Cervical screening & the
impact of COVID-19
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RACGP webinar: Updates on Australia’s screening programs
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Implications of longer NCSP interval

\

Transition Transition
2-yearly Pap HPV test HPV test Return for 5-yearly
tests Routine screeners Routine screeners >2 yrs after last Pap HPV tests
First-time screeners First-time screeners
Follow-up Follow-up
To 30 Nov 2017 1 Dec 2017 — 30 Nov 2019 1 Dec 2019 onwards Starting from 1 Sep 2022
Expected: ~58% (25-69 yrs) ~25% (25-69 yrs)
by Dec 2022

Adapted from: Australian Institute of Health and Welfare, Cervical screening in Australia 2018.
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Policy1-Cervix model

= Extensive experience modelling cervical cancer prevention, Model of HPV —
including vaccination and screening (eg formal evaluations of transmission Vaccination
screening policy for government; evaluation of HPV9)

= A dynamic model of sexual behaviour, HPV transmission, HPV incidence

vaccination, HPV type-specific natural history, precancer and

cancer diagnosis/treatment’-26 Model of natural Model of
history HPV & CIN screening,
. ; ; . diagnosis &
= Explicitly models detailed screening management pathways

including imperfect adherence to screening, test and diagnostic treatment

accuracy, imperfect precancer treatment (based on setting-

specific data) Invasive cancer incidence

. . . Model of invasive cancer
= Calibrated and validated across a range of settings,

including Australia, New Zealand, England, rural/urban China,
rural/urban Vietnam, rural India, and the USA, and has been
used to directly inform policy in some of these settings.
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Screening volumes

= Explicitly modelled varying screening and HPV vaccination exposure in individual birth cohorts

* Incorporated how a relatively rapid screening program switch in 2017 would affect both women attending for
routine screening and those in surveillance following an abnormality

* Fluctuations expected as most women will attend within 2-3 years of their last Pap (lower volumes y3-5,
especially y4 & 5)
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Screening volumes

Year since transition Year 2 Year 3 Year 4 Year 5
Approx calendar year 2019 2020 2021 2022
Expected total HPV tests (% of year 1) 91% 60% 33% 29%
(~same) (40% lower) (67% lower) (71% lower)

Observed total HPV screening tests (% 98.4% 55.0% 45.2% 44.2%"

of year 1) - MBS (45.0% lower) (54.8% lower) (55.8% lower)
Observed routine screening tests™ (% of 95.3% 40.5% 28.7% 28.2%"
year 1) — MBS (59.5% lower) (71.3% lower) (71.8% lower)
Observed routine screening tests* (% of 97.4% 42.0% 31.7% 30.2%"
year 1) — AIHW/ NCSR (58.0% lower) (68.3% lower) (69.8% lower)

* Does not include HPV tests in those with a recent abnormality/ recent HPV positive who are under-surveillance. The expected drop in primary screening tests in 2020-2022 likely exceeds
the drop in all tests, because of the transition from a 2y to a 5y screening interval. Estimates of expected tests were made prior to the change in intermediate risk management.

T Comparison of tests in Jan-Mar 2022 with Jan-Mar 2018

Expected: Smith et al, BMC Health Services Research 2016. Available at https://bmchealthservres.biomedcentral.com/articles/10.1186/s12913-016-1375-9

Observed: MBS from: http://medicarestatistics.humanservices.gov.au/statistics

AIHW/NCSR: Cancer screening programs: quarterly data. AIHW Jul 2022. Available at: https://www.aihw.gov.au/reports/cancer-screening/national-cancer-screening-programs-

participation/data
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Scenarios & outcome measures

Disruptions to:
Duration ) ) : : . : :
Routine primary screening Surveillance visits Colposcopy/ precancer tx Symptomatic detection
None

100%

100% 100% .
12 months

100% |, 100% 100%

6 month disruption scenarios were also run. Full results presented in Smith et al, Prev Med 2021 Special issue: From disruption to recovery: the Impact of the COVID-

19 pandemic on cancer screening

= Population outcomes over 2020-2030 inclusive
= Additional cancer diagnoses, cancers diagnosed at a later stage (upstaged)
* Predicted demand for resources (HPV tests, colposcopies)
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What is the effect on cancer detection?

= Per million women aged 20+
= (-27 additional cancers (up to 5.3%1)
= 0-10 upstaged cancers

= 0-16 additional deaths longer term due to these
additional and upstaged cancers

» Higher relative increase when disruptions
extended throughout the clinical pathway, and
in places where the absolute burden was
lower (incl HPV screening)

= Additional cases sometimes higher with HPV
screening than cytology — BUT disrupted HPV
was more effective than undisrupted cytology

The B ffodil Centre
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Percentage of additional cancer cases
that are in this age group

Which groups are

Cervical cancer cases per million women aged 20+

Cervical cancer cases (per million women 20+), 2020-2030
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most affected?

= Additional cancers mostly (64-84%) in women aged less than 50, especially 30-39y (29-45%

of all additional cases)

Proportion of additional cancers in age group
disruptions to screening only

<50y
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b) disruptions to along full screening pathway
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Which groups are most affected?

Proportion of additional cancers due to disruption of aspects

= ~15-30% additional cancers due to of the clinical pathway
disruptions to colposcopy and precancer W v . N T
treatment 100% -

* % due to disruptions to primary
screening and surveillance visits more
variable — and generally larger

= Disruptions to primary screening are more critical
when the last test women who missed screening
had was cytology (Nor, USA, Au) or when women
are overdue (Au)

= Surveillance visits more critical for HPV-based
compared to cytology-based screening
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were not available from the Netherlands model

How does this help?

= Which test: benefits of maintaining targeted services

= Age:

o Accessible (screening history %er'fgﬂt Visual content: faces included, setting, colours
may nOt be) Language style
o Enables better targeting and Social/ media

channels Focus on media outlets and social channels that
appeal to younger women, rather than 50+

content design for digital/
media campaigns

Priority \E/g ?ustralian cervécal cl;(a(mpa(ijgp pLioritisletc)j t
ietnamese over Greek (used for bowel, breas
Iangualge's for campaigns; older population). Mandarin & Arabic
LEUCIEH I |sed across all three.

= Overdue/ underscreened!

2
atg SYDNEY

Tl“e D ﬁodil Centre 1. Burger et al, Health impacts of COVID-19 disruptions to primary cervical screening by time Eﬂnce!'l
since last screen: A model-based analysis for current and future disruptions (submitted July 2022) QORI



Conclusions

= Disruptions to cervical screening appear to have been relatively
small in Australia

= But — those who missed screening were already overdue

Key groups to focus on catching up
Overdue/ never-screened

Those under surveillance/ recommended to attend colposcopy
or treatment
Women in their 30s and 40s

The B ffodil Centre Cotre

The challenge of getting
screening rates back on track:
the role of the GP

Prof Deborah Bateson

Daffodil Centre




GPs: playing a pivotal role in cervical screening

* Recognising which patients are more likely to be under-screened
in your practice
* Using the National Cancer Screening Register Healthcare
Provider Portal
« Considering a practice audit to identify those who:
» have fallen behind/never been screened
» are overdue for follow-up/referral
« Continuing opportunistic screening
* adding in self-collection as a patient choice
« using the NCSP practitioner Toolkit

The B ffodil Centre
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Which patients are more likely to
be under-screened?

« Currently approx. 62% participation in NCSP

* Under-screened groups:
* Aboriginal and/or Torres Strait Islander
« CALD communities
« LGBTIQ+
» Living with disability
» History of sexual trauma
* Previous negative screening experiences
* Low SE background; homeless people

72% of those diagnosed with invasive cervical
cancer under-screened or never screened

The B ffodil Centre
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www.aihw.gov.au/reports/cancer-screening/



Polling Question 1:

The B ffodil Centre
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Using the NCSR Healthcare Provider Portal CANCER
o , , SCREENING
» Access a patient’s cervical and bowel screening results REGISTER
and histories online in real-time
* view next screening action Currently registered:
* Submit program forms electronically 14,500 providers and
» Manage patients details and preferences delegates
» Order bowel screening tests 1269 practices
Access the portal via: ez
. PRODA check out
L. your own
* Integrated clinical software (currently MedicalDirector Clinical,  gcreening
Best Practice Premier, Communicare) history!

The B ffodil Centre
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Patient  Appointments  Service Data Entry Clinical ~ Browse MIMS  Patient Patient Documents  Transport
Biographics Book Recording Wizard Record Drug Data Summary Labels and Results  Management
Christine Ellison ,Millennium Health Service [Aboriginal Health Service) (Mo program selected) [ \.0 1‘0 unread messages

& Clinic rd
REILLY, LYDIA

DOB 57yrs (15/07/1964) Sex Female Patient ID 18974

&Palhology @ ﬁ ™ Scan

cal Recore
.NCSR .'Jerbal Orders .mcaments No
nlmmumsauons -lmesu"an:ns

ge ‘% Biographics m Charts .@ Services Eﬁpen My Health Record &2 Transport

Adverse Reactions:
None Recorded
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Message Al

Clinical ltem Medication [ Imaging ~ Recall Letter - Attachment (A5 SendSMS o Femove | 8 Repots @) GoTo & Clams [ MeHR Profile B Send CHP
| 1 = = i
2% NCSR Hub

0 Main Summary |%

© https://fhirtest.emerging.com.au/ncsr-smart-app/index.html

Date= |Item Des
EANEER  REILLY, LYDIA (M Medicare
SCREENING 3 ( S) Medicare No.
15 July 1964 « 57 years old « Female 2804854760
Program Alerts Last screening Screening action
Bowel Due Now {newly enrolled, eligible now)
Cervical DUE NOW

Portal quick start guide
https://www.ncsr.gov.au/content/dam/ncsr/quickstartguides/Quick-Start-
Guide-Healthcare-Provider-Portal.pdf

) Bowel

- Book a call back with a digital specialist

#' PPT Register Details

Status
New to Screening

New to Screening

() Cervical () Correspondence
Status

CURRENT

1-1of1records

Consider a clinical audit

Mandated
activities requirements GYNAEPATH
ki EASMAI RN
ol v ‘ DOUGLASS
— HANLY MOIR
i Choose from: raTHOLOGY
:cPhl_’“Ac'bu;redhed Provider led H PV Self—Co"ec‘tl O
4 CPDAccredied -
W activity/CPD Activity y
Basic Life
Self recorded
Support activity
— L o

Minimum
requirements

2020-22
Triennium

Free

ACRRM & RACGP CPD Activity APNA & ACN CPD Activity

¥ RACGP

Royal Australian College of General Practitioners

Enrol today —>

Develop an understanding of HPV self-collection and its role in improving cervical screening participation.
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Reception staff routinely update preferred contact details EERELIECY

Consider a practice audit and [\ 1"

O Room for improvement
O Not at all

quality improvement aCtiVity Your practice has an environment that is culturally safe  [[EEEEQlIENY

and welcoming to diverse community groups.

O Room for improvement
O Not at all

GPs and Practice Nurses in your practice are registered [EERELNIENY

to use the NCSR Health Care Provider Portal.

O Room for improvement
O Not at all

The practice accurately identifies underscreened patients ERREIliEY

using data extraction tools.

O Room for improvement
O Not at all

The practice routinely enters cervical screening results in [EEREIIE)Y

the dedicated area of the patient’s record.

O Room for improvement
O Not at all

The practice has a recall system in place for the follow up EREElIEN

of positive and negative cervical screening results; to
ensure all abnormal results are communicated to the

patient.

CRetum ugenty /Cincaly sgnficant ~ [1_[+] OWeeks
[Jonce only Recal

Recal Reasen

[P RERTRSSESSET interval and invites them to participate.

800!
ce

pathway is available.

The D ffodil Centre
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CERVICAL SCREENING PATHWAY (CLINICIAN COLLECTED OR SELF-COLLECTED)

Oncogenic HPV test with partial genotyping

J HPV
HPV not 1
detected
detected (16/18)

zx or collect cervical sample if self-collection was LBC (reflex or collect at co Retest HPV

in 6 weaks

LBC pHSIL
or worse™

Refer for colposcopic

Retest for LBC
assessment

only in 6 weoks

Direct refarral to colposcopy is

recommentied fon

= wiamen 50+ years

« Aborigingl andor Tormas Stait
Islander women

 wiormen overtua for scresring by

at least 2 years at nitial screen

HPV
detected
(16/18)

Unsatistactory

LBC (reflex or collect cervical sample if s llection was used) Retest HPV

in 6 weaks LEGEND

e Information promoting the alternative self-collection

TS Testreant

[ Aecommendanon

LBC pHSIL

or worse”

precursors within the next

Woman's risk of developing cervical cancer
years

[ B
Retest for LBC iy
only in 6 weeks . o

CES: disthyktilbossirol

HPV : colposcopic
 (ref PLSIL: prasbis low-grads squamcus
detected Ak assessment Pt o
any EHSIL: possible high-grade squamous
Ftraspithelial sicn

Routine
5-yearly screening

abnarmal

LSIL: low-grade squameus intraspitheil lasion
patlon HSIL: high-grade squamous intraspithelial lesion

*Includes pHEIL, HSIL, sancar or glandular
ity

carcse o canese semanig Wk PRy . s s e cusanss e s LN "

et irmlte, e n e oo K sigaln of ol vl led, A, 2148, Accasabe G = cCenia caras e T Cancer

freEs e B Council
P L4 Ausionlian Guvers meat

O Room for improvement
O Not at all

O Definitely
O Room for improvement
O Not at all

The practice proactively identifies patients who have not ERBEIIEIY
undertaken cervical screening within the recommended

O Room for improvement
O Not at all

O Definitely
O Room for improvement
O Not at all

Take a look at
the updated
Clinical

Guidelines

CLINICAL
PRACTICE
GUIDELINES

National Cervical Screening Program
Guidelines for the management of
screen-detected abnormalities, screening
in specific populations and investigation of
abnormal vaginal bleeding

(Partial update)

www.cancer.org.au
/clinical-
guidelines/cervical-
cancer-screening



Polling Question 2:

The B ffodil Centre
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Opportunistically offering screening:
self-collection makes it easy!

* Have a swab on hand at all times!
« if not today...next visit
» While preferable in a clinic, self-collection can potentially
occur in any setting you believe appropriate
» consider setting up telehealth pathways

sssss

* responsibility for ensuring correct sampling devices, [ “w», ,
informing patients of their results and any follow-up f\‘@{ =)

» You can also collect the vaginal sample using a self-
collection swab for patients with difficulties (e.g. low
vision, tremor) (still classified as self-collection on
pathology request form)

The B ffodil Centre
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Working with patients who
face specific barriers

Check out the
NCSP Healthcare
Provider Toolkit

https://www.health.gov.au/initiatives-and-programs/ncsp-
healthcare-provider-toolkit

The D' ffodil Centre
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The emerging global strategy cervical cancer:
a disease of inequity

VISION: A World Free of Cervical Cancer

THRESHOLD: < 4 cases of cervical cancer per 100,000 woman-years

90% | 70% | 90%

of qirls full of women screened of women identified
vacc!i;rluate: w‘;th with an HPV test at ] with cervical disease

HPV vaccine by 15 | 35and 45years of | receive treatment for Australia is on track to

years of age age precancerous

lesions or invasive be the first country to

cancer

eliminate cervical
cancer - GPs play a
The D' ffodil Centre pivotal role!!

Soncer | B2 sisEY



Self-collection: Accuracy and Laboratory Requirements
RACGP Webinar 23 Aug 2022

Professor Marion Saville AM, Executive Director, Australian Centre for the Prevention of Cervical Cancer

© O O oms gus

VCS Population Health Digital Health
Pathology

Self-collection for cervical
screening

What is the evidence?

o o VCS Pathology o Population Health o Digital Health
Australian Centre tomec
for[the Prevention of C 2: %ﬁmﬂ' '> CPTDaSS R @ S E
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What is the relative accuracy of self-collection, for
detection of CIN2+, compared with clinician

collected samples?
a) Somewhat less accurate, but better than no screening

b) Much less accurate and should be discouraged

)
)

C
d

Broadly equivalent
More accurate

o o VCS Pathology o Population Health o Digital Health

Australian Centre oo
for the Prevention of Cll.... gﬂz_gﬁ:ﬂm > COIT]DBSS R @ S E
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Cervical Cancer

Evidence for the accuracy of self-collection 2014

CIN2+
100
80
£ 60
2
=
=
2
& 407 1
20 —
—— HPV on self-sample —— HPV on self-sample
—— HPV on clinician-sample —— HPV on clinician-sample
0 | T T | 1 T T T T 1
Figure 2: The accuracy in primary cervical cancer screening, by collection method and grade of cervical Arbyn et al thelancet.com/oncology
intraepithelial neoplasia Vol15 February2014
O o VCS Pathology o Population Health o Digital Health
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Meta-analysis of the accuracy of HPV assays in the prediction of CIN2+

hrHPV assays based on signal amplification (HC2, Cervista)

100
g 100 §,
c 2 80
& 80 '
60
60
40
40
20
20
0
100 80 60 40 20 0
0 Specificity (%)
Summary receiver 95% Individual ~ Pooled
operating confidence  studies  accuracy
characteristic curve ellipse measure
_— | 5 o Arbyn M. et al.
elf sample e
o P BMJ. 2018 Dec 5;363:k4823.
Clinician sample — o= [

doi: 10.1136/bmj.k4823

Self-collection is accurate

Detecting cervical precancer and reaching underscreened women by
2 O 1 8 using HPV testing on self samples: updated meta-analyses

Arbyn et al, BMJ, 2018

Analytical performance of HPV assays on vaginal self-collected vs
2 O 2 O practitioner-collected cervical samples: the SCoPE study

Saville et all, Journal of Clinical Virology, 2020

* For HPV assays based on polymerase chain reaction (PCR),

testing on self samples was similarly accurate as on clinician
samples.

A valuable option to increase opportunities for engagement

o o VCS Pathology o Population Health o Digital Health
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Updated NCSP clinical guidelines  gumsumcnicismes,

collection

e ALL women and people with a cervix, aged
25-74, who have ever had sexual contact,

can choose to screen using either: g P Asi I
* a clinician-collected cervical sample
* a self-collected vaginal sample e
* Whenever an HPV test is needed, self-
collection should be an option
* Cervical screening will continue to be made :::‘::::C""““'sc"““‘“g
ava”able in primary Ca re id "gforthe of sc detected abnormalities,

screening in specific populations and investigation of abnormal vaginal
bleeding

* This change brings greater potential to
address & reduce many known barrlers https://www.cancer.org.au/clinical-guidelines/cervical-cancer-screening

o O VCS Pathology o Population Health o Digital Health
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Laboratory Requirements
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Safety controls for HPV tests

Assay failure control

* Contaminants, such as blood, microbial infection or lubricant, may interfere with the
PCR reaction and therefore the ability of an assay to detect HPV.

* Ensures that an inhibited PCR rection is not reported as a ‘negative’ result.

Cellularity control
* Ensures enough cellular material is present in the sample

* A self-collected swab with insufficient or absent cellular material is reported as
unsatisfactory, rather than ‘negative’

o o VCS Pathology o Population Health o Digital Health

Australian Centre e
for the Prevention of C4... @@f‘:{ﬁ” % cornpass R @ S E

Cervical Cancer il [ —

Laboratory Processing

* Self-collection devices, methods, and handling instructions vary
between labs
* Talk to your local pathology lab to:
* find out if they process self-collected samples

* ensure that you have the correct consumables and instructions for
transportation

 confirm that if they don’t process self-collected samples, they will
send samples on to a lab that does.

o o VCS Pathology o Population Health o Digital Health
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Laboratory Processing

* At VCS Pathology, we use the Copan FLOQSwab 552C or 552C.80 for collection
and transport

* Self-collected samples have good stability and do not need refrigeration
(stable up to 50°C and 100% humidity)

* Self-collected samples have been validated by our lab as remaining stable for
28 days from date of collection — label the sample with the date of collection

6} ' & ;-
Al ‘ =t i g
B @ FLOQSwabs™ (®COPAN ce o1zs|§j |
. T ———— ‘Dale/Osta ] :

o o VCS Pathology o Population Health o Digital Health

Australian Centre [
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Validated swab stability using the cobas HPV test

* Stability Studies @ VCS Pathology
* Copan FLOQSwabs loaded with low %

amounts (3 § LOD) of HPV ) w

* Placed at 50°C (>90% RH) for 28

HPV18 stability at 50 degrees

25

days .

§ 20

* Two swabs removed every two days | ©
* Each dot is the mean of two swabs "

* Orange and grey are 95% CI limits s

* Red dashed line is the threshold of a 0

. 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28
positive result (no swabs gave a Days post baseline

negative result)
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Laboratory Processing

* There also are now two commercial HPV assays available for self-collection
under the NCSP — one through BD and one through Roche.

* The Roche protocol requires the swab to be re-suspended into a ThinPrep vial
at time of collection — make sure you clearly indicate if the sample has been
self-collected on the pathology request form

Make sure you check with your lab!

CIY ]
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