
Methods

FOCAL-DECADE study shows that primary screening with the mRNA-based Aptima HPV assay has a similar 
long-term risk as a DNA-based assay.1,2 Based on the outcomes of a health economic model for Ontario, 
primary screening with the Aptima HPV assay has the potential to save >$17m annually in Canada.3 

Results from the model show that the choice of HPV test is important when implementing a primary HPV 
screening program. The use of the mRNA-based Aptima® HPV assay for primary screening reduces overall 
screening costs, unnecessary colposcopies and early recall.

Investigators: Georgie Weston, Caroline Dombrowski, Marc Steben, Catherine Popadiuk, James Bentley, Elisabeth Adams

⊲ Objectives: To model the impact of using two different 
types of HR HPV tests, the mRNA-based Aptima assay 
and DNA (Hybrid Capture 2) as part of a hypothetical 
primary HPV screening program in Ontario, Canada.

⊲ Study outcomes: Costs of the screening program, 
number of colposcopies, HPV tests and cytology tests.

Baseline Year 2 Year 3

⊲ A decision tree model was adapted from a published UK 
study, with inputs drawn from published Canadian data.3,6

⊲ Total screening population: 2,298,094 women between 
30 and 65 years.

Introduction
⊲ Ontario is one of the first regions in Canada to consider 

HPV primary screening.

⊲ The mRNA-based Aptima HPV test has a similar sensitivity 
and a higher specificity compared with a DNA-based test.4,5

⊲ Due to its higher specificity, using the Aptima HPV assay in 
a cervical cancer screening program results in fewer false 
positive results, which subsequently reduces the number 
of unnecessary follow-up cytology tests and colposcopies, 
thereby saving costs.1,3
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Structure of the decision tree model used to simulate primary HR-HPV cervical screening.6

Recent Canadian studies show that primary screening with the mRNA-based 
Aptima HPV assay reduces false positives and saves costs



Results
⊲ Fewer false positives with the Aptima HPV assay vs a DNA-based test has the potential to save >$4 million 

annually in Ontario. The majority of this saving comes from the reduction in unnecessary colposcopies (-10,639) 
and avoided cytology reflex tests (-38,659).
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The results from this model, highlight the potential cost-savings  
that can be made by choosing the highly specific mRNA-based Aptima HPV assay for  
primary HPV screening programs, which will benefit both women and healthcare providers.

FOCAL-DECADE reinforces the use of the Aptima HPV assay for primary screening. Program decisions makers can be confident that for 
women who test negative for HPV, the Aptima HPV assay shows similar CIN2+ or higher outcomes vs a DNA test over 10 years. At the same 
time healthcare providers can benefit from cost savings that result from fewer false positives at primary screening.

Conclusions

⊲ The FOCAL trial was a randomized controlled trial 
evaluating HPV testing for primary cervical cancer 
screening. The 10-year follow-up, the FOCAL-DECADE, 
has now shown that women who tested negative for HPV 
at baseline, the long-term risk of CIN2+ or CIN3+ did not 
significantly differ regardless of whether a DNA- or mRNA-
based (Aptima HPV assay) was used at baseline.1,2
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⊲ If this model was applied  
to the whole of Canada  
(~10 million women).7  
Primary HPV screening 
using the Aptima HPV 
assay could potentially 
save >$17 million annually.

Costs saved annually with the  
Aptima HPV assay (   1.4%)

$4m

⊲ Choosing the Aptima HPV assay, the most specific HPV 
test, reduces false positives and the unnecessary stress 
and anxiety associated with unnecessary colposcopies 
and reflex testing, supporting well-being for women.1

Reduced anxiety supporting well-being for women
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