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2021 Cervical cancer screening and treatment guidelines
HPV testing — (triage) - ablative treatment

GENERAL FEMALE POPULATION WOMEN LIVING WITH HIV
Screen-and-Treat or Screen, Triage & Treat Screen, Triage & Treat

of cervical pre-cancer lesions for cervical
cancer prevention, secon d edition

Primary screening test Primary screening test

= High-performance HPV DNA Test = High-performance HPV DNA test
— On provider- or self-collected samples — On provider- or self-collected samples
— Starting at age 30 — Starting at age 25
— Every 5 to 10 years — Every 3 to 5 years

= High-performance mRNA Test
— Only on provider-collected samples
— Every 5 years

Triage with HPV16/18, VIA, cytology, Triage with HPV16/18, VIA, cytology or
colposcopy or dual-stain cytology colposcopy
Ul Treatment Treatment
= Ablative treatment if eligible = Ablative treatment if eligible
= Referral for excision or other = Referral for excision or other
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WHO Cervical Cancer Screening and Treatment Guidelines
Further dissemination tools

found 3 recommendations

Vi p

In a screen-and-treat approach using HPY DNA detection as the primary screening test, WHO suggests treating women wha test positive for HPV DNA amang the general population of women, In a screen, triage and treat
approach using HPY DNA detection as the primary screening test among the general population of women, WHO suggests using partial genotyping, colpascopy, VIA or cytology to triage women after a positive HPY DNA test,

Recommendation strength
strong

Certainty of evidence
BEO0 Moderate

In 2 screen, triage and treat approach using HPY DNA detection as the primary screening test among women iving with HIV, WHO suggests using partial genotyping, colposcapy, VIA or cytalogy to triage women fter a positive
HPV DNA test (Annex 4).

Certainty of evidence Recommendation strength

BOB0 Modeate conditional

Ta. In a sereen-and-treat approach using HPY DNA detection as the primary screening test, WHO suggests treating women who test positive for HPY DNA among the general papulation of women.

Certainty of evidence Recommendation strength
conditional

D0 Moderate
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considered in these guidelines
6.3. 3.3 Treatment considerations
7. 4 Recommendations and good practice
statements on screening and freatment
1o prevent cervical cancer
7.1. 4.1 Recommendations and good
practice statements: general
population of women [1]
T.1.1. 4.1.1 Justification
7.1.2. 4.1.2 Summary of the evidence
7.2. 4.2 Recommendations and good
practice statements: women living
with HIV [1]
7.21. 421 Justification
7.2.2. 4.2 2 Summary of the evidence
7.3. 4.3 Additional recommendation and
good practice statement for treatment
not covered in previous guidelines for
the general population of women and

women living with HIV

7.3.1. 4.3.1 Justification and evidence
summary

7.4. Algorithms for screening approaches

8. 5. Research gaps and further
considerations

9. 6. Dissemination and updating of the
guidelines

9.1. 6.1 Guideline dissemination and
impact
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Rescreen with HPV
testin 5to 10 years
for the general
population of
women and in 3 to
5years for women
living with HIV

HPV 16/18 positive®

¥
Determine eligibility for
ablative treatment (after
application of 3-5% acetic acid :
with or without magnification) ¥

¥

Eligible for ablation
(discuss LLETZ vs
thermal ablation in

women with lesions and
HIV)

Not eligible for
ablation

Suspected
cancer

Evaluation, biopsy
and further

¥

Ablative treatment® management

Histology®

¥ v
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Updating recommendations - Systematic reviews

Emerging
considerations
when carrying

recommendations
& systematic
reviews process

When is there sufficient evidence to consider

formulating or updating a recommendation?

Are other technical products needed to support the

guideline process and public health needs?

Do we know the metrics to use in the performance

evaluation of novel technologies?
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Possible extended genotyping—based management algorithms

HPV screening

Negative HPV 39/51/56/59 HPV 31/33/35/52/58 +45
Triage
Management based on Management as in
triage result guidelines

Rescreen



Do other technical
products need to be
developed to support

the living process and
oublic health needs?

264 HPV tests but availability of
affordable high-performance HPV tests
remains limited!

Number of HPV molecular tests in the market
N=70
2010

79% without
clinical validation

Poljak, J Clin Virology 2024



WHO Target Product Profiles for HPV screening tests
to detect cervical pre-cancer and cancer

2 WHO TPPs guide and coordinate 0 HPV TPPs Technical Development Group
development of new health products with (TDG) composed of 39 members
clear product characteristics, considering
populations, access and equity from the
outset

v Multiple expertise, stakeholders and
women'’s representatives
v Representation balanced by WHO region

Q WHO TPPs for HPV screening tests aim to 0 TPPs outline desired profile of a product,
direct tests developers & manufacturers to with two characteristics per parameter:
prioritize technologies that can contribute
to countries’ efforts to reach 70%
screening coverage elimination target v preferred (ideal)

v minimal (lowest acceptable)
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Target Product Profiles for HPV screening tests

to detect cervical pre-cancer and cancer

WHO target product profiles,
preferred product characteristics,
and target regimen profiles:
standard procedure

- XY World Health
Second edition  Organization

Step 1. Identify need

* Literature review Convene steering group
» Consult experts Convene TPP
* Landscape analysis Development Group

+ Determine there is an
external audience

Step 5. Consult Step 7. Publish TPP

» Post draft 0.1 for 28 days * Upload to WHO website
* Upload to TPP Directory

Step 2. Scope Step 4. Develop Step 8. Disseminate

* Prepare scope and purpose = Prepare draft v0 Preparevl.0 * Using networks

» Seek initial clearance * Prepare v0.1 with TPP Refine with TPP * Peer-reviewed journals
within WHO Development Group Development Group * Retire after 5 years

Clearance within WHO




WHO Target Product Profiles for HPV screening tests

In person meeting in Costa Rica

Target product profiles
for human papillomavirus November 2023
screening tests to detect e
cervical pre-cancer and cancer = A e
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https://www.who.int/publications/i/item/9789240100275



2 Target Product Profiles
for HPV screening tests

v For laboratory use

iyl

v For point-of-care use
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We need to scale up!
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Minimal and Preferred Characteristics
41 Parameters across Eight Domains

Scope Te;hnic.al
specifications
Design and

Performance .
operation

Quality and
standards

Conditions

Connectivity Cost




Genotype Spectrum and result output

Group la HPV16

Grouplb  HPV18, HPV45

LABO RATO RY POI NT_ O F_ CARE Group 1c HPV31, HPV33, HPV35, HPV52 and HPV58
Group1d  HPV39, HPV51, HPV56 and HPV59

v' Minimal: v' Minimal:

8 cHPV, Groups 1a, 1b and 1c 8 cHPV, Groups 1a, 1b and 1c

at least TWO signals: ONE pooled signal (P/N):

o 16 individual or grouped with 18/45 o 16, 18, 45, 33, 58, 31, 52, 35

o 31,33, 35, 52, 58 pooled
v' Preferred: v' Preferred:

12 cHPV, Groups 1a, 1b, 1c and 1d 12 cHPV, Groups 1a, 1b, 1c and 1d

at least FOUR signals: at least TWO signals:

o 16 o 16 individual or grouped with 18/45

o 18, 45 individual or pooled o 31,33, 35, 52, 58, 39, 51, 56, 59 pooled

o 31,33, 35, 52, 58 pooled
o 39, 51, 56, 59 pooled
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3. Do we know the

metrics to use in the

performance
evaluation of novel
technologies?

o

Images

Ownership

Use

Time of
storage
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Centralised
image
repository?

> Development >

D s

Training
Validation

>

Implementing
& Monitoring

>

Artificial intelligence for cervical cancer
screening and treatment

Triage Regulatory
Mechanism
Role in Treatment
: eligibility
screening?
Other

Devices?

Mobile
phones

Portable
colposcopes

Dedicated
devices




In summary

Technology is evolving fast, a process for updating
recommendations is essential

Recommendations should be based on evidence on
performance and feasibility to facilitate countries to
make informed decision when adoption emerging
technologies

Other workstreams will require attention, such as the
WHO Target Product Profiles for HPV screening tests,
having dialogues with the private sector and WHO
Prequalification IVDs

Validation criteria appropriate for some novel
technologies such as Al needs to be carefully defined
and agreed upon by experts and stakeholders
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ELIMINATION DAY
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No one Ieft behind

Many thanks
to the GDG,
WHO
Secretariat,
stakeholders
and multiple
collaborators




