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For the attention of Dr. Thomas Salomonson, chairman of the CHMP 

c/o Nathalie Bere, Patient Relations Coordinator 

Patient and Healthcare Professionals Department 

Stakeholder and Communication Division 

European Medicin Agency 

 

Copenhagen November 19, 2015 

 

 

Dear Sir, 

 

We are writing to you with our concerns in respect of the recent conclusion made by the Scientific Advisory 

Group (SAG) in relation to the review process of the HPV-vaccine. 

We attended the telephone conference (TC) on November 5
th
 during which we were informed that SAG did 

not find any connection between the diagnose POTS and the HPV-vaccine or between the diagnose CRPS 

and the HPV-vaccine. During the TC we requested to get access to the data used for the review but was 

informed that we could not receive these before the final decision was taken by the CHMP and by the 

Parliament. Therefore we are writing you now to highlight our concerns about the data which were verbally 

given by the SAG-representatives during the TC 

 

 We do not understand the Danish figures that were referred to, since these are not in 

correspondence with the official reports of the adverse events reported for the vaccine. The numbers 

of POTS-diagnosis reported by the specialists within this filed in Denmark are much higher than the 

numbers referred to by the SAG. We do know from the Danish Health Authorities that prior to this 

review the MAH has mis-calculated the data of POTS and has presented lower figures than the 

official numbers from the authorities. We kindly ask you to reconsider if the same situation has 

occurred again as we understand that it is the MAH who is responsible for collecting and 

reconciliation the figures, 

 

 We do understand that there are different criteria across the countries for the diagnosis POTS. We 

kindly ask you to investigate and clarify if these differences could be a possible cause of the lower 

rates of POTS in some countries compared to others. We do know Frederiksberg Hospital is the 

department in Europe who has seen most patients with the diagnosis POTS and that Jesper 

Mehlsen has worked with patients suffering from autonomic dysfunction for more than 30 years and 

likewise they are scientific experts within the fields of chronic fatigue (myalgisk encephalomyelitis). 

Therefore we kindly ask you to describe in depth how you can conclude that the findings made by 

Frederiksberg Hospital – Jesper Mehlsen and his team – are incorrect.  And how you have taken into 

consideration the different criteria for the diagnose across the member states. For sake of good 

order we remind you that there are girls in USA who have won trials against MAH in respect of 

developing POTS related to the HPV-vaccine, wherefore we find this topic extremely important to 

investigate in depth for the safety of the European citizens. 

 

 We do not understand the reference numbers of incidence of POTS in the background population 

mentioned in the TC. These are new to us and we kindly ask you to check the reference for these 

numbers and provide us with the proper source of references.  
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 We understand and acknowledge that the review has only covered the two diagnosis – which we 

acknowledge was the task given to EMA. But due to the facts mentioned above we highly 

recommend that next step will be to look at a cluster of symptoms (adverse events) such as chronic 

headache, dizziness, chronic fatigue and faints – all adverse events described in the product SPC 

for Gardasil. And look at these symptoms across the global data collected on the HPV-vaccine and 

compare these to the back ground population in the same range of age.  

As we do not have access to the data used nor have insight in the name and the background of the 

experts involved in the process – we asked to get this insight but it was denied to us – we are very much 

concerned about the conclusion. A hasty and wrong conclusion will continue to harm and invalidate a 

constantly growing group of young girls and women across Europe. And similar a lack in the safety 

procedure related to the HPV-vaccine will be a risk to the complete vaccine-program across EU. We 

therefore kindly ask you to look carefully into this and revert with your comments and thoughts in this 

respect. 

 

Yours sincerely  

 

 

Jens Bouet 

CEO, Dansk Handicap Forbund, 

The Danish Association for the Disabled 

 

 

 

 

  

 

 


