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Medsafe approved an Human Papilloma Virus (HPV) vaccine Gardasil® for use in New Zealand 
in May 2007.  This vaccine is a quadrivalent vaccine, i.e. effective against 4 strains of HPV.  The 
vaccine’s safety and effectiveness was assessed according to international guidelines and the 
requirements of the Medicines Act 1981.  

More than 50 million doses of the HPV vaccine (Gardasil) have been distributed worldwide to 
date. 

Adverse Events Following Immunisation 
Adverse events following immunisation (AEFI) are expected and can occur following any 
immunisation.  The clinical trials for Gardasil® showed that short lived local and more 
generalised reactions typically observed in the context of immunisation can occur.  In a large 
campaign, some serious AEFIs can be expected within days of vaccination by chance alone 
and unrelated to vaccination. 

AEFIs are taken seriously.  Healthcare professionals and consumers are encouraged to report 
adverse events they suspect might be related to immunisation to the Centre for Adverse 
Reactions Monitoring (CARM) at the University of Otago.  CARM is an agency, independent of 
the Ministry of Health, which monitors adverse events reported in the context of the use of 
medicines and vaccines.  CARM reports the HPV AEFI profile monthly to the Ministry of Health 
and quarterly to the Medicines Adverse Reactions Committee for further independent review. 

Adverse event reporting in New Zealand (as in many other countries) is through a passive 
surveillance system.  In this system health professionals and the public voluntarily provide 
reports to CARM.  Each report received is assessed by an expert medical professional prior to 
being recorded into the CARM database. 

To-date, events following immunisation with the HPV vaccine in New Zealand are in keeping 
with those expected for vaccines in general, clinical trial safety data and observations from 
national reporting in other countries. 

• As at 31 December 2009, 236,299 doses of HPV vaccination are recorded on the 
National Immunisation Register as having been administered. 

• As at 31 December 2009 a total of 236 reports of suspected AEFI have been received 
by CARM.  These reports relate to young women immunised as part of the publicly-
funded HPV immunisation programme as well as individuals who have obtained the HPV 
vaccine privately.  10 reports were received prior to the start of the publicly-funded HPV 
immunisation programme on 1 September 2008.   
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Overall, the majority of events reported are local reactions such as soreness, swelling or 
redness, or are systemic reactions such as fever, headache, nausea, skin reactions (mostly 
rash) and fainting.  These have typically occurred within minutes to days of vaccination and 
where duration has been reported they have often been of short-lived duration.  All of these are 
recognised events and are listed in the Gardasil® data sheet and Consumer Medicine 
Information. 

The most frequent events reported to CARM are listed below. 

Type of event Number reported 
Injection site reactions  78 
GI symptoms (nausea, vomiting, diarrhoea)  75 
Headache  44 
Fainting/collapse  31 
Skin reactions   61 
Musculoskeletal   41 
Fever  25 

 
Note:  Each report can include more than one reaction therefore the total number of reactions is 
greater than the total number of reports. 

Other  Groupings 

• Fainting episodes were described in 24 reports and a further 7 felt faint.  Fainting episodes 
have been well described internationally in vaccination campaigns - particularly in mass 
immunisation settings and where school-aged recipients are involved. 

 Faints with tonic-clonic movements, muscle twitching or convulsion-like episodes were 
described in 6 of the 24 reports of fainting episodes.  These were short episodes lasting 
only a few seconds and are recognised features of fainting episodes in some individuals 
rather than true convulsions. 

• Convulsions, outside of the context of fainting, were identified in 5 reports.  One report 
described an event in a person with epilepsy.  A second report described a convulsion 
occurring two weeks following immunisation in a patient who had had a previous head 
injury.  The third and fourth reports referred to short lived convulsions of seconds duration 
immediately following immunisation and the 5th report describes an acute onset convulsion 
lasting 4 to 5 minutes. 

Reports assessed as Serious 
CARM, in keeping with WHO Guidelines, uses the global standard criteria whereby an event is 
categorised serious if the patient is Hospitalised, the event involved a Life threatening condition, 
Intervention was required to prevent permanent impairment, or the event resulted in a 
Congenital abnormality, a Persisting disability at the time of the report, or Death of the patient.  

Reports are classified serious because of the nature of the event irrespective of whether it was 
considered to be caused by the vaccine.  Reports of serious events will therefore include those 
assessed as unlikely to be related to the HPV vaccine or containing too little information to 
make an assessment regarding causality. 
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Analysis by Seriousness 
At 31 December 2009, 10 reports were categorised serious and these are detailed in the table 
below: 

Hospitalisation 3 
Life Threatening 1 
Intervention required 1 
Persisting disability at time of report 4 
Death 1 

The 3 reports of Hospitalisation refer to: 

• Systemic symptoms including diabetes and eye problems, both of which had been 
diagnosed prior to HPV immunisation. 

• Convulsions 2 weeks following the HPV – the patient recovered. 
• Fainting episodes resulting in overnight observation and discharged recovered, but had 

residual headaches.  

The single Life Threatening report related to a severe hypersensitivity event involving tongue 
swelling. 

One report requiring Intervention described an injection site abscess that required surgical 
draining. 

The four reports of Persisting Symptoms all refer to events that were still present at the time of 
reporting ranging from 1 to 5 months post immunisation.  Three reports describe generalised 
symptoms of muscle aches, headache and fatigue and one described hair loss (but the 
vaccinee was also on other medications). 

There is one report of sudden death that occurred 6 months after the third dose of the HPV.  
The cause of death has not been reported and is still under Coronial investigation. 

 
A further 20 reports, while not categorised as serious according to the WHO criteria, described 
events that were identified as severe enough to lead to the vaccinee attending Emergency or 
After Hours care.  These reports involved: 

• 9 reports of collapse/syncopal episodes 
• 7 reports of allergic/hypersensitivity-type symptoms 
• 2 convulsion-like episodes, both describing seizure occurring immediately following 

immunisation 
• One severe arm pain and localised inflammation 
• There is also one case of Bells Palsy presenting within 1 day of immunisation that could 

be attributed to a recent infection and was still under review at time of reporting. The 
biological plausibility of a causal association with the HPV vaccine when Bells Palsy 
presents so rapidly following immunisation is unlikely. 

 
The groupings above extract cases for presentation according to the seriousness criteria 
described and may include cases that have been detailed elsewhere in this summary. 

Anaphylaxis 
An important category of possible reactions to immunisation is allergy.  Severe allergic 
reactions, such as anaphylaxis, may require adrenaline injections or other treatment.  The 
possibility of allergic reaction, although rare, is the reason why all persons providing 
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immunisations must have the necessary drugs and equipment to treat them.  Anaphylaxis can 
be caused by any substance that enters the body including food.  

One report described an event suggestive of anaphylaxis but did not meet the standard case 
definition for anaphylaxis.  The person recovered rapidly. 

Conclusion 
Overall the patterns of events observed are typical of post immunisation symptoms and raise no 
safety issues of concern.  Although the fainting episodes appear to be more frequent for the 
HPV than for other vaccines in the CARM database they are not unexpected in the context of a 
mass immunisation programme such as the HPV programme focusing on adolescents.  The 
AEFI profile for HPV is also regularly reviewed by Medsafe and the Medicines Adverse 
Reactions Committee (MARC) and the opinion, in line with the international view, is that to date 
the benefit-risk profile is positive.  CARM will continue to closely monitor reports and update the 
profile of observations. 
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