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NAAASP research meeting.
Newcastle upon Tyne
7t February 2019.

WELCOME!



What is Research?

Not just randomised trials! Although they are the gold
standard for treatment effects.

— Non-randomised studies/Diagnostic test accuracy studies
— Qualitative research

— Audits

— Pilot studies

No RCTs? What do we do then?

What do we do if there if there is too much
(conflicting) research!



AAA Screening — clinical trials
Publications 2001-2017 (PubMed)
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Solutions?

New Collaborations/Multicentre trials

Use existing data
— NAAASP data
— NHS data
Modelling
— Economic
— Survival
Non-randomised designs
— Cohort studies/subgroup comparisons
— Propensity score matching etc
Qualitative research/Qol research

Audits/Service improvement — done well



The unknown.

There are known knowns; there
are things we know that we know.
There are known unknowns; that
is to say, there are things that we
now know we don’t know. But
there are also unknown unknowns
— there are things we do not know
we don’t know. (Donald Rumsfeld)

The Unknown Unknown

The Known Unknown



Generic “Screening” Research Challenges

DNA rates and how to impact on them
The test used — how to improve them/it

— Diagnostically — more accurate

— Functionally — easier to use/administer
Logistics/Pathways/Service delivery
Interaction with clinical services

— Degree of control over treatment

— Monitoring/contracting of treatment services
Health economics/QolL

— Cost effectiveness
— Guidelines (NICE)



Variation: Turndown by provider




Why are there fewer RCT’s in surgery?

Once a surgical treatment is accepted testing against placebo is
difficult - resistance exists to randomization in surgery vs non-
surgical options.

Surgeon’s eagerness to introduce new techniques

Surgeons use to making important decisions on limited
information.

How do you account for learning curves?

Commercial pressures (mostly bad, occasionally good)
Difficulties with recruitment, consent and randomization.
Surgeons know best!



AAA research committee

If it is research the AAA screening research committee needs to know and
approve it.

— Especially if patient data is involved

If it is Audit or service improvement projects we also need to know —
please.

We are unlikely to say “no” unless there are major issues which go against
SOPs or may be unethical.

We may make suggestions how studies or evaluations could be improved.

We may know of other studies which can provide pointers or help with
study design etc

We will respond quickly
Dissemination of your work is essential -we can help



https://www.hra.nhs.uk/

Research

MRC | councit Health Research Authority

Welcome. The aim of this decision tool is to help you decide whether or not your study is research as defined by the UK Policy Framework for
Health and Social Care Research.

It is based on the Defining Research table produced by the Research Ethics Service.

You will be presented with a short series of YES or NO questions. Take your time to consider the wording carefully. Once you have answered
these gquestions the tool will let you know if your study is research.

To help you with terminology, a GLOSSARY button is available on every page. All links to individual glossary items or other websites appear
in purple text and open in a new window.

Post Market Surveillance is NOT usually considered research. However, there are some circumstances where an NHS REC approval may
be required. Return to the Do | need NHS REC approval? tool to determine if your post market surveillance requires NHS REC approval.

Follow this link to begin.

About this tool Feedback Contact Glossary




More evidence = better decisions
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Headline figures

Headline figures 2009/10 to date 2018/19 Q3

Number men eligible for screening 2,191,659 293,920
Number of men offered screening 2,131,292 259,124
Number of men screened 1,667,984 183,839
Number of men with aorta 23.0 cm 19,928 1,759
Coverage (percentage) 76.1 62.5
Uptake (percentage) 78.3 70.9
Aneurysms detected (percentage) 1.19 0.96
Referred for surgery 5,118 657
Operated on 3,451 -
30 day post operative mortality 052 )

(percentage)

National update




KPIs 2018/19

Latest data published Q1 (April 2018 — June 2018)

AA2 (coverage of initial screen)

* Performance 23.2% (above acceptable threshold of 18%)

AA3 (coverage of annual surveillance screen)

» Performance 91.9% (above acceptable threshold 85%)

AA4 (coverage of quarterly surveillance screen)

» Performance 91.3% (above acceptable threshold 85%)

https://www.gov.uk/government/collections/nhs-screening-programmes-national-data-
reporting under the ‘Reports’ section

17 National update




Standards, reporting & guidance

* Revision of pathway standards — implementation 1 April 2020
* Revision of data sets
« Data retention

» Advisory Group — patient representatives

18 National update




IT & equipment

+ SMaRT:-
* Training for Co-ordinators/Admin
» User Group
* Version 9.6

« Equipment specification re-evaluation

19 National update




Demographic feed

« NHAIS due to be decommissioned

+ SPINE Demographics will be the sole authoritative source (for England & DMS) for identifying subjects
who become newly eligible for AAA screening and for providing notifications of subsequent changes to
their demographic/registration details

* AAA due for transfer March/April 2019

« Will receive all men registered AND resident in England as opposed to just registered in England
» Will receive men registered with the Defence Medical Services (DMS)

* Accessible Information Standard

* Business as usual

* Future — health & justice system

20 National update




it GOV.UK

Home » Abdominal aortic aneurysm screening: reducing inequalities

Public Health
England

Guidance

Identifying inequalities

Published 24 May 2018

Contents Public Health England (PHE) aims to reduce health inequalities.

1. Legislation
This guidance is to help local AAA screening providers, commissioners and other public

2. Datareports L . . ) . . R A
health specialists identify interventions that can reduce inequalities by improving

3. Deprivation and ethnic

. access to services and outcomes.
group analysis tool

4. Evaluation Some groups of men are less likely to attend AAA screening and this may increase
health inequalities. Social deprivation is associated with both poorer attendance at
screening and follow-up, and having an AAA.

1. Legislation

The Equality Act 2010 states that people should not be discriminated against based on
their personal characteristics.

Public bodies and others carrying out public functions have a duty to consider the
needs of all individuals. We need to collect information about our service users in order
to provide evidence that we are doing this. This is why local providers should collect
information about characteristics such as ethnic group.

Equality and diversity




Home ~ Abdominal aortic aneurysm screening: reducing inequalities

Public Health
England

Guidance

Reducing inequalities

Published 24 May 2018

Contents Evidence-based recommendations

Evidence-based

recommendations Researchers in Scotland in November 2017 carried out a systematic review of factors
Lowering barriers to influencing attendance at abdominal aortic aneurysm (AAA) screening and

attendance at initial screening interventions to reduce inequalities.

appointments

Engaging with public and They made the following recommendations.

professionals

Prior notification lst and DNA 1. Once men have been invited for screening it may be useful to provide extra support
analysis and personal reminders to those less likely to attend.

Screening men with learning 2. Services should give increased consideration to travel time to clinics, particularly for
disabilities

men less likely to attend, and public transport use.

Screening in prisons and secure . 4

. It may help to work alongside colleagues who share an interest in improving men’s
mental health facilities

engagement with healthcare. For example, services may be able to use times when
men attend other health or social care services, such as GP or acute hospital
services, to discuss screening.

4. Interventions to reduce inequalities implemented locally should be evaluated and
the results widely disseminated, so effective interventions can be implemented
elsewhere and ineffective ones can be stopped.

Equality and diversity
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Home - Abdominal aortic aneurysm screening: reducing inequalities

Public Health
England

Guidance

Submitting examples of best practice

Published 24 May 2018

Contents Purpose
Purpose
Before submission This guidance explains the national process for providers, commissioners and other

stakeholders to share learning and good practice in reducing barriers to attendance for
men for AAA screening.

Writing your case study

Submitting your case for shared

leaming The PHE screening quality assurance service (SQAS) and 4 nations AAA screening

group review all submitted case studies before approving for publication on the PHE
screening blog.

In addition to case studies that have reduced barriers and improved uptake, we also
welcome case studies that have not been successful as these may also help providers
decide what actions to take.

Before submission
Before you submit a case for shared learning you should make sure:

+ it does not conflict with the standard operating procedures for AAA screening

Equality and diversity




What next?

* Four nations ownership

* Toolkit evolution

* Submission process

« How will new inequalities initiatives be announced?

* Audit and service evaluation

24 Equality and diversity




Training and education

Reaccreditation

Health screener diploma:-
» 17 screeners have successfully completed
* 56 currently undertaking

Assessor and learner support resource:-
» Working with National Skills Academy on video resource
+ Electronic resource with information to support the mandatory units of the diploma
+ Half day update sessions in London, Birmingham and Manchester

Review of e-learning modules for CSTs and screening technicians
» Due to go live at the end of February 2019



Diary dates

* National Networking & Information Sharing day — 24 June 2019, Birmingham

26 National update




Thank You!
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What don’t we know? Lessons learnt and

research that is still needed in AAA screening

Jonothan Earnshaw, Past Clinical Lead, NHS AAA Screening
Programme, Public Health England
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Lessons learned, and research that is

still needed in AAA screening
NAAASP Research Day 7/2/19
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RCTs — the final word......

NHS|

Screening Programmes

Research Original Investigation

Western Australian Trial of Screening for Abdominal Aortic Aneurysms

Figure. Random-Effects Model for Meta-analysis of All-Cause Mortality at Longest Reported Follow-up in the 4 Trials of Abdominal Aortic

Aneurysm Screening

Screening No Screening

No. of No. of No. of No. of
Study Name Events Patients Events Patients Risk Ratio (95% CI)
Western Australian trial! (men aged 64-83y) 9640 19249 9734 19231 0.990 {0.971-1.010)
Chichester, United Kingdom, trial2 2036 2995 2067 3045 1.001 (0.967-1.037)
MASS? 13858 33883 14134 33887 0.981 (0.963-0.998)
Danish trial 2931 6333 2964 6306 0.985 (0.949-1.022)
Total 0.987 (0.975-0.999)
P=.03; P=0%

0.5 10 20
Risk Ratio (95% CI)

MASS indicates Multicenter Aneurysm Screening Study.

Invited Commentary

The Last (Randomized) Word on Screening
for Abdominal Aortic Aneurysms

Frank A. Lederle, MD
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In Sweden?

Swedish Nationwide AAA Screening Program

Deaths per 100,000 men Deaths per 100,000 men
aged B5 years or older Mortality from AAA aged 85 years oroider  Mortality from all causes
6000
4000,
2000 — Screened
= ===Contro|
Vear Vear -
S S S S S SR Benefits and harms of screening men for abdominal aortic "y @
Desthepor 100,000 men Deathspor 109,000 men aneurysm in Sweden: a registry-based cohort study
e 65 years or older Mortality from IHD  aged 6 years or older Wortality from cancer Whe Jnsor o ek ZoN, Yok ot Ss, Korsen b getse, oAb, Jon Brsdersens
1500 Summary
—— Rackground Large in Idominal ot nean
hat results from randomised trials of screening for the disorder might e outdated. The aim of this sty was W0
1000; estimate the effect of AAA screening in Sweden on disease-specific monality, inddence, and surgery.
Methods Individial dats on the incklence of AAA, AAA martality, and surgery for AAA in 4 cohort of men sged
500} Sorsened &5 yoars who were fmviwd 10 screoning between 2006 and 2009, were compared with data from an age matched
creent contemporaneots cobon of men whio wete Bot v for AAA screening. We also snaly sed national data for all men
- - - ~Control aged 40-99 years between mn 1987, and Dec 31, 2015, w explore hackgn confounding
Year Year yeat, it
S O N D B marial stats, ldumbml hri 'mw and whether the patiernt already Tud an MA dhw}nﬂl a1 baseline
ﬁ@&f@@ Qs &S S Adjustment by weighting the anslyses of sl being
i the cohon & years e et equations d 1o ad e

Figure 3. Time trends in mortality rates in the screened cohort (solid black line), consisting of counties that at ———— ot sl

the elnd' of the sludy had screened >6 years (mean, 7.1 years), and the control cohort (interrupted gray line), Mosltege m*"'fl‘;"mﬂ;“_“m' e 0 I o . 10 en . ‘,T:.;:'.':
consisting of counties that at the end of the study had screened for <4 years (mean, 1.5 years). whether AAA screening was offercd. After 6 years with screening. we found # non-significant reduction in AAA €
The y axis displays specific mortality per 100000 men aged =65 years. The x axis displays calendar year in study. Error bars Wamially ausociatid with scuaring jecdiusiod odds ratls ORY ¢:74, BN CI 4.33-2.81), "":" - ""‘_:""
indicate 95% confidence intervals of mortality rate. AAA indicates abdominal aortic aneurysm; and IHD, ischemic heart disease. ::.“i?:!‘;d.l:ﬂfiffmmﬁi picipes b ',f,""".‘_’:m,m pey-A<ssomrrs e rmmpien

4O 1:$9,95% C1 1. 20-2: 10 pmd.00) such that fo every 10000 e offered sctosming, 49 s 95% C1 me ’
were lkely 10 be overdlagnosed, 19 of wham (95% C1 1-37) had avoidable surgery that increased thelr risk of
martality and mosbidity,

Interpretation AAA screening in Sweden did not conribute substanially o the Large observed reductions in AAA
martality. The reductions were mostly caused by other factors, probably reduced smoking. The small benefit and "

Funding Research Unit and Section for General Practice, FoUU-<entrum Frtbodal, Sweden, and the region of Vastra
Gotalard, Sweden.

Copyright € 2018 Elsevier Lid. All ights reserved



Is AAA screening work

in England?
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Cost-effectiveness of the National Health Service abdominal
aortic aneurysm screening programme in England

M.J. Glover!, L. G. Kim?, AL J. Sweeting’, S. G. Thompson® and M. J. Buxton'

Hleakh Research Group, B

# Hygicne and Tropical Medicine
pandene i M M. ). Glowes, Health Econaics Rescatch Groap, Brunel University, Usbridge UBS 3PH, UK (e-mail
Masbew Glover@brunclac.uly

Background: Implementation of the Narional Health Service abdominal soric ancurysm (AAA)
c 5 years began in England in 2009, An

ing of th
a from the M
n Screening Study (MASS) randomized trisl. Concern has heen expressed ahout whether this
conclusion of cost-cHiecrivencss sill holds, given the carly performance paramevers, particularly the
lower prevalence of AAA observed in NAAASP,

Methods: The existing published model was adjusted and updated o reflect the current best evidence.
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Hospital admissions for | aortic by year of
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consultant episodes
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creening women

Analysis of clinical benefit, harms, and cost-effectiveness of ~ @, ®
screening women for abdominal aortic aneurysm

screening?




Targeted screening?

Ao b =

0 =1 v

BIS11047

Targeted screening for abdominal aortic aneurysm in si
is cost-effective

R. IIuItgrcni‘z, A. Linné® and §. Svensjio 560

! Department of Molecular Medicine and Surgery, Kavalinska Instinuner, * Department of Vascular Surgery, Karolinska University Hospital, and *Section
of Vaseular Surgery, Department of Surgery, Department of Clinical Seience and Education, Karolinska Instituter ar Sédersjukhuser, Stockholm,
*Diepartment of Vascular Surgery. Falun County Hospital, and *Centre for Clinical Research, Falun, and “Department of Surgical Sciences, Section of
Vaseular Surgery, Uppsala University, Uppsals, Sweden

Carvespondence to: Dr S. Svensjo, Department of Vasculsr Surgery, Falun County Hospital, Falun

TI182, Sweden fe-mail: sverker svensjo@ludalim se)

lati ing for abdominal acrtic (Ae\A)mﬁSy‘clriﬂm:llfnsbccn
PR S I sroup, with hights prevalence i siblings of pagcsrts Wt an AAL.
This health economic model-based study evaluated the cost-effectiveness of rargered AAA screening
of siblings.
Mathods: A Maikov model validated against other sereenting progranmngs PR used. Two methids
of identifying siblings were :uml;-sed direct questioning of patients with'an AAA (method A}, and a

sccond empl a national mul ion register (method B). The fircvalence was based on obscrved
ultrasound data on AAAs in siblings. Additional pammﬂ:mwtmé:dﬁ?u:tn{ hm RCT; vascular registers,
Ii and ongoing ing. The was v of cost-effectiveness

at different willingness-to-pay (WTP) thresholds, reduction in AAA dcat]u qua]:ty adjusted life-years

{QALYs) gained and total costs on a national scale. 3

Results: Methods A and B were estimated to redueé, mortality from AAA, at incremental

mst«:fﬁ-cnmess ratios of E7800 (95 per cent c.i. 4627 to 12 982)and €7666 (5000 to 13 373) per QALY
The bility of i mﬂpdﬂac:“r"ﬂ’ofﬂ]llm The absolute risk

cechaction du AAK déathe was Bve per 1000 invited. QALYs gained were 27 per 1000 invited. In a popula-

tion of ten million, methods A and B were estimated o w:m 12 and 17 AAA deaths, among 2418 and

3572 siblings identificd annually, at total costs of €499 500 and €728 700 respectively.

Conclusion: The analysis indicates that anevrysm-related lity could be d d jvely

by applying a targeted screening method for siblings of patients with an AAA,

Paper aceepted 10 Ocrober 2018
Published online in Wiley Online Library fwww.}

eo.uk). DOR: 10.1002/hjs.11047
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Making every contact count....

» Smoking cessation

« Vascular health checks

« Mentioning other screening programmes
- bowel cancer
- prostate cancer

- lung cancer

NHS|

Screening Programmes
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Research in survelllance

15,000 men (and others not in NAAASP)
All arteriopaths

Invested

Monitored regularly
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AAA rupture Iin survelllance

Mumber of Ruptures (N) Follow-up Incidence rate per 100
men [person-years) person-years (95% CI)
Overall 18,652 31 50,095 006 (0-04,0-09)
Routinely invited 15,527 25 42,220 006 (0-04,0-09)
Self-referred 3,125 6 7,876 008 (003, 017)
Initial aortic measurement
Grouping 1
3-0-4-4cm 16,430 20 46,576 004 (003, 007)
4-5-5-4cm 2,222 11 3,519 031 (0-17,0-56)
Grouping 2
3-0-4-9cm 17,883 28 49,349 006 (0-04,0-08)
5-0-5-4cm 769 3 746 0-40 (0-13,1-25)
Last known aortic measurement
Grouping 1
<3-0cm - a 1,713 o -
3-0-4-4cm - 13 41,788 003 (0-02,0-05)
4-5-5-4cm - 18 6,532 0-28 (0-17,0-44)
5-5cm+ - a 32 o -
Grouping 2
<30cm - a 1,713
3-0-4-9cm - 20 45,594
5-0-5-4cm - 11 2,726

5-5cm+ - a 32




Deaths in survelllance

[
Number of men Deaths (N) Follow-up Mortality rate per
[person- 100 person-years
years) (95% Cl)
Overall 18,652 981 50,103 196 (1-84-2-08)
Routinely invited 15,527 BO2 42,226 190 (1.77-2.04)
self-referred 3,125 179 7.877 227 (1.96-2.63)
Initial AAA measurement
Grouping 1
3-0-4-4cm 16,430 012 46,581 196 (1-83-2-09)
4-5-5-4cm 2,222 B0 3,522 196 (1-55-2-48)
Grouping 2
3-0-4-9cm 17,883 066 49 354 196 (1-84-2-08)
5-0-5-4cm 769 15 749 200 (1-21-3-32)
Last known SAA measurement
Grouping 1
<3-0cm 19 1,713 111 (0-71-1-74)
3-0-4-4cm 226 41,790 198 (1-85-2-12)
4-5-5-4cm 134 6,535 205 (1-73-2-43)
5-5cm 2 33 602 (1-51-24-08)
Grouping 2
<3-0cm 19 1,713 111 (0-71-1-74)
3-0-4-9cm 296 45597 197 (1-84-2-10)
5-0-5-4cm 64 2,729 2-35  (1-84-3-00)

3-5cm+ 2 33 6-02 (1-51-24-08)

NHS|
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Causes of death in surveillance

AAA 3%
Cancer 31%
Vascular or cardiac 26%

Other (non cancer, non cardiac) 29%
Unknown 10%



Should referral threshold

be changed?

Health

‘Concern’ as study highlights aneurysm
death rate

By James Gallagher
Health and science reporter, BEC News website

(D 24 November 2016 Health = Share

The death rate from abdominal aortic aneurysms is more than three times
higher in England than in the US, analysis of official data shows.

The weakening and swelling of the main blood vessel from Ihe heart 1s normally
fatal if it bursis.
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Monitoring in surveillance

* Reducing surveillance intervals

» Personalised surveillance Aoric Aneyame o
- genetics T

- individual factors =

- scan history S sy
. Risk factor monitoring

- improved nurse surveillance

- prehabilitation
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Reducing AAA growth

* Medication: metformin

» Risk factor management (smoking)
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Discharge from surveillance

« Combination of age and diameter
« 83 years old 3.9cm
« 71 years old 3.2cm
« /5 yearsold4.7cm

* Previous scan history

« Artificial intelligence
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Nursing workshop: proposal Sereeninig Brogranmis

Nurse assessments

(i) fit for open repair’

(ii) cardiovascular risk reduction
All
Within 3 months of diagnosis (face to face)
There months later (telephone)
Men with small AAA
Repeat above at intervals (? Every 2/4/6 years)
Men with medium AAA

Repeat annually + prehabilitation
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Subaneurysmal aorta at age 65

Cumulative Incidence Function for Progression to 5.5cm

with mortality as a competing outcome
(_O_ -

0 5 10 15 20 25
Time (years)

Initial Diameter: 2.6-2.9cm Initial Diameter: 3.0-5.4cm
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Men with subaneurysmal aorta at age 65.
the case for surveillance

« Systematic review: case not yet made
* Need further information:
- effect of prolonged surveillance on QoL

- operation rate and outcomes

Ongoing project to collect QoL and outcome data for
modelling study of cost effectiveness
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Extended vascular screening:

VIVAtrial 2017
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Years after randomisation
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Extended vascular screening

* VIVAtrial (2017): AAA screening, blood pressure, ABPI
and cholesterol. Men aged 65-74. 7% reduction in
mortality at 5 years

« UK: AAA screening plus vascular health checks

« DANCAVAS (reported at ESVS): CT screening whole
aorta, ECG (for AF), ABPI, bloods. Men aged 65-74.
30% have an abnormality - results 2021

mptomatic atherosclerotic disease for optimum

tion (VIPVIZA): a pragmatic, open-label, randomised
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Research in AAA screening: top tips

« Subaneurysmal aorta: QoL assessment and modelling
* Personalised surveillance intervals

» Discharge from surveillance

» Metformin to reduce AAA growth

* Is screening working?



