MODELS USED FOR ILLUSTRATIVE PURPOSES ONLY

© MONKEYBUSINESSIMAGES

WOMEN'S HEALTH PEER REVIEWED

A National
Cervical Screening
Program update
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Since the changes to the National Cervical Screening
Program in July 2022, anyone eligible for screening

can be supported by their healthcare professional to
make an informed decision to have either a clinician-
collected cervical sample taken with a speculum or a
self-collected vaginal sample. Self-collection of samples
for human papillomavirus can help facilitate cervical
screening in under-screened and never-screened
populations.

n 1 July 2022, a major policy change supporting the

choice of either self-collection of a vaginal sample or a

clinician-collected cervical sample for primary human

papillomavirus (HPV) screening was implemented
within the National Cervical Screening Program (NCSP). This
change was announced on 8 November 2021 by the former
Minister for Health and Aged Care, following recommendations
from the Medical Services Advisory Committee after their
detailed review of the evidence around the accuracy and accepta-
bility of self-collection.!
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Significant advances in our understanding of the pathophys-
iology of cervical cancer and its association with persistent
oncogenic HPV types informed the national school-based HPV
vaccination program for 12- to 13-year-old girls, and later, boys,
and the shift from two-yearly Pap tests to five-yearly HPV testing
within the NCSP in 2017. These initiatives have put Australia
on track to becoming the first country in the world to reach the
WHO cervical cancer elimination target of less than four cases
per 100,000 women by 2028 to 2035.>* However, although cervical
cancer was the 14th most common cancer in Australian females
in 2020, there were still about 933 predicted new diagnoses and
233 deaths, with almost three-quarters of deaths occurring in
under- or never-screened people.

At the end of 2020, more than 30% of people eligible for
cervical screening were overdue. Although identification data
need to be improved, the limited available data shows that
under- and never-screened people belong to multiple and varied
groups (Box 1).*” The introduction of universal self-collection
is a potential game changer in helping to increase participation
in the NCSP by these under-served groups and to achieve the
elimination goal equitably.

In this article, we provide practical guidance for clinicians
about the changes to the NCSP and how best to support patients
in making an informed decision to either have a self-collected
vaginal sample or a clinician-collected cervical sample for HPV
testing. We also provide links to the guidelines for the manage-
ment of screen-detected abnormalities in the NCSP (https://
www.cancer.org.au/clinical-guidelines/cervical-cancer-screening/
management-of-oncogenic-hpv-test-results/self-collected-
vaginal-samples) and NCSP resources to support this significant
change in clinical practice.

What is self-collection and how accurate is it?

A self-collected cervical screening test (CST) involves the
patient taking a sample from the lower vagina with an approved
swab, which is sent to the pathology laboratory for polymerase
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1. UNDER-SCREENED GROUPS

Under-screened groups within the

National Cervical Screening Program

include:

* Aboriginal and Torres Strait Islander
women*

People from culturally and linguistically
diverse backgrounds, including new
migrants and refugees

People living with disability

Members of the LGBTQI+ community,
including transgender men’

People with a history of sexual violence
and/or who feel stigma and shame
around intimate examinations

People who experience pelvic pain,
including vaginismus with a speculum
examination

People with previous negative screening
experiences

Abbreviations: LGBTQI+ = lesbian, gay, bisexual,
transgender, queer/questioning and intersex.

* Aboriginal and Torres Strait Islander women have
an almost four-times greater chance of dying from
cervical cancer than non-Aboriginal women.®

chain reaction (PCR) testing to assess
whether any oncogenic HPV types are
present. The vaginal swab detects HPV
shed from a productive infection at the
cervix. An updated meta-analysis
published in 2018 showed that HPV test-
ing of a self-collected sample is as accu-
rateas HPV testing of a clinician-collected
sample for detecting cervical intraepi-
thelial neoplasia (CIN) 2+ or CIN 3+
when using PCR testing.® This updated
evidence was not available when the
renewed NCSP was rolled out in 2017 as
previous analyses had used the older, less
sensitive signal amplification tests. As a
result, before July 2022, self-collection
was restricted to people who were aged
30 years or older and were two or more
years overdue for screening. Recommen-
dations have now changed and anyone
eligible for screening can be supported
by their healthcare professional to make
an informed decision to have either a
clinician-collected cervical sample taken
with a speculum or a self-collected vag-
inal sample.
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Self-collection clinical pathways
within the NCSP

As for a clinician-collected sample, a self-
collected sample is used to detect HPV DNA
with partial genotyping classifying HPV
types into two groups: oncogenic HPV 16
and/or 18, or oncogenic HPV (not 16 or 18)
as a pooled result of one or more of these
14 HPV types. However, unlike a clinician-
collected sample, a self-collected sample
cannot be used for reflex liquid-based
cytology (LBC) as it does not contain
cells from the cervix. This difference has
implications for the self-collection clinical
pathways, which must be carefully explained
to the patient to support their decision-
making process.

The clinical pathways within the NCSP
arebased on the classification of CST results
into low, intermediate or higher risk cate-
gories (Box 2). Most patients choosing either
self- or clinician-collection will have a neg-
ative HPV result and can be safely advised
to have a repeat screening test in another
five years. In contrast to patients who have
a clinician-collected cervical sample and
can have reflex LBC performed automati-
cally by the laboratory, patients who have
oncogenic HPV (other than types 16 and
18) detected on a self-collected sample are
advised to return as soon as is practical for
aclinician-collected cervical sample for LBC
in order to determine their risk category.
This is expected to occur in about 6% of
patients who present for routine screening;
however, this varies by age - from about 17%
in 25 to 29-year-olds to about 3% of people
aged 55 years or older.” To support patients’
informed decision making, it is important
to explain about the need to return for a
cytology test as soon as is practical if HPV
(not 16 or 18) is detected; this can be sup-
ported by desktop medical software
reminder systems. The presence of higher
risk HPV (16 or 18) would be expected in
about 2% of patients attending for routine
cervical screening. Patients who have higher
risk HPV (16 or 18) detected on either a
clinician- or self-collected sample should be
referred directly to colposcopy. In the case
of self-collection, the cytology is performed
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2. SELF-COLLECTION CST CLINICAL
PATHWAYS

The clinical pathways for self-collected

CST are as follows.

* No oncogenic HPV detected (low risk):
repeat CST in 5 years

* HPV 16 and/or 18 detected (higher risk):
refer directly for colposcopy with a cervical
sample collected at that visit for LBC

¢ HPV (not 16/18) detected (risk not
determined until LBC performed): advise
patient to return to their healthcare
provider for a clinician-collected cervical
sample for LBC

Abbreviations: CST = cervical screening test;
HPV = human papillomavirus; LBC = liquid-based
cytology.

at the time of the colposcopy consultation.
An individual patient’s risk is also based on
personal characteristics, including age
greater than 50 years, Indigenous status and
whether they are overdue for screening. As
noted, most patients choosing self-collection
will have a negative test result; however, it is
likely that this option will be taken up, at
least initially, by a greater proportion of those
at higher risk, as they may not have under-
gone screening for many years or ever atall.
Figure 1 shows the NCSP self-collection
low, intermediate and higher risk pathways.
It should be noted that self-collected samples
for HPV testing are less likely to be unsat-
isfactory than cytology tests from the cervix
and that all HPV assays used for self-
collected samples in Australia have a
cellularity control, therefore an empty or
inadequate sample will notlead to a negative
HPV test result. However, there is a very
small chance of inhibition of an HPV test
in the presence of a large amount of blood
(although, in general, if a patient presents
during menstruation, the opportunity to
offer screening should not be deferred).

Self-collection: who is eligible and
who is not?

Given that a self-collected sample can
be used for an HPV test with partial geno-
typing but not for cytology, the choice to
self-collect should be discussed with
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Figure 1. Cervical Screening pathway (clinician collected or self-collected).

Reproduced with permission from Cancer Council Australia. Cancer Council Australia. National Cervical Screening Program Guidelines for the management of screen-detected
abnormalities, screening in specific populations and investigation of abnormal vaginal bleeding.®

anyone eligible for screening or at any point
in the pathway where only an HPV test is
required. By contrast, anyone requiring a
co-test (which involves simultaneous HPV
and LBC testing), including patients with
symptoms or those deemed at higher risk
of harbouring a high-grade lesion of the
cervix even with a negative HPV test, are
ineligible for self-collection (Box 3).

Supporting and assisting patients
choosing self-collection

The guidelines recognise that patients
with oncogenic HPV (any type) detected
may require additional and individualised

support to progress along the clinical
pathway and to access follow up services
where they will receive sensitive treat-
ment.’ This can include reassurance and
explanation with longer appointments,
additional follow up contact and liaison
with colposcopy services.

The guidelines also make it clear that
there is no requirement to observe the
patient collecting their sample and that
healthcare professionals can provide assis-
tance if patients have difficulty in taking
their own vaginal sample.’ This also
includes the clinician collecting the vaginal
sample using a self-collection swab without
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a speculum, which is still classified as
self-collection on the pathology request
form, and may be useful if, for instance,
the patient has low vision, tremor or limited
mobility.

Self-collection in pregnancy

Anyone who is eligible for screening within
the NCSP aged between 25 and 74 years
can choose a self-collected screening test,
including at any time during pregnancy.
Self-collection of swabs for Group B Strep-
tococcal testing and screening for sexually
transmitted infections in pregnancy is
routine and safe; similarly, self-collection
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3. ELIGIBILITY AND INELIGIBILITY FOR
SELF-COLLECTION

The following patients are eligible for
self-collection

* Anyone who is eligible for cervical
screening - women and people with a
cervix aged 25 to 74 years who have ever
had any sexual contact (which includes
sexual intercourse, penetrative sex, oral
sex, very intimate genital skin contact
such as part of foreplay and anal sex);
includes screening during pregnancy at
any gestation

Follow up HPV tests at 12 and 24 months
after an index intermediate risk
screening test*

Assingle HPV test between age 20 and
24 years and three months for those
who had sexual contact, including child
sexual abuse, prior to age 14 years and
prior to HPV vaccination*

Follow up HPV test 12 months after a
normal colposcopy test after a positive
oncogenic HPV (any type) test result and
LBC report of negative or pLSIL/LSIL*
HPV test from the vaginal vault after
total hysterectomy with no evidence of
cervical pathology and an unknown
screening history*

Self-collection is not appropriate if the
patient requires a co-test, including
patients who:

* are symptomatic (e.g. have unexplained
postcoital bleeding or persistent
intermenstrual bleeding, post-menopausal
bleeding, or unexplained persistent,
unusual vaginal discharge)®

are undergoing test-of-cure surveillance
or have been treated for adenocarcinoma
in situ

have had a total hysterectomy with a
history of high-grade squamous
intraepithelial lesion

were exposed to diethylstilbestrol

in utero

Abbreviations: HPV = human papillomavirus;

LBC = liquid-based cytology; pLSIL/LSIL = possible
low-grade squamous intraepithelial lesion or
low-grade squamous intraepithelial lesion.

* Note that a Medicare rebate for self-collection for
these patients will not be available until 1st
November 2022; patients could choose to have a
private test and/or clinicians could contact their
pathology provider to discuss the fees.

t Co-testing is not required for breakthrough or
irregular bleeding due to hormonal contraception or
a sexually transmitted infection, heavy menstrual
bleeding, or contact bleeding at the time of obtaining
aroutine cervical screening test sample.

56 MedicineToday

of an HPV test has also been shown to be
safe and effective. Antenatal visits are an
ideal time to offer screening to patients who
are under- or never-screened, as this may
be the only time that some women come
into contact with the health system, and
these opportunities should not be missed.

Self-collection in the intermediate
risk pathway
Self-collection can also be offered in the
context of non-screening HPV tests,
including for patients undergoing follow-
up HPV testing after an intermediate risk
CST (Box 3). The intermediate risk path-
way was updated in 2021 in response to
emergent evidence that patients with
HPV (not 16 or 18) had a very low risk of
biopsy-proven high-grade disease of the
cervix, and that the vast majority clear
the virus within 24 months and many
within 12-months.'® Patients with an
intermediate risk screening test result
requiring a 12-month follow-up HPV test
can now choose for this test to be either
clinician-collected or self-collected and
if, on self-collection, HPV (not 16 or 18)
is again detected, the patient will need to
return at their earliest convenience for a
cytology test to inform the next steps.
Most patients with a persistent inter-
mediate risk result can be safely advised
to have a second follow up HPV test in a
further 12 months (i.e. 24 months from
their index CST), which can also be either
clinician- or self-collected. If, at this second
follow up, HPV is again detected, a colpo-
scopy referral should be made. However,
some groups are considered at higher risk
of an underlying high-grade lesion with a
persistent HPV (not 16 or 18) result at
12 months even if the LBC result is either
negative, possible low grade squamous
intraepithelial lesion (pLSIL) or LSIL, and
referral for colposcopy is recommended.
This includes patients who:
e identify as Aboriginal and/or Torres
Strait Islander
e areaged 50 years or more
e are two or more years late for initial
CST.
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Where can self-collection occur?
The major policy change to offer universal
self-collection was driven by the need to
reach under- and never-screened people.
The guidelines, while stating that self-
collection is preferable in a health care
setting as this guarantees timely return of
the sample, also state that it can occur in
any setting that the clinician considers is
appropriate in order to support participa-
tion of an individual who may otherwise
remain unscreened.’

This opens up the possibility of sup-
porting screening via telehealth at home,
or at a local pathology collection centre
for patients with difficulties accessing
clinic appointments or who live in a
remote area. Note that when the patient
is referred for self-collection to a pathol-
ogy collection centre after a telehealth
consultation, the health care professional
must have an arrangement with the lab-
oratory in place to ensure the correct
swabs and information to support self-
collection are locally available. Critically,
in all settings, the requesting clinician
takes complete responsibility for inform-
ing patients of their results and any
required follow up.

Explaining self-collection to
patients to support informed choice
Itis imperative that the clinician provides
clear information about the pros and cons
of self-collection versus clinician collec-
tion of a CST or follow up HPV test." This
includes information on how the test will
be performed, that a self-collected vaginal
sample can only be tested for HPV, and
that, unlike for a clinician-collected
sample, it is recommended to return for
a clinician-collected sample from the
cervix if HPV (not 16/18) is detected
because cell changes cannot be seen.

If self-collection is chosen, step by step
guidance should be given about how to
collect the sample, supported by NCSP
resources, including information sheets
and instructional videos (www.health.gov.
au/ncsp), as well as information on how
the results will be received (Figure 2)."
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This guide will help you collect your own vaginal sample for cervical screening. If you're unsure about
anything or have any questions you can talk to your healthcare provider.

1. Before starting
TIP A TIP B ; . ) ) .

* Your healthcare provider will provide you with a private space to collect
- your sample. This could be behind a screen or in a bathroom. You’ll then
receive a package. Inside is a swab. Your swab may look different to
those pictured here.

 Before you open the package make sure you know which end of the
swab can be held (Tip A), and which end is for taking the sample (Tip B).
If you are unsure which end is which, ask your healthcare provider for advice.

1 * Make sure your hands are clean and dry, get yourself in a comfortable
position and lower your underwear.

2. Preparing the swab
&b » Twist the cap and remove the swab from the packaging.

» Make sure not to touch Tip B that will be inserted to collect the sample.
* Do not put the swab down.

3. Inserting the swab

* Use your free hand to move skin folds at the entrance of your vagina.
* Gently insert Tip B into your vagina a few centimeters.

* The swab may have a line or mark on it showing you how far to insert.
4. Taking the sample

« Rotate the swab gently for 10-30 seconds (in any direction). This may
feel a bit uncomfortable but should not hurt.

Rotate in
acircle

= | e 5. Storing the sample
\ } « Still holding Tip A, gently remove the swab from your vagina.
v * Place the swab back into the packaging with Tip B going in first.
//' \ » Screw the cap back on. Get dressed and return the package to your
healthcare provider.
ﬁ 6. Sending the sample
5 6 » The sample will be sent to a pathology laboratory for HPV testing.

* The results of the test will be sent to your healthcare provider.

What if...?

What if | touched Tip B/the swab with my fingers by mistake? Please continue to take the sample.
What if | dropped Tip B or the swab on a dry surface? Please continue to take the sample.

What if | dropped Tip B/the swab on a wet surface? Let your healthcare provider know and ask
them for a new swab.

If HPV is detected, you will need to return to your healthcare provider for them to collect a
sample from your cervix or you may be referred to a specialist for further tests.

This guide is for informational purposes only. There may be some variation between the type of self-collection swab shown in this guide
with the swab used by your healthcare provider or laboratory. Speak with your healthcare provider if you have any questions regarding
the self-collection process.

Figure 2. Cervical screening test: how to take your own sample.’

Reproduced with permission from the Australian Government Department of Health. © Commonwealth of Australia. Available online at: https://www.health.gov.au/sites/default/
files/documents/2022/07/national-cervical-screening-program-how-to-collect-your-own-vaginal-sample-for-a-cervical-screening-test_0.pdf
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4. BEST PRACTICE POINTS TO SUPPORT SELF-COLLECTION

* Proactively discuss the choice of self-collection with all patients who are eligible for

cervical screening

Access patient’s screening histories in real-time on the NCSR Healthcare Provider Portal

(either through your PRODA account or medical record software)

Consider how best to support your never- or under-screened patients; refer to the

information for Aboriginal and Torres Strait Islander patients, those with disability, the
LGBTQI+ community and the CALD community in the Australian Government Department
of Health and Aged Care National Cervical Screening Program - Healthcare Provider

Toolkit

Check in with your local lab about their self-collection processes and ensure you have the

correct swabs and supporting patient information

their own sample on hand

Have demonstration self-collection swabs and instructions for patients about how to take

Support informed choice by explaining that although most tests will be negative, a

small proportion (about 6%) will have an HPV (not 16 or 18) result, which necessitates the
patient returning for a cytology test as soon as is practical to inform next steps, and
that about 2% will need specialist referral for colposcopy due to a high-risk HPV (16 or 18)

result

Ask about Indigenous status (‘We ask everyone this question - can you let me know if you

Identify as Aboriginal and/or Torres Strait Islander?’), and, if yes, ask for permission to

record this on the pathology form

Label the sample clearly to indicate if it was a self-collected HPV test and add this

information to the pathology request form, along with clinically relevant information to

inform clinical recommendations

Abbreviations: CALD = culturally and linguistically diverse; HPV = human papillomavirus; LGBTQI+ = lesbian, gay,
bisexual, transgender, queer/questioning and intersex; NSCR = National Cervical Screening Register;

PRODA = Provider Digital Access.

Note that routine genital inspection is
not required for asymptomatic patients
presenting for a CST but should be per-
formed if symptoms such as vulval pain
or a vaginal discharge are present.

The NCSP portal has multiple resources
to support patients and health profession-
als with co-designed translated materials
in 11 languages and six Aboriginal and
Torres Strait Islander languages. An

l_ﬁﬁ_F_LWSmhﬁ' FCOPAN

online toolkit is available to support
under-screened groups, including Abo-
riginal and Torres Islander people,
culturally and linguistically diverse
communities, people living with disability
and those from the LGBTQI+ community
(https://www.health.gov.au/initiatives-
and-programs/ncsp-healthcare-provider-
toolkit/cervical-screening-options/
self-collection- for-cervical-screening).

Figure 3. An example of a self-collection swab for human papillomavirus testing.

Reproduced with permission from The Australian Centre for the Prevention of Cervical Cancer.
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Using the correct sampling

devices and identifying samples as
self-collected

Since July 2022, a range of HPV assays
with TGA-approved claims for self-
collection have become available. Previ-
ously, only three pathology laboratories
were offering processing of self-collected
samples; however, now several offer this
service and more are expected to follow.
Some laboratories provide tests that use
red-topped flocked swabs, whereas others
provide tests that require the swab to be
agitated to release cells into a liquid-based
medium by the clinician immediately
following self-collection (Figure 3). A
practical point is to ensure that the swabs
are within the printed expiry date, other-
wise the pathology laboratory may decline
to report the result.

Healthcare professionals are encour-
aged to contact their local pathology
service to confirm that they can process
self-collected vaginal samples, or that they
have an arrangement in place to send them
on to another laboratory for processing,
and to ensure they have the correct swabs,
handling requirements and resources to
support their patients. Labelling the sample
as self-collected as well as providing this
information on the pathology request
form is essential to ensure the laboratory
performs the correct test and provides
the correct clinical recommendations.
Similarly, write LBC only on the sample
and request form for a clinician-collected
sample for cytology only after an HPV
(not 16/18) test result on a self-collected
sample.

Improving identification data and
using the National Cervical Screening
Register

Identification of under-screened groups
within the NCSP is important for sup-
porting initiatives to enhance participa-
tion and prevent morbidity and mortality
from cervical cancer. In addition to a
relevant clinical history, including infor-
mation on the pathology request form
about whether the patient identifies as
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Aboriginal and/or Torres Strait Islander
is essential, as this support accurate data
collection as well as impacts on the rec-
ommendations provided by the laboratory
in relation to the intermediate pathway.
Avoiding assumptions regarding a per-
son’s Indigenous status and asking ques-
tions directly in a non-judgmental manner
is essential. This and other identification
information is also important to capture,
for those who consent, on the National
Cervical Screening Register (NCSR).

... including information on the
pathology request form about whether
the patient identifies as Aboriginal and/
or Torres Strait Islander is essential as
this ... impacts on the recommendations
provided by the laboratory in relation to
the intermediate pathway

The NCSR Healthcare Provider Portal,
accessed via a PRODA account, provides
timely support through point of care
access to the patient’s screening history
and also allows health professionals, as
well as patients themselves or their nom-
inated personal representative, to update
their identification status (https://www.
ncsr.gov.au/content/ncsr/en/health-
care-providers/RegisterAccess.html). The
NCSR also supports the screening pro-
gram by sending invitations and reminder
letters to participants and has updated
information on both its Healthcare Pro-
vider Portal and Participant Portal on the
option of self-collection. The invitations
for people who have turned 25 years old
since July 2022, and reminders for people
due for their routine five-yearly CST from
the end 0f 2022, also contain information
on the option of self-collection.

Conclusion

Universal self-collection offers additional
choice for participants in the NCSP. By
overcoming some of the barriers experi-
enced by groups who are currently under-
screened, self-collection plays a key role

60 MedicineToday

in supporting a positive and safe screen-
ing experience for all. Supporting patients
in making an informed choice for either
a self- or clinician-collected CST can
help overcome inequities in cervical
cancer incidence and mortality, and will
help ensure that the WHO elimination
targets can be reached equitably across
Australia. Best Practice Points to support
self-collection are listed in Box 4. M1
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