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Ref. KLAB
Dear Parant

Ref: HPV Vaceine

Yau will be aware through the media coverage of the death of a 14 year old gir few Hours
after having the Cervarix HFV vaccing,

The preliminary resuits from the past martem have revealed a rare and grave undativing
madical condition that was likely (o have caused death. Indications are that &t was mest
untikely that the MPV vaccination was the cause of death.

The HPV vaccine has passed the rigorous gafety testing needed for it to be used in the UK
and other Europaan countries, and has a sron gafsty record. Nina million doses of tha
vaccine have besn given around the world, and more than 1.4 milion dosas have now been
givan in the UK,

Being abla fo protect young women against this diesase 8 a tramendous devalopmant and
avidence is clear that the vacuine Is very safe. We have one of the most successful
mmunisation programmes in the world and have great confidence in the safety of them.
Yeung girs can continue to protect themselves against cervical cancar by having this
vaccife, In the UK, about 3000 women are diagnosed with canvical cancer every year and
about 4000 die from this disease. '

We have included with this letter & guisstion and answer sheet produced by the Depatrment
of Haalth which may answer most of your gueries. if you would like to discuss thig matter
further or reguiré more Informaticn please sontact your sghoo! nursing team.

Yours sincersly
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Kate Lioyd pp Peter Bramhlaby
Vaceination Coordinator Girector of Public Health
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HEV Q& A

hat is the current situation?

This @ and A is provided by 1he Dapartment of Health in response to the tragic
death. on 28" September, of a girl in Coventry whizch ccourred shortly recaiving
a vaczine agalinst Ruman papillomayirug as part of a national imtriunisation
programms.

A teonage giri I Coventry, who had received her first dose of HPYV vaccing
(Gervarix®) as part of the catch-up programme, died on Monday 28" September
following vaceination. A full investigation is being carmed out and no conclusions
can be drawn until all the facts are known and a post-mortem takes placs.

Q How will the cause of death be invesatigated?

We sxpect a post moriem examination to be carried out in the nexi few days,
followsd by & Coroner's Inquest at a later date when results of investigations will
be at hand. The invastigations will seak to find the cause of the girl's coliapse
inchuding any previously undiagnosed conditions that could lead to sugh an
event.

Tha batch of veccinge has been quarantined and samples will be sent for
analysis. This process wil take several weeks, and it 5 a8 normal precautionary
measure when an unusual Or severs avent occurs after vastination.

@ What wider action is planned?

All stock from this batch of vaccing has been quarantined until further
notice. Thig activn was supported by the Medicines and Healthcare Progucts
Regulatory Agency.

@ What If imy daughter has already had a dose from this batch?
As 8o many dosas from this batch have been distributed since May, there g
urilikely to be 2 genaral guality issue with the batoh as a whole,

If you have not had a side effect from the vacsine, then there should be 1o nead
o woiTy.

Q, Should limy daughter complete har HEV vaceination scheduls?
Yes. It is imporiant that you/she recaives three doses of HPY vaeoine for
protection.

Q. is tha HPV programme now suspendad?
No. The HPV vaccination programme will continua. HPV vacoine from different
ratches will be usad, The HPFY vaceine helps to protect against cervical cancer
which kifls more than 1000 woman avery year.

G. Could it hava been a ‘bad’ batch of vaccine¥



There is no indication at prasent that this was a ‘bad’ or defective patch. |
Although investigations are ongoing, saveral thousand doses of this batch have j
bean usad in the UK with no suggestion of any problam. This recall is puraly |
precautionary until those investigations have been sompleted, i

Vaceine

The vaccine In question is against human papillomavirus (HPYV} and protecis
young woman against cervical cancer. it ia produced by SlaxoSmithiline under
the brand name Carverix.

Q What is HPV?

HPYV is a virus that infects the decpest layer of the skin or genital surfaces.
There are over 100 differsnt types of HPV, 13 of which are known 0 cause
cervical cancer. The others are harmiess or cause genital warts. The virus is
transmitted through sexual contact and is very common, with over haif of all
woman hecoming infected at some paint in their ifetime.

O Why vaccinate agalnst HPV? ,

The vaccination programme aims to prevent young wormen from develaping
carvical cancer. In the UK, about 3000 womenh are diagnosed with cervical
cancar every year and about 1000 dis from it.

Cervarix protects against HPY straing 16 and 18 which are responsible for aver
70% of all cervical cancers in the UK.

Who is offered the HPV vaceine?

The routine HPV vacting programme was infroduced in September 2008 for
girls aged 12-13 years (school year 8). A catch-up programme aisQ started in
September 2008 and cffers the vaccine to other oider girls up to the age of 18

» Girlsiyoung women aged 17 — 18 years {school year 13) born between 1
September 1960 to 31 August 1981 inclusive, were offerad the vaccine in
the 2008/08 school year,

»  Girls/young wormen aged 14-18 years {(school years 10, 11, 12 and 13 if
in aducation) bom batwean 1 September 1991 and 31 August 1895
inclusive, witl be offered the vaccine from auturnn 2009,

Primary Care Trusts are responsibie for the delivery of the vaccination
prograrmme In thair iocal area. A schovls-based programme has been
recomrandad for the routine vaccination prograrmme (12-13 vear oids), as
vaccination will be deliversd most efficiantly through schools.

Vaccination s voluntary, not mandatory.



G Wha recommendsd the HPV vaccination programma?

The Juint Committes sn Vaccination and Immunisation (JCVI}, which provides
independent expert advice to ministers on vaccination, examined a wide range
of svidence before making s recommendation on HPV vacctines. More

information is available at hitp: www dh ooy uikabievifindex hirm
Q Which vaccine will be used in the national programma?
Two vaccines against HPV are licensed for use in the UK Cervarix and
Gardasll, Cervarly is the vaccine used for the national HPY vaccination
programms,

¢t Whare elae is Carvarix used? ,
Cervarix has baen approved for use in more than 100 sountriss around the
world and in all the 27 Eurcpean Union states.

More than 1.4 million deses of Cervarix have been given in the UK

Q How and why was Cervarix seisected for the pm@gmmme?

The two HEV vaccines lieensed in the UK - Carvarix® and Gardasil® - both
protect against HPV sirains 16 and 18 that cause over 70% of cavical cancers
in the UK. The national HPY vaccination programme uses Cervarix as it s the
vaccine that offers the NHS best overall valua.

Safety

€ Was Cervarix® tasted prior to being grantad a license for use?

ves, Like all vaccines, the safaty and effectiveness of Cervarix® wes tested
figorously in clinical trials. These data were reviswacd by the Eurcpear Medicine
Agency's Committee for Medicinal Products for Human Use before a licanse
was granted for its use in Europe.

Q la vaccine safety monitored?

Yes. The Madicines and Healthcare products Regulatory Agency coliects
information from doctors, other healthcare professionals and patients on
suspected advarse reactions (unwanted or harmful reactions following
agminisiration of 8 medicine, including vaccines) through the Yellow Card
schams. These reports (yellow cards) are recorded and are regularly reviewed
with appropriate investigation and action taken if a possible problem is
identified.

There is also a legal requirament for pharmaceutical companies 10 repon
serious and suspectad adverse svents to Medicines and Mealthoare Products
Regulatory Agency.

© What are the known sids effacte of Cervarix®



The known side effects listed in the Cervarix® patient information leafiet are:

Very common (side effects which may oocur in more than 1 par 10 dozes of
vaccing).

e pain or discomfort at the injaction &ite

o redness or swalling at the injection site

+ hsadache

o aching muscies, muscle tendemsss of weakness (not caused by

gxercise)
+ tfirsdness

Common (side effects which may occur in less than 1 per 10 but more than 1
par 100 doses of vaccine):

v gastrointestinal symptoms Including nausea, vamiting, diarrhoen and
abdominal pain

e ltching, red skin rash, hives (urticaria)

¢ joint pain

» fever (238°C)

Uncommen (side effects which may ocour in less than 1 per 100 but rmaore than
1 per 1,000 doses of vaccine):

+ upper respiraiory tract infection {infection of the nose, throat or trachea)
s glzziness
s+ other injection site reactions such as hard tump, tingling or numbhess.

Q How many doses of Cervarix® have besn used aince It was llcensed and
what is its sufety record?

Abaut & million doses have been used worldwitda,

in the UK, more than 1.4 milion doses have heen administerad since
Septamber 2008 when the HPY immunisation programme started,

The Medicines and Healthcare Products Regulgtory Agency has received 2,137
yellow card reports and has detailed 4,857 suspected adverse reactions relating
to Cervarix® covering the petiod 14 April 2008 - 23 September 2009, The vast
majority have reiatad to either to recognised side effects lisied in the product
information of were dus to the injection process and not the vacaine tsalf. For
the isolated cases of other medical conditions reported, the available evidence
does not suggest that vaccine caused the condition.

Whera can parents and giris go for additionat information?
Further information is available on the NHS Immunisation website
(www immunisation.nhs ukihoy), which is reguianly updated.




