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RE: Freedom of Information request - Number of Yellow Card Reports of Chronic Fatigue 
Syndrome (CFS) and Myalgic Encephalomyelitis (ME) when associated with the use of vaccines. 
 
 
Thank you for your recent Freedom of Information request relating to the number of Yellow Card reports 
received for CFS and/or ME (classified as Post Viral Fatigue Syndrome (PVFS)) reported in association 
with the use of vaccines from 2000 to date. 
 
I can confirm that from 01/01/2000 to 25/04/2013 inclusive, the MHRA have received 93 UK spontaneous 
suspected ADR reports of CFS and/or PVFS associated with a vaccine. 
 
During the same time period I can confirm the MHRA have received a total of 33 reports of CFS and/or 
PVFS for the Human Papilloma Virus (HPV) vaccine, which includes Cervarix, Gardasil and unbranded 
HPV (i.e. those reports where a specific brand has not been specified). Please note the first report of CFS 
or PFVS was received in 2009 and therefore no data is available prior to this date. To date, no reports of 
CFS or PVFS have been received in association with Gardasil. When looking at these data, it is important 
to consider that although there are more reports associated with the use of Cervarix, this vaccine was 
widely used in the routine HPV vaccination programme over the first 4 years with over 6 million doses 
administered. In September 2012 Gardasil replaced Cervarix in the national programme, and hence the 
UK exposure to Gardasil is currently substantially lower than that of Cervarix although Gardasil has been 
used extensively in other countries. 
 
It is very important to note that reports received through the Yellow Card Scheme are not necessarily 
proven side effects to the vaccine. Suspected adverse reactions can also include coincidental medical 
events that would have occurred anyway in the absence of vaccination. Indeed, with any vaccine given to 
a large number of people, it is inevitable that medical conditions unrelated to the vaccine will occur in 
some people naturally after vaccination and be reported as a suspected adverse reaction. We encourage 
such reporting to ensure we can continually appraise the safety of vaccines and medicines. 
 
Furthermore please note it is not possible to calculate the incidence of Adverse Drug Reactions (ADRs) 
from the data provided or to compare incidence between different vaccines or brands. Yellow Card data  
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cannot be used as a reliable indicator of the frequency of suspected ADRs to medicines/vaccines. The 
level of ADR reporting may fluctuate between given years due to a variety of reasons such as a 
medicine/Vaccine being new (reporting rates are generally higher when a product is first introduced), 
stimulated interest/publicity and variations in exposure to the medicine/vaccine. 
 
The Yellow Card Scheme primarily acts as an early warning system for the identification of previously 
unrecognised adverse reactions and also provides valuable information on recognised ADRs, in most 
cases, reports received via the Yellow Card Scheme cannot be used to determine whether or not a 
vaccine or drug is actually a cause of a reported side effect. The primary use of Yellow Card data is in 
‘signal generation’. When a ‘signal’ has been generated, it is most often the case that a formal 
epidemiology study is required to assess any causal association. This is especially the case for conditions 
such as CFS or PVFS which can happen naturally in the population exposed to the vaccine or drug. The 
MHRA has further investigated the signal for CFS/ME following Cervarix through a formal epidemiological 
study, using the Clinical Practice Research Datalink (CPRD)1. This study found no evidence to suggest 
that it may be occurring after vaccination at a rate any more than would be expected in the absence of 
vaccination. We are unable to provide you with the results of this study at this point in time as the data 
have been submitted for publication in a peer-reviewed scientific journal2. We would be more than happy 
to share the results with you when the submission process is complete. 
 
Please be assured that as with all medicines, the MHRA is closely monitoring the safety of all vaccines in 
the UK. Should any important safety issues be identified, appropriate regulatory action would be taken 
and communicated to healthcare professionals and patients alike. 
 
I hope this information is useful to you. Please do not hesitate to contact me should you have further 
concerns or if you need further information. 
 
I hope this information is of use to you. If you are unhappy with our response, you may ask for it to be reviewed. 
That review will be undertaken by a senior member of the Agency who has not previously been involved in your 
request. If you wish to pursue that option please write to the Communications Directorate, Area 4-T, Medicines 
and Healthcare products Regulatory Agency, at the above address quoting reference FOI 13/150. After that, if you 
remain dissatisfied, you may ask the Information Commissioner to make a decision on whether or not we have 
interpreted the FOIA correctly in withholding some information from you. 
 
 
Yours sincerely, 
 
 
Charlotte Goldsmith 
Associate Signal Assessor 
Vigilance and Risk Management of Medicines 
 
Cc: Natalie Richards; Therapeutic Group Coordinator 
 
 
 
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. For 
full details on our copyright policy please visit: http://www.mhra.gov.uk/home/Idcplg?IdcService=SS_GET_PAGE&nodeId=412, or email the 
MHRA Information Services Central Enquiry Point.  
 

                                                 
1 CPRD (http://www.cprd.com) is the new English NHS observational data and interventional research service that holds anonymised 
clinical and prescription data for more than 12 million patients collected from over 650 general practices spread over the whole of the UK. 
2 FOI exemption: Section 22 (Information Intended for Future Publication Exemption) 

 




    

  

  
