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• Overview of primary HPV testing

• Completing the request form

• Cervical sample pathway within the laboratory

• Reasons for sample rejections

• Use of pink bags

• Failsafe

Learning Objectives



Primary 
hrHPV testing



• >100 types

• At least 14 are high risk types, known to be associated with cervical cancer

• hrHPV is associated with development of cervical intraepithelial neoplasia (CIN)

• 99.7% of cervical cancer is associated with high risk HPV*

• HPV types 16 and 18 are responsible for >70% cervical cancer

• hrHPV interferes with the normal cell cycle, causing unregulated cell division

• We currently test for 16, 18 and ‘other’ (31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, and 68)

High risk HPV

*Walboomer, J., Jacobs, M., Manos M. et al (1999) Human papillomavirus is a necessary 
cause of invasive cancer worldwide. Journal of Pathology. 189(1): 12-19.



Cervical Screening: 
What you should know

HPV testing in combination with 
liquid-based cytology in primary 
cervical screening (ARTISTIC): a 

randomised controlled trial. Kitchener, 
Henry C et al. The Lancet Oncology, 

Volume 10, Issue 7, 672 - 682

Resources



• Invasive squamous cell cervical cancers are preceded by a long phase of pre-invasive 
disease, collectively referred to as cervical intraepithelial neoplasia (CIN)

• CIN may be categorized into grades 1, 2 and 3 depending upon the proportion of the 
thickness of the epithelium showing mature and differentiated cells

• Most cervical abnormalities caused by HPV infection are unlikely to progress to high-
grade CIN or cervical cancer

• Most low-grade CIN regress or do not progress to high-grade lesions

• High-grade CIN carries a much higher probability of progressing to invasive cancer

Histology of CIN



• Aim of cervical screening is to prevent cervical cancer through 
the identification and treatment of high grade cervical 
intraepithelial neoplasia (CIN2+)

Colposcopy and treatment of cervical intraepithelial neoplasia: a beginners’ 
manual, Edited by J.W. Sellors and R. Sankaranarayanan (IARC Screening 
Group)



Completing the 
request form



Request Form



PID

• All details required, may 
use addressograph

• HCN mandatory – will 
be rejected without this



• All details required

• Please write neatly!

• Smear taker code is 
important and must 
be on record with 
screening office



Please complete all relevant details

Helpful to include date of test even if present on 
addressograph sticker

Vault smears are not part of the screening programme 
and should not be requested in primary care

If clinically indicated or suspicious cervical 
appearance are ticked – it can be helpful to write why, 
and whether the patient has been referred to gynae

Condition of patient – you don't need to tick any boxes if 
none are relevant

Cervix visualised – if you tick 'no' the sample will be 
reported as inadequate



Clinical details
Helpful!

Last smear
Colposcopy history
Bleeding
Atrophic changes
Smear hx outside of NI / NHS
Infection – esp Cat 3
Urgent – including reason
Patient at colposcopy ×
Postnatal – include duration
Swabs taken for HSV
Breastfeeding
Details of OCP

Not required!

Smoking history
Cervix visualised

Sterilised
Strings visualised

NVD / CS
Negatives – e.g. ‘no PV bleeding’





Category 3 samples

Please ensure the form and 
vial are labelled with a hazard 
warning label. This allows us 
to take additional precautions 
and ensures the safety of our 
staff.



• Incomplete information may be provided on request form

• Generates incorrect management / auto-authorisation will be applied if test negative

• Results in duplicate referrals to colposcopy

• May mean premature or inappropriate return to normal recall for some patients 

• Some results do not transfer correctly downstream to NHAIS (this affects call recall)

• Result will not go to the colposcopy basket on Encompass since they are not listed as the sender - 
i.e. they will not see the result unless they actively look for it

• Test doesn't show on Encompass until report is authorised – early repeat samples will be rejected

Risks arising from colposcopy smears in GP



Sample 
Pathway







Lab equipment

2 Roche instruments are required to perform the HPV test:

1: Pre-analytical instrument – PRIME    2: Cobas 8800
Located – Basement floor, Institute of Pathology  Located – Kelvin Building 



1. HPV testing

2. Authorised if negative for hrHPV – normal recall

3. If positive – a slide is prepared which goes to screener

4. Then goes to rapid review or checking

5. If cytology is negative – report authorised for repeat in 1 year

6. If cytology positive – goes to consultant for reporting

What happens in the lab?





Sample Pathway

Cervical sample received in laboratory

hrHPV test

Insufficient / invalid

Repeat test in no 
less than 3 months

Negative

Routine recall
3 y (25-49)
5 y (>50)

Positive

Cytology triage Any abnormality – 
direct referral to 

colposcopy*

Negative – repeat 
in 12 months

Insufficient – 
repeat in 3 months

Persistent HPV / borderline / low 
grade (mild) = routine

High grade (moderate or severe), 
borderline endos, cannot exclude high 

grade = high grade protocol

?invasive, ?CGIN = urgent

*Rare diagnosis of 
extra-cervical 

malignancy will not 
result in a direct 

referral being issued



Sample 
Rejections



• Incomplete details - No HCN
• Unlabelled form or vial
• Mismatch between form and vial – patient name / DoB / HCN
• Leaking or damaged sample
• Vial out of date – need 6 week window before expiry
• Illegible vial / form / both
• Inappropriate request form

Consequence – repeat test required – 3 month interval
Potential delayed investigations / treatment and associated anxiety

Rejections



• 64 year old patient, ticked post-natal

• Patient's sample labelled with 15 year old daughter's details

• Sample and form labelled as 78 year old man

*Once samples are recorded on our LIMS system, 
they cannot be removed from the patient's record*

Examples of Errors at Source



Use of Pink 
Bags





Consumables

Screenlink will supply ThinPrep LBC vials, brushes, 
request forms & transport bags.

Phone: 00353 1 4605270
Or via link on their webpage: 

https://screenlink.net/order-supplies/



Failsafe



‘Failsafe processes make sure that as far as possible the cervical 
screening programme (CSP) takes the correct action following a 
cervical screening test, or that a valid reason for not taking that 

action is known and recorded’

• Cervical screening call and recall administration provider
• GPs providing cervical screening services
• Laboratory failsafe (including direct referral)
• Colposcopy clinics (including discharge process)

What is failsafe?



• Assist an informed choice about whether to participate
• Respect those wishing to be ceased and notifying the call and recall service
• Act on non-responder notifications
• Notify call recall about individuals no longer eligible (e.g. absence of cervix, pelvic RTX)
• Review prior notification lists from call and recall services and revise accordingly
• Ensure participants are informed of their test result and discuss with them if required
• Arrange screening for patients with a cervix who are not registered as female
• Refer for further investigation and treatment where necessary (e.g. needing colposcopy 

but has moved area; discharged following previous non-attendance at colposcopy; 
additional referrals outside of colposcopy specialty)

• Act on the non-responder notification from the colposcopy clinic 
• Cooperate and engage with failsafe enquiries from the laboratory

Failsafe responsibilities in primary care

https://www.gov.uk/government/publications/cervical-screening-cytology-reporting-
failsafe/cervical-screening-failsafe-guidance#failsafe-in-primary-care

Clinical
Governance

Issue



Summary



• Don't ignore signs or symptoms

• Smears may be unreliable in people with high suspicion of disease

• Remember the recognised disbenefits of population screening programmes – 
false results, overtreatment, anxiety, false reassurance

Take home messages

Cervical screening is a pathway, not a diagnostic test



• NHS CSP guidelines

• NHSE e-learning for healthcare hub: https://portal.e-lfh.org.uk/

• Lab tour – please contact lab for tour if required; visit dates 
planned and hopefully a video!

• Handouts available with detailed information about sample 
transport and laboratory failsafe

Additional Learning

https://portal.e-lfh.org.uk/
https://portal.e-lfh.org.uk/
https://portal.e-lfh.org.uk/
https://portal.e-lfh.org.uk/


Failsafe Office:
CxCytoLabFailsafe@belfasttrust.hscni.net
02895047851 / 02896155650 / 02895043411

HPV Laboratory:
DL-HPV.Tests@belfasttrust.hscni.net

PHA Screening Office:
screening.cervical@hscni.net
screening.bso@hscni.net

Contact Details

mailto:CxCytoLabFailsafe@belfasttrust.hscni.net
mailto:DL-HPV.Tests@belfasttrust.hscni.net
mailto:DL-HPV.Tests@belfasttrust.hscni.net
mailto:DL-HPV.Tests@belfasttrust.hscni.net
mailto:screening.cervical@hscni.net
mailto:screening.bso@hscni.net


Questions?


