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YouScreen study: Summary

What is the YouScreen study? 
YouScreen is a clinical trial offering HPV self-sampling to  
non-attenders within the NHS Cervical Screening Programme in 
North East and North Central London. 

As YouScreen will be integrated within the NHS Cervical Screening 
Programme, it’s an excellent opportunity to increase your 
practice’s coverage.

Why are we conducting the study? 
Unscreened and under screened women are at the highest risk of 
developing cervical cancer. Unfortunately, London consistently 
has the lowest cervical screening coverage nationally  
(65.6% versus 72.6% across England in 2018/2019). 

HPV self-sampling has been hailed as a ‘game-changer’ for 
cervical screening because it addresses most screening barriers 
by enabling women to take their own vaginal sample, in private 
and at a time and place of their choosing (similar to chlamydia 
self-sampling). 

Evidence shows that self-sampling: 

 ✔ increases uptake in nonattenders  
(generally across sociodemographic groups)  

 ✔ has similar accuracy to clinician-taken samples  
(conventional cervical screening)

 ✔ is highly acceptable to women

Self-sampling has already been introduced into screening 
programmes in other countries but is yet to be introduced in 
the UK. YouScreen will test a new end-to-end pathway for 
self-sampling within the NHS cervical screening programme 
in England to help provide the evidence-base for how best to 
implement self-sampling at scale in England.
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Why should your practice take part? 

• Unique opportunity to contribute to the evidence-base for  
an exciting innovation in cervical screening

• Makes screening more accessible and acceptable to your 
patients; no speculum / pelvic examination required

• YouScreen is embedded within the NHS Cervical Screening 
Programme - it is an excellent opportunity to reach your cervical 
screening nonattenders and therefore increase your coverage 

• YouScreen self-sample results will contribute towards your 
cervical screening QOF and CQC rating

• The study is on the NIHR portfolio and all participating practices 
will receive a minimum of £150 NIHR renumeration - see 
table below for additional payment details:

Site set up Per kit handed out Per self-sample returned 

£150 £0.50 £7.71

• A further advantage in the era of Covid-19 is that self-sampling 
offers a social distancing approach to screening, minimising 
the need for women to attend GP practices and clinic 
appointments.
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Aims
• To test a new pathway for the implementation of self-sampling 

for non-attenders within the NHS cervical screening programme 
in England.

• To provide the evidence-base that self-sampling can improve 
cervical screening coverage in England and can increase 
detection and treatment of high grade CIN (CIN2+).

Target population
Women aged 25-64 years who are at least 6 months overdue 
cervical screening.

Setting
All GP practices in Barnet, Camden, Islington, Newham and Tower 
Hamlets will be invited to participate (these boroughs have the 
lowest screening coverage across NCL and NEL).

Sample Collection
Self-samples will be collected vaginally using a flocked swab 
(Copan FLOQSwab®) and tested for HPV by the Cervical Screening 
Laboratory for London (CSL). Samples will be transported dry at 
room temperature.

YouScreen study: The details
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How will eligible women be identified?

1.  Opportunistic offer: identified via an EMIS alert and offered 
a kit by a healthcare professional when they consult for any 
reason and;

2.  Direct mail-out: identified via the national screening database 
NHAIS and posted a kit to their home address

GP Practices agree to participate*
(*All GP practices will offer kit via both ways pathways

Monthly NHAIS database search to 
identify eligible* women

(*reach 15m anniversary of their last 
cervical screening test due 

date unscreened)

Pre-notification letter sent to women
(by Docmail)

Self-sampling kit posted to women
(by Docmail)

Questionnaire
(optional)

Woman collects self-sample and 
returns it to laboratory (or GP practice 

staff if collected in premises)

Self-sampling kit 
given/sent to women

GP Practice software programmed 
to automatically flag eligible* 

women when they consult 
for any reason

(*>6m overdue cervical screening)

GPs, nurses, HCAs offer 
flagged women self-sampling kit

Consent
(including optional consent for storage of 

residual samples for future research)

Opportunistic offerDirect Mail-out offer

GP Practices agree to participate*
(*All GP practices will offer kit via both ways pathways

Monthly NHAIS database search to 
identify eligible* women

(*reach 15m anniversary of their last 
cervical screening test due 

date unscreened)

Pre-notification letter sent to women
(by Docmail)

Self-sampling kit posted to women
(by Docmail)

Questionnaire
(optional)

Woman collects self-sample and 
returns it to laboratory (or GP practice staff 

if collected in premises)

Self-sampling kit 
given/sent to women

GP Practice software programmed 
to automatically flag eligible* 

women when they consult 
for any reason

(*>6m overdue cervical screening)

GPs, nurses, HCAs offer 
flagged women self-sampling kit

Consent
(including optional consent for storage of 

residual samples for future research)

Direct Mail-out offer Opportunistic offer
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What will YouScreen involve for GP practices?
• Assign a study lead to champion the study (main point of 

contact)

• Practice staff to attend a short introduction and training 
session (~30 minutes)

• Installation of YouScreen EMIS search and pop-up alert at 
your practice

• GPs, Nurses and HCAs to offer kits opportunistically to 
eligible patients in their appointment when they consult for any 
reason:

 - Eligible women flagged by EMIS pop-up alert 
 - Brief study explanation (~2 minutes)
 - Record (on EMIS template) whether the kit was given out

• Clinical management of women who return a self-sample: 

 -  HPV self-sample results received electronically in usual way 
from CSL via Keystone

 -  Follow up test (standard screening test i.e. clinician-taken 
sample) for women who test HPV positive (~15%) 

YouScreen study: Activities

HPV testing on self-sample

Unreliable/
unavailable/invalid

Consent
(including optional consent for storage of 

residual samples for future research)

HPV positiveHPV negative

Follow-up screening test
(HPV primary)

Managed according
to clinician sample

result under NHSCSP

Repeat
self-sample

Routine screening
(3 year age 25-49, 

by age 50-59)
or cease if age 60+
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• A small amount of admin time to help manage self-sampling 
kits (e.g. ensure clinic rooms are stocked)

• Give permission for the study team to collect pseudonymised 
GP record data on all eligible women 

What will the study involve for participants?
Women will self-collect a vaginal sample for HPV testing either 
in the GP practice (toilets or behind clinic curtain) or at home, 
depending on how they are offered a kit. The YouScreen kit 
contains everything they need to collect and return the sample to 
the lab for free. 

Women who collect their sample at home will post their sample to 
the lab using a freepost pre-addressed envelope. Samples collected 
in the practice can be returned to CSL via the usual cervical 
screening courier service. 

Women will receive self-sample results via post: 

• Women who test HPV negative (vast majority ~85%) will be 
invited at the next screening round according to their age (next 
test due date will be reset in the national cervical screening 
(call/recall) programme).

• Women who test HPV positive (~15%) will be advised in their 
results letter to book a follow up test at their GP practice 
which will be a standard screening test (HPV primary screening 
test). Compliance to this has been high (~82%) in previous 
studies. Women will be managed according to their HPV 
primary test result under the NHS CSP. 

• Women whose self-sample test result is unreliable/
unavailable (due to insufficient DNA) or return an invalid 
sample (rejected by CSL), will be sent a repeat kit and 
explanatory letter in the post. Women will be invited to book a 
standard screening test at their GP Practice if they prefer.
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How will YouScreen self-sample results be received 
by GP practices?

NHS Digital have introduced YouScreen result/infection/action code 
combinations in NHAIS to support self-sampling. HPV results for 
self-samples will be received electronically via the usual way from 
CSL via Keystone. Practices will need to enter HPV self-sample 
results in the usual way using the self-sample codes developed  
for YouScreen.

How are women testing HPV-positive on their 
YouScreen self-sample managed? 

Women who test HPV positive on a self-sample will be advised 
in their results letter to book follow up appointment at their GP 
practice to have a standard screening test (HPV primary screening 
test) - as cells from the cervix are not exfoliated for self-sample 
collection, the follow up test (standard cervical screening test) can 
be taken immediately.

The call/recall status for these women will be updated in NHAIS to 
early recall in 3 months. If a follow up test is not received within  
3 months, the woman will be added to their GPs Prior Notification 
List (PNL) so that they will receive two reminder letters from the 
NHS CSP to attend for a follow-up test. As an additional safety-net, 
when the trial ends, GP practices will receive a list of women who 
have not attended for a follow up test and the YouScreen team 
will ask the practice to make one further attempt to contact these 
women to book a follow up test. 
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What will GP practices need to do for the 
opportunistic offer?

Eligible women will have a flag on their EMIS record. When an 
eligible woman consults for any reason GPs, nurses and HCAs 
should offer them a YouScreen self-sampling kit.

The GP, nurse or HCA offering the kit will need to ask the woman 
a few questions, complete the EMIS study specific template, print 
off the YouScreen lab request consent form (from EMIS), label the 
swab, and check the details are correct before handing the kit to 
the woman. 

Kits can also be offered during a phone or video consultation. 
The study team will provide the practice with pre-paid envelopes 
to post the kit to the woman if it cannot be collected from the 
practice. 

What will GP practices need to do for direct mailout 
offer? 

You won’t need to do anything. Eligible women registered at 
your practice will be identified via the national screening database 
(NHAIS) and sent a kit in the post. This will be coordinated centrally 
by the YouScreen study team with support from NHS Digital, the 
Cervical Screening Administration Services and CFH Docmail Ltd 
(contracted mail out company). 
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When will the study start? 

The study will start in November 2020 and will last for up to  
12 months. 

How can my practice take part?

All GP Practices in Barnet, Camden, Islington, Newham and Tower 
Hamlets will be invited to register interest from August 2020 
onwards. Your primary care cancer leads and CCG will email the 
practice with the necessary information which will include a link 
to an online Expression of Interest Survey that will need to be 
completed. 

If we receive a very high response rate from GP Practices, we may 
need to give your practice a set time frame for when the self-
sampling kits can be offered. This is so we can give all practices the 
opportunity to participate.  

Once you return the expression of interest survey, the YouScreen 
study team will be in contact over the following months to arrange 
a training session and begin setting up your practice. We plan to 
roll out YouScreen across the 5 London boroughs gradually from 
November 2020.

YouScreen study: Setup
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Funders
The North Central London Cancer Alliance and the  
North East London Cancer Alliance.

Governance arrangements
REC approval has been granted by the South Birmingham REC 
(ref 20/WM/0120). HRA approval, CAG approval and ODR 
approval in process.

Who is organising the YouScreen study? 
The YouScreen study is led by King’s College London in 
partnership with: 

• North Central London Cancer Alliance

• North East London Cancer Alliance

• NHS England / Improvement 

• NHS Digital

• UCL (University College London)

• Cancer Research UK & King’s College London Cancer  
Prevention Trials Unit

• Public Heath England

• Jo’s Cervical Cancer Trust 

Study team

Chief Investigator Dr Anita Lim, King’s College London 

Co-investigator   Professor Peter Sasieni, King’s College London

YouScreen study
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YouScreen study: Further information

KING’S COLLEGE LONDON
CANCER PREVENTION
TRIALS UNIT

How can I find out more information? 

Please visit your Cancer Alliance or STP website for further information 

www.nclcanceralliance.nhs.uk/gp-info-YouScreen 

www.eastlondonhcp.nhs.uk/youscreen

You can also contact the study team on YouScreen@kcl.ac.uk 

http://nclcanceralliance.nhs.uk/gp-info-YouScreen
http://www.eastlondonhcp.nhs.uk/youscreen

