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Thank you for your Freedom of Information (Fol) request received on 12 August. You wrote:

I would like data showing adverse reactions following BCG vaccination in late 2008 -
2009. at the John RadCcliffe Hospital, Oxford, UK. My daughter (now 18) has just been
told that she may have cutaneous TB, caused by the BCG she had at the JR Hospital. At
the time of the vaccination, she had a severe lymph reaction, etc. | would like to know if
other children experienced the same problems and if they went on to develop TB.

MHRA Response

Following a search of our paper and electronic records, we have established that the
information you requested is not held by this Agency.

The MHRA does not hold information on the location where a vaccine was administered.
While reports submitted to the Yellow Card scheme may contain information about the
reporter, the MHRA does not routinely record or maintain data that would enable us to
identify adverse reaction reports associated with vaccinations administered at a particular
hospital.

However, information submitted to the Yellow Card scheme may include details relating to
the reporter, including postcode information. As part of our duty to provide advice and
assistance under section 16 of the Act, the MHRA may be able to provide:

« aggregated Yellow Card data relating to suspected adverse reactions associated with
BCG vaccines over a specified date range; or

« aggregated Yellow Card data relating to suspected adverse reactions associated with
BCG vaccines over a specified date range where the reporter postcode corresponds to
the John Radcliffe Hospital; or

« aggregated Yellow Card data relating to suspected adverse reactions over a specified
date range for a specific brand or batch number of BCG vaccine.



Please note that postcode, brand and batch number fields are not mandatory within Yellow
Card reports. The availability of this information therefore depends on the details provided by
the reporter.

Please also note that data identified using reporter postcode would relate to reports
submitted from that postcode and should not be interpreted as representing all vaccinations
administered at, or all adverse reactions occurring at, the John Radcliffe Hospital. Similarly, a
suspected adverse reaction reported to the Yellow Card scheme does not necessarily mean
that it was caused by the vaccine.

If you would like either of the above datasets, please submit a new request.

If you have any queries about this letter, please contact us quoting the reference number
above.

Yours sincerely,

MHRA Central Freedom of Information Team
Medicines & Healthcare products Regulatory Agency

Your right to complain under the Freedom of Information Act

If you are not happy with this response you may request an internal review by e-mailing
foi.request@mbhra.gov.uk or by writing to: MHRA Central Freedom of Information Team, 10
South, Colonnade, Canary Wharf, London, E14 4PU

Any request for an internal review must be received by us within 40 working days of the date
of this letter. Please note we are not obliged to provide a review if it is requested after more
than 40 working days.

If you are not content with the outcome of the internal review you may apply directly to the
Information Commissioner's Office for a decision. Generally, the Commissioner cannot make
a decision unless you have exhausted our own complaints procedure. The Information
Commissioner can be contacted at: The Information Commissioner's Office, Wycliffe House,
Water Lane, Wilmslow, Cheshire SK9 5AF.

Website: ICO FOI and EIR complaints or telephone 0303 123 1113.

Re-use of our information

The MHRA information supplied in response to your request is subject to Crown copyright.
Information created by the MHRA which is disclosed under the Freedom of Information Act is
made available for re-use under the Open Government Licence (OGL) v3.0, except where
this is otherwise stated. There are some restrictions on re-use under the OGL and these can
be viewed here:
https://www.nationalarchives.gov.uk/doc/open-government-licence/version/3/




