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In early August, the Medical Journal of Australia (MJA) 
published GynaePath’s report on findings from our first 
195,000 cervical screening samples performed between 
December 1, 2017, and May 31, 2018. We measured 
oncogenic HPV detection rates in both screening and 
non-screening populations, and then compared rates of 
oncogenic HPV positivity across age groups from 25 to 74 
years. We also evaluated rates of cytological abnormalities 
in the various HPV positive categories. 

GynaePath’s major 
findings include:

 ¡ In the screening population, 
8% of women tested positive 
for oncogenic HPV. This was 
predominantly non-16/18 HPV 
(6%), with a smaller proportion 
of HPV 16/18 (2%). 

 ¡ Non-16/18 oncogenic HPV 
positivity declined with age, 
while HPV 16/18 prevalence 
was low and similar across 
the age groups, reflecting the 
success of the HPV vaccination. 

 ¡ In the non-screening 
population, oncogenic HPV 
positivity was significantly 
higher – up to 21% overall and 
15% in symptomatic women 
– justifying the separate 
categorisation of screening and 
non-screening tests.

 ¡ Women with HPV 16/18 had a 
higher rate of cytological HSIL 
than women with non-16/18.

 ¡ Referral to colposcopy in the 
screening population was 2.6%. 
This is considerably higher 
than in the previous program 
(approximately 0.8%). 

The GynaePath article 
highlights that the new 
program represents a 
paradigm shift to a risk 
stratification management 
algorithm and our results 
illustrate this variation in 
abnormalities across the 
categories. It is critical 
that we report on 
the colposcopic and 
histological outcomes 
of this cohort of women. 
With this information, we 
can begin to evaluate the 
efficacy of the various 
management pathways that 
form the substance of the 
new guidelines. 

Accordingly, in the near future, we will be publishing a follow-up paper with 
positive predictive values for all the HPV and cytological categories within 
the screening population. Subsequent GynaePath papers will report on 
demographic variables and on the outcomes of non-screening tests.

If you would like a copy of the MJA article, please contact 
our Client Services Manager on (02) 9855 6070.
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Routine cervical screening by primary HPV testing: 
early findings in the renewed National Cervical 
Screening Program
Dorothy A Machalek1,2, Jennifer M Roberts3, Suzanne M Garland1,2, Julia Thurloe3, Adele Richards3, Ian Chambers3, Terri Sivertsen3, 
Annabelle Farnsworth3,4

Improved understanding of human papillomavirus (HPV) ep-
idemiology and advances in molecular detection of HPV have 
led to major innovations in cervical cancer prevention strate-

gies, including highly effective prophylactic HPV vaccines and 
a shift from cytology-  to HPV- based primary cervical screen-
ing.1,2 Consequently, the Australian National Cervical Screening 
Program underwent a major paradigm shift in December 2017, 
switching from biennial cytological Pap testing of asymptom-
atic women aged 18–69 years to 5- yearly primary HPV testing 
of women aged 25–74 years.3 This policy (the Renewal) was in-
formed by a comprehensive evidence review, a health economics 
assessment, and mathematical modelling, all undertaken in the 
context of the highly successful HPV vaccination program intro-
duced in Australia in 2007.4,5

In the renewed program, asymptomatic women are initially invited 
to undergo primary HPV testing at age 25, with an exit test at age 
70–74 years. Testing involves partial genotyping (for HPV16 and 
18) followed by reflex liquid- based cytology (LBC) if any oncogenic 
HPV is detected.3 Women are subsequently managed according to 
their risk of significant cervical abnormality during the following 5 
years (low, intermediate, or higher risk) as indicated by the screen-
ing test result (Box 1). Co- testing (HPV testing and LBC) is recom-
mended for all women (regardless of age) being followed up after 
treatment of a high grade abnormality or who are classed as being 
at risk of cervical cancer because of symptoms or clinical signs.3

In the long term, primary HPV testing is expected to have sub-
stantial advantages over cytology- based screening, including 
major cost savings and reduced incidence and mortality of cer-
vical cancer.4,6 However, significant fluctuations in health out-
comes and operational aspects of the program (rates of follow- up 
and colposcopy referral) are also expected.6,7 While national 
data will be critical for tracking performance, timely local mon-
itoring can provide important early insights into key indicators 
of the program while it is still in its infancy.

In this article, we report key cross- sectional results for more than 
195  000 primary screening and non- screening tests submitted 
to a large pathology laboratory during the first 6 months of the 
Renewal program. We report oncogenic HPV- positivity rates by 
reason for test referral. We also estimated HPV- positivity rates 
in screening tests for women in the age band recommended for 
primary HPV screening, as well as rates of recommendations for 
12- month follow- up and colposcopy.

Methods

We undertook a retrospective cross- sectional study of all cervi-
cal samples submitted for HPV testing by medical practitioners 

1 Centre for Women’s Infectious Diseases, Royal Women’s Hospital, Melbourne, VIC. 2 University of Melbourne, Melbourne, VIC. 3 Douglass Hanly Moir Pathology, Sydney, NSW. 4 University of 
Notre Dame, Sydney, NSW.  dorothy.machalek@thewomens.org.au ▪ doi: 10.5694/mja2.50223 ▪ See Editorial (Currow). ▪ 

Abstract
Objectives: To report human papillomavirus (HPV) testing patterns 
and rates of oncogenic HPV- positivity for specimens submitted 
during the first 6 months after the National Cervical Screening 
Program switched from cytology-  to primary HPV- based screening.
Design, participants: Retrospective cross- sectional review of 
195 606 specimens submitted for HPV testing, 1 December 2017 – 31 
May 2018.
Setting: Large community- based general pathology laboratory in 
metropolitan Sydney.
Main outcome measures: Prevalence of oncogenic HPV types 
(all, HPV16/18, non- HPV16/18) by reason for HPV test (primary 
screening, non- screening); for oncogenic HPV- positive women 
in the age band recommended for primary HPV screening (25–74 
years), prevalence of cytologic abnormality and rates of 12- month 
follow- up and colposcopy recommendations.
Results: 195 606 samples were received: 157 700 (80.6%) for 
primary screening, 37 906 (19.4%) for non- screening tests. 
Oncogenic HPV was detected in 8.1% of screening tests (95% CI, 
7.9–8.2%) and 20.9% of non- screening tests (95% CI, 20.5–21.3%); 
35.5% (95% CI, 34.7–36.4%) of women of recommended screening 
age with positive oncogenic HPV screening test results also had 
a cytologic abnormality. The proportion of HPV16/18- positive 
samples with high grade abnormality was 15.3% (95% CI, 14.2–
16.6%); for samples positive for other oncogenic HPV types, the 
proportion was 6.3% (95% CI, 5.8–6.8%). Repeat HPV testing after 
12 months was recommended for 5.4% (95% CI, 5.3–5.5%) and 
direct colposcopy for 2.6% (95% CI, 2.5–2.7%) of screened women 
aged 25–74 years.
Conclusions: High grade cytologic abnormalities were more 
common in women positive for HPV16/18, supporting their higher 
risk classification. Colposcopy referral rates were higher than during 
primary cytology- based testing, as predicted by clinical trial and 
modelling data. The prevalence of HPV was much higher in non- 
screening than in primary screening samples. Our findings indicate 
the renewed program is performing as expected during the initial 
HPV screening round.

The known: In December 2017, the National Cervical Screening 
Program shifted from cytology- based screening to primary human 
papillomavirus (HPV)- based screening.
The new: The proportion of HPV16/18- positive women with high 
grade cytologic abnormalities was higher than for women positive 
for other HPV types, which supports the differential management 
of these women. As predicted by clinical trial and modelling data, 
rates of referral to colposcopy increased after the switch to 
primary HPV screening.
The implications: These early observations suggest the renewed 
program is performing as expected during the first screening 
round, but timely program monitoring is critical for ensuring 
community confidence in the new policy.



When can I order a self-collect 
sample for my patient?

The self-collected HPV test is an 
initiative to improve participation in the 
National Cervical Screening Program. 
As with many of the tests in the new 
program, for the patient to qualify for 
a Medicare rebate she needs to fulfil 
quite strict criteria:

 ¡ Patient must be over 30 years of age.
 ¡ Patient must never have been 

screened or be at least two years 
overdue for screening.

 ¡ It cannot be used for follow-up or if the patient is pregnant. 
 ¡ Patient must collect the sample in the clinic using a red-

topped Copan 552C dry FLOQ swab (see below).
 ¡ Patient must decline a vaginal speculum examination.

Patient instruction sheets and the Copan swabs can be 
ordered from DHM Stores Department on (02) 9855 5210. 

When is a co-test appropriate?

A co-test is where the HPV and cytology sample are analysed 
together and a combined report is issued. The commonest 
reason to order a co-test is that your patient is symptomatic, with 
symptoms or signs possibly associated with cervical neoplasia. 
These include abnormal bleeding, abnormal discharge, 
dyspareunia and abnormal cervical appearance. 

A co-test should also be requested after treatment of a 
histologically confirmed high-grade squamous lesion 
(HSIL) (so-called ‘Test of Cure’). This protocol requires two 
consecutive co-tests to be negative (negative for both HPV and 
cytology) before a patient can return to five-yearly screening. 
After treated adenocarcinoma-in-situ, co-tests should be 
continued annually for life.

Is a co-test the appropriate follow-up 
after an intermediate risk result with 
negative or low-grade cytological or 
histological abnormality (LSIL)?

No. After a low-grade abnormality, either cytological or 
histological, an HPV test is appropriate, at the interval specified 
in the new guidelines, depending on the exact clinical scenario. 
If the HPV test is positive, we will prepare and report the liquid-
based cytology (LBC). 

A ‘Test of Cure’ is a co-test after treatment of histologically 
confirmed HSIL. It is not appropriate to request ‘Test of Cure’ if 
the woman has only ever had low-grade disease. 

Why do so many older women seem 
to be HPV positive, even when their 
previous screening history has been 
unremarkable?

Broadly speaking, there are two possible scenarios. Firstly, the 
virus could have been recently acquired. Secondly, the woman 
may have carried the virus in her cervix for many years without it 
causing a pre-cancerous or cancerous lesion. We can’t shed any 
light on which is true in an individual case. The more important 
question, however, is ‘What does this positive result mean for 
this older woman?’. We are actively investigating this by collating 
follow-up colposcopy and biopsy results from the first six-month 
cohort. Early findings suggest that the level of risk of HSIL may 
vary considerably with age. The reflex cytology result also carries 
significant weight. We will be publishing our analysis of this 
question in the next few months. Regardless, for the time being, 
the guidelines should be actively followed for these women, 
namely, immediate colposcopy after HPV 16/18 positivity 
and 12-month repeat HPV test after HPV non-16/18 positivity. 
Women over 70 years with any oncogenic HPV positivity will 
require colposcopy.

Frequently asked questions

It is now almost two years since the renewed National Cervical Screening Program commenced. 
GynaePath remains committed to providing both excellence in testing and ongoing advice 
regarding these changes. In particular, our team of gynaecological pathologists and scientists is 
always available to review and discuss complex and difficult test results. Some of the common 
issues that arise are outlined below.

Self-collected HPV test
Patient instructions
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Preparation Sample collection

 1 Wash your hands 
with soap and water. 

Remove your 
underwear.

 4 Sit or stand in a 
comfortable position. 
Some women prefer 
to place one leg on 
the toilet seat or raised 
platform, while others 
prefer to squat down.

Twist the red cap 
open and pull out 
the swab. 

 5 After you fi nd a 
comfortable position, 
open the folds of skin 
around the vaginal 
opening with one hand, 
then insert the swab into 
your vagina, aiming to 
insert it to the red mark. 
Gently rotate the swab 
for 20-30 seconds.

 3 Find the red mark 
halfway down the 
stem of the swab. 
This is the mark that 
you are aiming for in 
step 5.

 6 Remove the swab, 
place it back in the tube 
and twist gently to seal. 
Wash your hands, then 
return the sealed tube to 
the doctor or healthcare 
professional. G
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GynaePath would like to thank all our referring 
clinicians for partnering with us as we monitor 

and evaluate the renewed program. For further 
information, please contact a member of the 

GynaePath team on (02) 9855 6200.


