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What has been the impact of CG 168?

Huw Davies, MD Thesis



What is the impact of CG 168?

Five years on, sadly, we 

have found no evidence that 

CG 168 has had a positive 

impact on NHS practice or 

outcomes for patients with 

C2-6 disease

Waste of time and money? (c. £500K [FoI])



Why is there not more concordance between 

the evidence base and UK vascular practice?

Condition Venous ulcer
Intermittent 

Claudication

AAA

(EVAR2)

AAA

(EVAR1)

Intervention

Surgical and 

Endovenous 

Intervention

Supervised

Exercise
EVAR EVAR

Trials
ESCHAR

EVRA
Many!!! EVAR-2 EVAR-1

ICER < 6K < 2K £300-400K Infinity

Clinically and 

cost-effective
Very Very Nowhere near Dominated

NICE YES YES NO NO

Is it really a matter of evidence?



CG 168 – response to consultation

Yeh, yeh, whatever

Who cares anyway?



Draft AAA guidelines - 2018

Response to consultation

My life is over!

Collective 

surgical 

tantrum



Varicose Veins – a lost cause?



Early Venous Reflux Ablation

MS Gohel, F Heatley, X Liu, A Bradbury, R 

Bulbulia, N Cullum, DM Epstein, I 

Nyamekye, KR Poskitt, S Renton, J 

Warwick, and AH Davies

on behalf of the EVRA trial investigators



Conclusions

Early endovenous ablation plus compression vs. 

compression alone was associated with:

- shorter time to healing

- greater ulcer free time

- better VCSS and HRQL

And was highly cost-effective

Surely this should be enough to ensure the CG 

168 CVU ulcer recommendations are followed?

- BUT WILL IT?  ….. AND IF NOT, WHY NOT?



Recruitment was difficult!

Oct 2013 – Sep 2016

6555 Screened

EXCLUSIONS (n = 6105)

1772 Ulcer >6 months

873 ABPI < 0.8

610 Ulcer healed

568 Not an ulcer

496 Clinician decision 

434 Patient declined

378 No venous reflux

974 Other reason

Inclusion rate 7%

450 Randomised

224

Early

226

Deferred

31 lost to follow-up / withdrew

12 died

387 (6%) – per protocol



1) Generalisability?

Two important exclusions (40% of 6555 screened)

• 27%: 1772 ulcer present for > 6 months

• 13%: 873 ABPI < 0.8

We still see lots of patients with ulcers > 6/12

We still ablate them – but non-evidence based?

Only a minority of patients we see in our leg 

ulcer clinic are suitable for endovenous ablation

• Co-morbidity (immobility, no capacity, stockings)

• Not venous

• Multifactorial (deep venous, arterial disease)

• Phlebesity (correct BMI cut-off?)



We have shown early endovenous ablation to be 

clinically and cost-effective from the starting point of 

"do we or do we not offer early ablation once we 

have seen the patient in our vascular clinics, 

scanned them, and deemed them suitable for such 

ablation?"

Most venous specialists already believed this to be 

true and have been treating people accordingly for 

many years

But is that the CG 168 cost-effectiveness question?

Playing Devil's Advocate, I suggest not …

2) Have we addressed the correct cost-

effectiveness question to impact CG 168?



Cost-effectiveness?

Data on only 387 patients out to 12 months 

Only 28 additional ulcer free days at 1 year

Currently no long-term recurrence data

So, cost-effectiveness at the ‘case finding’ decision making 

point in primary care (vs. vascular clinic) is much less certain

Very large numbers of patients would have to be referred and 

scanned (at considerable expense) to find a (very?) small 

proportion of people (6-7%) who are suitable for, likely to 

benefit from, and would accept early endovenous ablation

So the cost per ‘EVRA-like patient’ may be considerable

(6105 x £250 = c. £1.5m ÷ 450 = £3392 per patient)

Arguably, unlikely to negate the savings gained from early 

ablation once people get to the point of randomisation?



Long-term follow-up of current cohort

5 years?

Relatively inexpensive (telephone?)

And potential for much larger

• Reduction in health care costs

• Improvement in HRQL (QALYs)

But, loss to follow-up?

Do we have enough patients?

EVRA-1+ ?



Repeat EVRA with patients who have an ABPI < 0.8 (0.6?)

Probably reasonable to hypothesise that the additional benefit 

of endovenous ablation over reduced compression would be 

greater than that observed with endovenous ablation in EVRA 

against full compression only?

However, are there enough patients out there?

Only 873 in the EVRA screened population

Older, with more co-morbidity?

Would there be more other exclusions in this group than was 

found in EVRA?

Greater loss to follow-up (sample size)?

Would intervening to correct their ABPI so they can have full 

compression +/- endovenous ablation be more clinically and 

cost-effective?

EVRA-2 ?



Repeat EVRA with patients who have an a leg ulcer for more 

than 6 months

But are they different:

• Clinically?

• Pathophysiologically?

• Biologically?

So, would it be reasonable to hypothesise that the additional 

benefit of endovenous ablation over full compression only 

would be same as that observed in EVRA?

Also, are there enough patients out there? (1772 in EVRA)

There shouldn’t be! Seeking funding for a trial in a group of 

patients who (in theory) should not exist

How do you deal with prior treatment confounding (e.g. those 

that have compression and those that have not?)

EVRA-3 ?



Cluster RCT by geography at a suitable level of granularity

Strategy 1 - refer all leg ulcer patients to a specialist 

vascular service as per NICE guidelines

• What happens to them (investigations, treatments etc.)?

• what are outcomes (ulcer free time as the primary end-point 

+ all the usual stuff, HRQL etc.)?

• what are the associated costs (the EVRA-like patients will 

be a small proportion of this patient group)?

Strategy 2 - don't refer until a clinician decides to refer for 

whatever reason

What happens now for the most part and what will probably 

continue despite EVRA)

• ditto as above (the EVRA-like patients will be an even 

smaller proportion of this patient group?)

EVRA-4 ? 



EVRA: New Hope?


