
 
 
 
 

Cervarix® har visat längst varaktig skyddseffekt av  de godkända 
livmoderhalscancervaccinerna mot HPV 16 och 18 

 
Resultat publicerade i The Lancet bekräftar vaccine ts effekt på upp till 6,4 år mot de 

två vanligaste cancerframkallande virustyperna   
 

 
3 December 2009: Resultat publicerade i The Lancet i dag visar att GlaxoSmithKlines Cervarix®, ger 
starkt och varaktigt skydd mot de två vanligaste virustyperna (humant papillomvirus, HPV) som 
orsakar livmoderhalscancer, HPV 16 och 18¹, upp till 6,4 år², den längsta uppföljningstiden av 
skyddseffekt som har dokumenterats i en effektstudie för något vaccin mot livmoderhalscancer fram 
tills idag.  
 
HPV-007-studien visar att vaccinet gav 100 procent skyddseffekt mot cellförändringar (CIN 1 + och 
CIN 2 +) orsakade av HPV-typerna 16 och 18, hos kvinnor som fått minst en dos vaccin.³ Bland de 
kvinnor som studerades avseende immunogenicitet uppmättes höga nivåer av antikroppar mot HPV 
16 och 18 hos över 98 procent av kvinnorna som fått Cervarix® i upp till 6,4 år, detta indikerar ett 
långvarigt immunsvar.²  
 
Eftersom kvinnor fortsätter vara mottagliga för HPV-infektioner under hela sitt sexuellt aktiva liv är det 
oerhört viktigt att ett vaccin mot livmoderhalscancer ger långvarigt skydd. Forskningsresultaten som 
nu visar att Cervarix® ger skyddseffekt som inte avtar i upp till 6,4 år understryker GSK:s förtroende 
för AS04, adjuvanssystemet i vaccinet, vilket kan vara en viktig faktor för att vaccinet ger det 
långvariga och ihållande immunsvaret som observerats i den här studien. GSK kommer att fortsätta 
denna studie i 9,5 år för att ytterligare fastställa den långsiktiga effekten och säkerhetsprofilen för 
vaccinet.  
 
Data från HPV-007 studien stödjer även tidigare kliniska data som visat vaccinets korsskydd.² HPV 16 
och 18 orsakar ungefär 50 procent av cellförändringar (CIN 2 + och CIN 3 +)²; i HPV-007-studien 
visade vaccinet en total effekt på 71,9 procent mot cellförändringar av typ CIN 2 +, vilket tyder på att 
vaccinets skyddseffekt kan sträcka sig längre än skyddet mot HPV-typerna 16 och 18.² 
 
Utöver effekten mot cellförändringar (CIN 1 + och CIN 2 +), visar resultat från denna studie att 
vaccinet ger hög effekt (96,7 procent) mot förändringar orsakade av HPV 16 och 18 som upptäcks via 
cellprov i screening.²  
 
Barbara Romanowski från University of Alberta, Kanada - huvudprövare för studien och 
huvudförfattare till publikationen kommenterade: "Denna studie har genomförts bland unga kvinnor 
som tidigare inte varit infekterade med HPV - en grupp som bäst representerar flickor före sexuell 
debut och som är den typiska målgruppen för nationella vaccinationsprogram. Detta gör 
studieresultaten särskilt viktiga eftersom de visar att Cervarix® ger unga flickor ett omfattande skydd i 
minst 6,4 år mot de vanligast cancerframkallande HPV-typerna. Den effekt man observerade mot 
förändringar i prov som fångas upp genom screening är också viktig, eftersom dessa provsvar kan 
leda till oro bland kvinnor, remiss till specialist och kirurgiska ingrepp."  
 
I studien var säkerhetsprofilen för Cervarix® jämförbar med placebo.² Cervarix® tolererades väl i 
studien.² Frekvensen av allvarliga biverkningar i gruppen som vaccinerats med Cervarix® var 
jämförbar med kontrollgruppens² och inkluderade depression, graviditet och perinatalt relaterade 
åkommor.³ 
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For further information or to request a media inter view please contact : 

U.S. journalists to contact: 

Jeff McLaughlin 

GlaxoSmithKline 

(001) 919 483 2839  
jeffrey.r.mclaughlin@gsk.com 

 
About HPV 007   

• HPV 007 is an extended follow-up study of women who participated in the primary efficacy 

study (HPV 001) of GSK’s cervical cancer vaccine Cervarix® 

• The primary study was a double-blind, controlled trial of 1,113 young women, between 15-25 

years of age, randomized to receive three doses of the GSK’s vaccine formulated with the 

AS04 adjuvant system or, of a placebo (aluminium hydroxide) on a 0, 1 and 6 month schedule   

• The extended follow-up study looked at a subset of 776 women for a period up to 6.4 years   

• The trial was conducted in the US, Canada and in Brazil and evaluated the efficacy, safety 

and immunogenicity of Cervarix® for the prevention of HPV 16 and/or HPV 18 infections, as 

well as associated Pap smear abnormalities and cervical lesions 

• In the extended follow up study, women were evaluated for HPV DNA using cervical samples 

and annual cervical cytology evaluations were performed. Women were referred for 

colposcopy following protocol guidelines 

• The vaccine was shown to provide high and sustained protection against HPV types 16 and 

18 for up to 6.4 years 

 

About Cervarix ® 

Cervarix® was specifically designed with a proprietary adjuvant, AS04, to deliver high and sustained 

levels of antibodies aimed at providing broad and long-term protection against cervical cancer.4 It has 

been shown to be generally well tolerated. The most common symptoms after vaccination included 

pain, redness and swelling at the injection site, fatigue, fever, aching, headache, itching, rash or 

gastrointestinal disturbances.5  

 

To date, Cervarix® has been approved in more than 100 countries around the world, including the 27 

member states of the European Union (EU), United States, Japan, Australia, Brazil, South Korea, 

Mexico, Taiwan and South Africa. Licensing applications have been submitted in more than 20 

additional countries. GSK also received prequalification for the vaccine from the World Health 

Organization (WHO) in July 2009.  

 

The Cervarix® Summary of Product Characteristics can be found here: 

http://emc.medicines.org.uk/medicine/20204/SPC/Cervarix   
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About HPV and cervical cancer 

Women are at risk of HPV infection throughout their sexually active lives.6 Approximately 100 types of 

HPV have been identified to date7 and, of these, approximately 15 virus types are known to cause 

cervical cancer.8 HPV types 16 and 18 are responsible for approximately 70 percent of cervical 

cancers globally, with types 45, 31 and 33 the next three most common cervical cancer causing virus 

types after 16 and 18.1,9 Persistent infection with cancer-causing HPV types can lead to abnormal Pap 

smears, cervical pre-cancer and cervical cancer. Cervical intraepithelial neoplasia (CIN), graded as 

CIN 1, 2 and 3, refers to pre-cancerous cells found on the surface of the cervix. The higher the 

grading number, the higher the probability the abnormal cells will become cancer cells.10 CIN 1, 2 and 

3 refers to mild, moderate or severe cell changes respectively. Worldwide, more than 500,000 women 

will be newly diagnosed with cervical cancer and 280,000 women will die from it each year.11 

 

HPV types 16, 18 and 45 are particularly important because these types are associated with nearly 90 

percent of adenocarcinoma cases a very aggressive type of cervical cancer more common in younger 

women and more difficult to detect through screening.12 

 

GlaxoSmithKline Biologicals – GSK Biologicals, GlaxoSmithKline’s vaccines business, is one of the 

world’s leading vaccine companies and a leader in innovation. The company is active in the fields of 

vaccine research, development and production with over 30 vaccines approved for marketing and 20 

more in development. Headquartered in Belgium, GSK Biologicals has 13 manufacturing sites 

strategically positioned around the globe. In 2008 GSK Biologicals distributed 1.1 billion doses of 

vaccines to 176 countries in both the developed and the developing world – an average of 3 million 

doses a day.  

 

Through its accomplished and dedicated workforce, GSK Biologicals applies its expertise to discover 

innovative vaccines that contribute to the health and well-being of people of all generations around 

the world. 

 

GlaxoSmithKline  – One of the world’s leading research-based pharmaceutical and healthcare 

companies – is committed to improving the quality of human life by enabling people to do more, feel 

better and live longer.  For further information please visit www.gsk.com 

 

Cervarix® is a registered trademark of the GlaxoSmithKline group of companies. 
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Cautionary statement regarding forward-looking stat ements 

Under the safe harbor provisions of the U.S. Private Securities Litigation Reform Act of 1995, GSK cautions investors that any 

forward-looking statements or projections made by GSK, including those made in this announcement, are subject to risks and 

uncertainties that may cause actual results to differ materially from those projected. Factors that may affect GSK' s operations 

are described under 'Risk Factors' in the 'Business Review' in the company' s Annual Report on Form 20-F for 2008. 

 
Registered in England & Wales:  

No. 3888792 

 

Registered Office:  

980 Great West Road 

Brentford, Middlesex 

TW8 9GS 
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