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06th July 2015 

Dear Mrs Hunter,  
 
FOI 15/271 
 
Thank you of your email dated 6th June 2015, where you requested: 
 
“As part of the ongoing review of POTS (including autonomic dysfunction and POTS-type symptoms) by the 
EMA, please can you tell me how many case reports have been submitted by the MHRA?” 
 
As you will be aware from FOI 15/262 dated 25th June 2015, more than 8 million doses of HPV vaccine have 
been given in the UK since 2008, with close to 90% eligible teenagers vaccinated. Every report we receive is 
taken seriously and the reports remain under review. The vast majority of suspected side effects reported so 
far relate to those we would expect with most types of vaccine, and the expected benefits of HPV vaccine far 
outweigh any known risks. The HPV vaccine has a very good safety record, and surveillance shows it has 
contributed to a significant decrease in rates of infection with the two main cancer-causing human 
papillomaviruses. The UK programme is expected to eventually prevent hundreds of deaths from cervical 
cancer every year. 
 
Further to your request, the database at the European Medicines Agency (EMA) for managing information on 
adverse drug reactions (ADRs) is known as EudraVigilance. EudraVigilance is a web-based information 
system designed to manage information on safety reports and is used for the management of reporting and 
evaluating suspected ADRs during the development and following marketing authorisation of medicinal 
products in the European Economic Area (EEA).  
 
Guidelines for the management and reporting of adverse reactions for medicinal products can be found in the 
EMA’s Guidelines on Good Pharmacovigilance Practice, Module VI which can be found via the following 
link: http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/09/WC500172402.pdf 
The module states that “the competent authority in the member state, (which is the MHRA in the United 
Kingdom), shall ensure that all serious ADR reports that occur in their territory and that are reported to them, 
including those from the marketing authorisation holders, are made available to the EudraVigilance database.” 
 
Therefore I can confirm that as Postural Orthostatic Tachycardia Syndrome (POTS) and autonomic 
dysfunction are considered as serious in our medical dictionary due to the nature of the events, all UK 
suspected ADR reports concerning POTS in association with the Human Papillomavirus (HPV) vaccine have 
been sent to the EMA. As of the 3rd July 2015, I can confirm that 11 UK suspected adverse drug reaction 
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reports of POTS and 3 UK suspected adverse drug reaction reports of autonomic dysfunction have been sent 
to the EMA.  
 
It is important to note that a Yellow Card report is not proof of a side effect occurring, but a suspicion by the 
reporter that the vaccine/medicine may have caused the reported event. The MHRA continually analyses 
Yellow Card data in order to detect any previously unrecognised adverse reactions or changes in the safety 
profile of products. As Yellow Card reports do not necessarily related to proven side effects, the data cannot 
therefore be used to derive a frequency of side effects nor to compare the safety of different vaccines. 
 
I hope the information provided and explanation regarding the exemption is helpful, but if you are dissatisfied 
with the handling of your request, you have the right to ask for an internal review. Internal review requests 
should be submitted within two months of the date of this response; and can be addressed to this email 
address. 
 
Please remember to quote the reference number above in any future communications.  
 
If you are not content with the outcome of the internal review, you have the right to apply directly to the 
Information Commissioner for a decision.  
 
The Information Commissioner can be contacted at:  
Information Commissioner’s Office, Wycliffe House, Water Lane, Wilmslow, Cheshire, SK9 5AF  
 
 

Yours sincerely,  

 
FOI Team, 
Vigilance and Risk Management of Medicines Division 
 
Copyright notice  
The information supplied in response to your request is the copyright of MHRA and/or a third party or parties, 
and has been supplied for your personal use only. You may not sell, resell or otherwise use any information 
provided without prior agreement from the copyright holder. 
 
 

 


