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The new Cervical Screening Test for
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Outline and explain the changes to the
National Cervical Screening Program

due to commence In Dec 2017
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Why are we
screening?

TODAY

changing from Pap test to Primary HPV test

Why all sexually active women should participate in the
NCSP, including HPV vaccinated women

Understand t
be able to ex

Understand t
test results

ne recommended changes to the NCSP and
plain/reassure your patients

ne Initial management of cervical screening
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 Why are we changing from Pap test to
Primary HPV test screening?
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* New knowledge on the development of cervical cancer.
* New evidence for cervical cancer prevention and screening
* New technologies
* liguid-based technology
« computer assisted image analysis
 HPV tests
e 2007 - National HPV Vaccination Program (girls)
e 2013 - National HPV Vaccination Program (girls + boys)

e Current NCSP is intensive compared to other countries
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Now May 2017
e Pap smear e HPV test
o 2yearly e 5yearly
e Start 18 years e Start 25 years

 End 69 years End 70-74 years
e Reminders e |nvitations/Reminders

e Self-collection
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INHMRC Australia, Guidelines for Cervical Screening 2005. *Australian Institute of Health and Welfare 2014, 2011-2012.




Incidence and mortality rates of cervical cancer: selected countries-2012

Country Incidence per 100,000 Mortality per
women 100,000 women

Sweden 7.4 1.9

United Kingdom 7.1 1.8

USA 6.6 2.7

Canada 6.3 1.7

New Zealand 5.3 1.4
Finland 4.3 1.0
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How

» Assess the evidence for screening
pathways

— Tests, Screening Interval, Age Range
e Determine a cost effective pathway

* Improve national data collection & registers
e Improve quality and safety monitoring

o Assess feasibility & acceptability of

renewed program
.
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* Any potential changes to the Program must achieve
equal or better outcomes for women

e Evidence review
o Sally Lord: NHMRC Clinical Trials Group, USyd

« Effectiveness modeling and economic evaluation
o Karen Canfell: Lowy Institute, UNSW
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e Cervical Screening Test (CST)

e HPV test with partial genotyping (16/18)
— Reflex Liquid Based Cytology (LBC) triage

* FiIve year screening interval

o Start at age 25 years

o Exitat 70-74 years

 All sexually active women-HPV vaccinated or not
o Self collection: never-screened & under-screened
 Invitation & reminders to screen: National Register
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Primary HPV screening program will lead to:

Up to 30%

Fewer cases of cervical cancer

Fewer deaths from cervical cancer
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e |_ess frequent testing
e Fewer tests overall

For women aged 25 - 69
26 == 10 tests In lifetime
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 Why are we changing from Pap test to
Primary HPV test screening?
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o Cytology high specificity lower sensitivity.
L_ow cost

 HPV high sensitivity, poor specificity.
Specificity improves> 30yrs. High cost

 HPV has a superior -ve predictive value.

 At5yrs -ve HPV test lower incidence of
CIN 3+ (0.25%) than -ve Pap smear

(0.83%). Effect of -ve HPV lasts double that
of neg Pap smear (ARTISTIC trial)
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 Why all sexually active women should
participate in the NCSP, including HPV
vaccinated women
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Papillomaviruses

4 main groups in man:

-skin warts (HPV1,2) genital warts (HPV6,11)

-EV associated (HPV 5,8) genital cancers (HPV16,18)
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lan Frazer AC

1991-2005
Developed the first vaccine
for HPV

2006
Australian of the Year

2007
National HPV Vaccination
Program — girls

2013 - boys
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Fall in cervical HPV prevalence in young women 18-24yrs

(pre vaccine n=202, post vaccine n=1058)
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Vaccine HPV types
16, 18,6, 11,

Tabrizi and Brotherton et al. Lancet Infect Dis 2014
Online 6 August 2014



National (Australia) HPV 3-dose
vaccination coverage for females turning
15 years of age in 2012
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e Understand the recommended changes to
the NCSP and be able to explain/reassure
your patients
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Now Renewal
e Pap smear e HPV test
o 2yearly e 5yearly

e Start 18 years
 End 69 years

Start 25 years
End 70-74 years

e Reminders e Invitations/Reminders

e Self-collection
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* Will be Invited to have a screening test every 5 years

Will still need a speculum vaginal examination

A sample will be taken from her cervix and sent to lab
 |f cytology needed — no additional visit to GP

Women will receive results from their doctor
e active communication

« Test results: kept by National Cancer Screening Registry
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What sample should you collect for
a cervical screening test ?

 Liquid based cervical specimen only
«Conventional Pap smear not accepted

|_aboratories will provide
e detailed Instructions
e appropriate consumables
e 50 that the sample satisfies requirements both of
the HPV test and LBC, should this be required.



/Collecting a ThinPrep Sample

Broom-Like Device Protocol

1 3to5 3 Cap vial
rotations of
broom
2 C.rush 10 a Record
times on patient
base of vial details
and swirl
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The Journal of the National Cancer Institute 2005 “The Elevated 10-Year Risk of Cervical Precancer and Cancer in
Women With Human Papillomavirus (HPV) Type 16 or 18 and the Possible Utility of Type-Specific HPV Testing in
Clinical Practice,” demonstrated that HPV 16 and 18 screening may identify women at greatest risk for cervical

i



http://ie.surfcanyon.com/search?f=sl&q=HPV%2016%20and%2018&partner=wtiieeue
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» Changing technologies
»HPV testing + partial genotyping
> LBC
» Automated assisted image analysis

» Less cytology tests, more HPV tests

» Changes to reporting (HPV + Cyto)

» Changes to quality standards

» Register changes. one woman one record

»\Workforce and practice changes
.
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What should you expect from the lab report?

« An overall cervical screening risk assessment
Low risk

B Higher risk

Intermediate risk

o A statement of test(s) performed and the results
HPV test result including any LBC result

* A recommendation for follow-up/action
Taking account of screening history and clinical notes



Cervical Screening Test
Women’s Risk Based Assessment
(risk of women having a cervical cancer precursor
or cervical cancer)

Low risk

(the majority of women)

Intermediate Risk
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CERVICAL SCREENING INTERMEDIATE RISK
FOR SIGNIFICANT CERVICAL ABNORMALITY

Specimen Cervical — SurePath
Test results PCR for oncogenic HPV and genotype
 HPV 16 — Not detected
 HPV 18 — Not detected
 HPV (notl16/18) — Detected
Liquid based cytology (LBC) manually read:

There is no evidence of a squamous
Intraepithelial lesion or malignancy

Endocervical component: Present
Recommendation: Repeat HPV test in 12 months



Follow up of Intermediate risk women
after initial cervical screening test result

Women at Intermediate risk

Follow-up HPV test in 12 months

At follow-up 12 month test
HPV not detected
ACTION: REPEAT CST in 5 YEARS




Cervical Screening Test
Women’s Risk Based Assessment

Low risk
HPV not detected

ACTION: REPEAT CST in 5 YEARS




Cervical Screening Test
Women’s Risk Based Assessment

Intermediate risk
(risk is determined by combined HPV and LBC result)

HPV (not 16/18) detected
(with LBC negative or pLSIL/LSIL)

ACTION: Follow-up HPV test
in 12 months
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CERVICAL SCREENING LOW RISK FOR SIGNIFICANT CERVICAL ABNORMALITY

Specimen Cervical — ThinPrep

Test results PCR for oncogenic HPV and genotype
 HPV 16 — Not detected
 HPV 18 — Not detected
 HPV (not16/18) — Not detected

Recommendation: Re-screen in 5 years
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CERVICAL SCREENING UNSATISFACTORY

Specimen Cervical — ThinPrep

Test results PCR for oncogenic HPV and genotype
 HPV 16 — Not detected
 HPV 18 — Not detected
 HPV (notl16/18) — Detected

Liquid based cytology (LBC) image assisted:
Unsatisfactory

Recommendation: Repeat LBC in six weeks
.
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Specimen Cervical — SurePath
Test results PCR for oncogenic HPV and genotype
 HPV 16 — Not detected
 HPV 18 — Not detected
e HPV (notl16/18) — Detected
Liquid based cytology (LBC) manually read:

HSIL (high-grade squamous intraepithelial
lesion)

Endocervical component: Present
Recommendation: Referral for colposcopic assessment
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Fo 2. ommcomeet Sample Cervical Report

Specimen Cervical — SurePath
Test results PCR for oncogenic HPV and genotype
e HPV 16 — Detected
 HPV 18 — Not detected
 HPV (not16/18) — Not detected
Liquid based cytology (LBC) manually read:
Unsatisfactory

Recommendation: Referral for colposcopic assessment
Repeat LBC at colposcopy visit
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e Younger women < 25 yr

e HPV self - collection

e Participation rates




Possible concerns

e Younger women < 25 yr
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Young women < 25 years of age

* HPV prevalent in young women and regresses

 Cervical cancer Is very rare
 Screening has not decreased mortality

« HPV vaccination has reduced the risk of high grade
abnormalities in young women

 Starting at age 25, reduces over-treatment & minimises

harms such as future pregnancy loss.
.
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e HPV self collection
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80%bo cervical cancer

Occurs In women
never screened

or under-screened

B (VCCR 2012)
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o Self collection of vaginal sample for HPV test

— Under screened and never screened women only > 30

yrs
— Facilitated by nurse or medical practitioner
 Carried out at the practice not at home

— Or on behalf of a medical practitioner
— Who also offers routine cervical screening
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HPV self-collection
 Increased participation rate for never and under-screened

 not as effective as health professional collected sample

* more effective than the current Pap test

e accuracy varies for different sampling devices, HPV tests
* less cost effective than routine pathway.

 If HPV+ve will need separate visit for LBC sample

» only available to under or never screeners.
.
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e Participation rates




MJA 2014
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* National Cancer Screening Register
— Linked to HPV register
— Used to issue invitations/reminders
— Full history from vaccination-diagnosis
— Colposcopy and pathology data

e Monitoring and service Improvement

e One woman = One record
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 National Prescribing Service
— On line education modules
— Practical training modules
— Train the Trainer module
— (For all CST providers)

o Cancer Council Australia

— On line education clinical scenarios

— (For GPs, O&G specialists and others)
* Department of Health Australia

— Cancer screening website, Publications
.
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e New screening test: HPV

* New screening interval: 5 years
* New starting age: 25 years
* New finishing age: 74 years

 Self-collection
» National Cancer Screening Register
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 Terminology

 Management of oncogenic HPV test results
o Specific Populations
— Pregnant women

— Early sexual activity or victims of abuse
— Immune-deficient women
— DES

— After hysterectomy
— Aboriginal and Torres Strait Islander women
 Investigation of abnormal vaginal bleeding



»
L 4T, Australian Government T 5 =
2 N Y g 411810] [0 the tests
P gk Department of Health =

e HPV test:

 Liquid Based Cytology (LBC):

e Reflex LBC:

e (Co-test:
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 HPV test: detects HPV DNA or RNA in cervical
cells contained in a liquid based cervical sample

e Liguid Based Cytology (LBC): cytology performed
on a liquid cervical sample and may be manual or
automated

* Reflex LBC: cytology performed ‘automatically’
on a cervical sample in which HPV is detected

o Co-test: HPV test and LBC test ordered together and
IS used for test of cure; investigation of abnormal
vaginal bleeding; after hysterectomy; DES exposed
women: but not for routine screening
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e Pregnant women

 Early sexual activity or victims of abuse
 Immune-deficient women

e DES

o After hysterectomy

« Aboriginal and Torres Strait Islander
women
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 Early sexual activity or victims of abuse
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e Routine screening not recommended for women <25 years

 Women who experience first sexual activity <14 years
e not had the HPV vaccine
 single HPV test could be considered
* between age 20 — 24 years of age
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e Immune-deficient women
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o 3yearly screening for immune-deficient women

o If HPV detected (any type) refer for colposcopy
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o After hysterectomy
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 Transition to the renewed NCSP
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Prior to
Renewal

After




_ Australian Government
Department of Health




Sfer. amimGoenment \ 310 changes in Renewal

Now Renewal
e Pap smear e HPV test
o 2yearly e 5yearly

e Start 18 years
 End 69 years

Start 25 years
End 70-74 years

e Reminders e Invitations/Reminders

e Self-collection
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Further information:
Www.msac.gov.au
WWW.cancerscreening.gov.au

Email:
Cervicalrenewal@health.gov.au
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