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 HPV vaccines: EMA Advice 

European Medical Agency (EMA) has now completed its review of the evidence surrounding 

reports of two syndromes: complex regional pain syndrome (CRPS) and postural orthostatic 

tachycardia syndrome (POTS) in young women given human papillomavirus (HPV) vaccines. 

In line with its initial recommendations, EMA confirms that the evidence does not support a 

causal link between the vaccines (Cervarix, Gardasil/Silgard and Gardasil 9) and development 

of CRPS or POTS. Therefore, there is no reason to change the way the vaccines are used or 

amend the current product information. 

CRPS is a chronic pain syndrome affecting a limb, while POTS is a condition where the heart 

rate increases abnormally on sitting or standing up, together with symptoms such as dizziness, 

fainting and weakness, as well as headache, aches and pains, nausea and fatigue. In some 

patients they can severely affect the quality of life. The syndromes are recognised to occur in 

the general population, including adolescents, regardless of vaccination. 

Symptoms of CRPS and POTS may overlap with other conditions, making diagnosis difficult 

in both the general population and vaccinated individuals. However, available estimates 

suggest that in the general population around 150 girls and young women per million aged 10 

to 19 years may develop CRPS each year, and at least 150 girls and young women per million 

may develop POTS each year. The review found no evidence that the overall occurrence of 

these syndromes in vaccinated girls were different from expected occurrence in these age 

groups, even taking into account possible underreporting. The review noted that some 

symptoms of CRPS and POTS may overlap with chronic fatigue syndrome (CFS, also known 

as myalgic encephalomyelitis or ME). Many of the reports considered in the review have 

features of CFS and some patients had diagnoses of both POTS and CFS. Results of a large 

published study that showed no link between HPV vaccine and CFS were therefore 

particularly relevant. 

The Agency’s review included published research, data from clinical trials and reports of 

suspected side effects from patients and healthcare professionals, as well as data supplied by 

Member States. The Agency’s Pharmacovigilance Risk Assessment Committee (PRAC) was 

responsible for the initial review. In reaching its recommendations, it also consulted a group 

of leading experts in the field, and took into account detailed information received from a 

number of patient groups that also highlighted the impact these syndromes can have on 

patients and families. 

The review recognised that more than 80 million girls and women worldwide have now 

received these vaccines, and in some European countries they have been given to 90% of the 

age group recommended for vaccination. Use of these vaccines is expected to prevent many 

cases of cervical cancer (cancer of the neck of the womb, which is responsible for over 

20,000 deaths in Europe each year) and various other cancers and conditions caused by HPV. 

The benefits of HPV vaccines therefore continue to outweigh the known side effects. The 

safety of these vaccines, as with all medicines, will continue to be carefully monitored and 

will take into account any future new evidence of side effects that becomes available. 

The full report is available at this link; http://www.ema.europa.eu/docs/en_GB/

document_library/Referrals_document/HPV_vaccines_20/

Opinion_provided_by_Committee_for_Medicinal_Products_for_Human_Use/

WC500197129.pdf 
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Provisional national influenza vaccine uptake data for the 2014/2015 influenza season shows an uptake of 60.2% 

among medical cardholders and GP visit cardholders aged 65 years of age and older. This is a slight increase on 

the previous year (59.4%) but still remains lower than the highest uptake recorded during the 2008/2009 season 

(70.1%).  (Epi-insight; November 2015). 

 

December often heralds a sharp rise in flu cases. Please remember to discuss vaccination with your at-risk  

patients, http://www.hse.ie/eng/health/immunisation/hcpinfo/guidelines/chapter11.pdf to ensure high uptake of the  

vaccine. Vaccination is also recommended for all healthcare workers, so don’t forget to have flu vaccine yourself.  

 

Additional information for healthcare professionals can be found on the National Immunisation Office website at 

http://www.hse.ie/eng/health/immunisation/hcpinfo/fluinfo/influenzahealthprofessionals.html  

 

Please remember to notify the local Public Health Department of outbreaks of influenza like illness in long stay 

residential facilities with vulnerable residents. Early instigation of control measures will help to control these  

outbreaks.  

 

Don’t forget Influenza Vaccine  

FAQs – Q: Can someone who gets MMR vaccine transmit  

rubella to others?  

A: This is a question that arises occasionally when a child of a pregnant rubella immune woman is due to receive 

MMR or when a breastfeeding woman is recommended MMR post partum.  

 

The following extract from the US CDC’s Epidemiology and Prevention of Vaccine Preventable Diseases is  

helpful. 

“Although vaccine virus may be isolated from the pharynx, vaccines do not transmit rubella to others,  

except occasionally in the case of the vaccinated breast feeding woman. In this situation, the infant may be  

infected, presumably through breast milk, and may develop a mild rash illness, but serious effects have not been 

reported. Infants infected through breast feeding have been shown to respond normally to rubella vaccination at 

12-15 months of age. Breastfeeding is not a contraindication to rubella vaccination and does not alter rubella 

vaccination recommendations.” 

Recent Cases of Polio in Laos, Southeast Asia 

Laos is affected by a circulating vaccine-derived poliovirus type 1 (cVDPV1) outbreak. Since September three 

cases have been detected, with one death. In addition, a number of asymptomatic contacts have had positive 

stool samples.  

Genetic sequencing of the virus suggests that it has been circulating in the area for more than two years. The 

cases are from a district that has chronically low immunisation rates: reported coverage with 3 doses of oral  

polio vaccine (OPV) was 40% to 66% between 2009 and 2014; and 44% in 2015 to date. The last case of  

indigenous wild poliovirus in Laos was reported in 1993. National vaccination campaigns commenced in  

October and will run until March 2016, with plans to administer 8.6 million doses to children. 

 

Circulating vaccine-derived polioviruses (cVDPVs) are rare, but well-documented, strains of poliovirus  

mutated from strains in oral polio vaccine (OPV). They can emerge in some populations that are inadequately 

immunised.  

 

What is the risk of spread from Laos? 
Because of relatively limited travel to and from the affected area and the planned immunisation activities, the 

WHO assesses the risk of international spread of the cVDPV1 from Laos to be low. However, it is still  

recommended that all travellers to polio-affected areas be fully vaccinated against polio. 

 

Laos has become a popular holiday destination in recent years. Travellers from Ireland to polio infected  

countries (now including Laos), even if they previously received three or more doses of OPV or IPV, may also 

need a booster dose of polio vaccine (such as Tdap/IPV) before travel. 


