 weeks 

 
Trilostane oral 1 1 1 signs associated with 

renal failure 
6-7 days 

 
Porcine 

      

Valnemulin oral 60 20 2 Blotching of skin, 
incoordination, weakness, 
pica, lethargy, abnormal 
vocalisation, death 
 

7 days 

iv- intravenous: im-intramuscular 
* Amitraz is authorised for topical administration only. In this case, the animal drank diluted product. 
** Suspected overdose. 
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Table 4: 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 

Canine       
Parainfluenza, 
parvovirus disease 
and canine 
Leptospirosis. 

- 1 1 0 collapse, pale mucous 
membrane, thready pulse 
and emesis 

30min 

Leptospirosis and 
parvovirus 

sc 1 1 0 abscess/alopecia at site of 
injection 

5-7 days 

Leptospirosis and 
parvovirus 

sc 7 1 0 abscess at site of injection 3days 

Leptospirosis and 
parvovirus 
 

sc 1 1 0 abscess at site of injection 5-7 days 

Equine       
Streptococcus equi 
 

sub 
mucosal 

5 1 0 abscess on external lip 8 days 

Streptococcus equi sub 
mucosal 

1 1 0 swollen lip, submandibular 
lymphadenopathy and 
pyrexia 

24hrs 

Streptococcus equi sub 
mucosal 

1 1 0 shivering and recumbent minutes 

Streptococcus equi 
 

sub 
mucosal 

1 1 0 pyrexia 1 day 

Streptococcus equi 
 

sub 
mucosal 

2 2 0 shivering and inappetance, 
lymphadenopathy 

8 hrs 

Equine arteritis - - 1 0 pyrexia and limb oedema 36 hrs 

Equine arteritis  - - 1 0 Localised swelling unknown 

Influenza/Tetanus 
Toxoid 

im 1 1 0 injection site swelling and 
enlarged submandibular 
nodes 

24hrs 

Feline       

Panleukopenia, 
calcvirus, 
rhinotrachetic, 
chlamydia 

sc 2 2 0 off-food, off-colour, 
staggery and febrile 
 

unknown 

Goat       

Clostridium 
 

sc - 4/5 0 bloating and unease A few hours 

Ovine       

Toxoplasma sc 30 majority 0 abscessation at site of 
injection 

2 weeks 
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Porcine       

Mycoplasma 
hyopneumoniae 

im 1100 - 4 Vomiting and respiratory 
distress 

2 hrs 

 im- intramuscular  sc-subcutaneous  


