
dŚĞ�̂ dKW�' �W�dƌŝĂů�/Ŷǀ ĞƐƟŐĂƚŽƌ�ZĞƐƵůƚƐ�E Ğǁ ƐůĞƩ Ğƌ

^ŝƚĞƐ�ĂŶĚ�ƉĂƌƟĐŝƉĂŶƚƐ

&ŝŌǇ�ƚŚƌĞĞ�ƐŝƚĞƐ�ǁ ĞƌĞ�ŽƉĞŶĞĚ�ƚŽ�ƌĞĐƌƵŝƚŵĞŶƚ͕ �ĂŶĚ�ϯϵ�ŽĨ�

ƚŚĞƐĞ�ƐŝƚĞƐ�ƌĞĐƌƵŝƚĞĚ�Ăƚ�ůĞĂƐƚ�ϭ�ƉĂƌƟĐŝƉĂŶƚ�ŝŶƚŽ�ƚŚĞ�ƐƚƵĚǇ͘��

zŽƵ�ƐĐƌĞĞŶĞĚ�ϰϵϵ�ƉŽƚĞŶƟĂů�ƉĂƌƟĐŝƉĂŶƚƐ͕ �ĂŶĚ�ƌĞĐƌƵŝƚĞĚ�ϭϮϭ�

ŝŶƚŽ�ƚŚĞ�Z�d͕ �ĂŶĚ�ϲϲ�ŝŶƚŽ�ƚŚĞ�ŽďƐĞƌǀ ĂƟŽŶĂů�ƐƚƵĚǇ͖�ŵĂŬŝŶŐ�

ƚŚĞƐĞ�ƚŚĞ�ůĂƌŐĞƐƚ�ƉƌŽƐƉĞĐƟǀ Ğ�ƐƚƵĚŝĞƐ�ŽĨ�W' �Ğǀ Ğƌ�ĚŽŶĞ͘�

KƵƌ�ŽƌŝŐŝŶĂů�ƚĂƌŐĞƚ�ǁ ĂƐ�ƚŽ�ƌĞĐƌƵŝƚ�ϭϰϬ�ƉĂƌƟĐŝƉĂŶƚƐ�ŝŶƚŽ�ƚŚĞ�

Z�d͕ �ƐŽ�ǁ Ğ�ŵŝƐƐĞĚ�ƚŚŝƐ�ďǇ�ũƵƐƚ�ϭϵ�ƉĂƟĞŶƚƐ͊ ��ŽŶ͛ ƚ�ǁ ŽƌƌǇ�

though—ĂƐ�ǇŽƵ͛ ůů�ƐĞĞ�Žǀ ĞƌůĞĂĨ͕ �ƌĞĐƌƵŝƟŶŐ�ƚŚŽƐĞ�ĂĚĚŝƟŽŶĂů�

ϭϵ�ƉĂƟĞŶƚƐ�ǁ ŽƵůĚŶ͛ ƚ�ŚĂǀ Ğ�ĐŚĂŶŐĞĚ�ŽƵƌ�ĐŽŶĐůƵƐŝŽŶƐ�ĂŶĚ�

ĐůŝŶŝĐĂů�ŝŶƚĞƌƉƌĞƚĂƟŽŶ�ŽĨ�ƚŚĞ�ƌĞƐƵůƚƐ͘

We are pleased to be able to share the results of the STOP GAP Trial with you—thank you for your

ƉĂƟĞŶĐĞ͊ ��̂ dKW�' �W�ŚĂƐ�ďĞĞŶ�Ă�ŚƵŐĞ�ĐŽůůĂďŽƌĂƟǀ Ğ�Ğī Žƌƚ ͕ �ŝŶǀ Žůǀ ŝŶŐ�ĚĞƌŵĂƚŽůŽŐŝƐƚƐ͕ �ŶƵƌƐĞƐ�ĂŶĚ�ƚƌŝĂůŝƐƚƐ�

Ăůů�Žǀ Ğƌ�ƚŚĞ�h<͘ �/ƚ�ŝƐ�ƚŚĞ�ůĂƌŐĞƐƚ�ƉǇŽĚĞƌŵĂ�ŐĂŶŐƌĞŶŽƐƵŵ�;W' Ϳ�ƚƌŝĂů�ŝŶ�ƚŚĞ�ǁ ŽƌůĚ͕ �ĂŶĚ�ŝƐ�Ă�Į ƫ ŶŐ�ƚĞƐƚĂŵĞŶƚ�

ƚŽ�Ăůů�ŽĨ�ǇŽƵƌ�ŚĂƌĚ�ǁ ŽƌŬ�ĂŶĚ�ĚĞĚŝĐĂƟŽŶ͘ ��t Ğ�ŚŽƉĞ�ǇŽƵ�ĞŶũŽǇ�ƌĞĂĚŝŶŐ�ƚŚĞƐĞ�ƌĞƐƵůƚƐ͘

STOP GAP Trial Management Group—Aug 2013

�ůů�ƉĂƌƟĐŝƉĂŶƚƐ�ǁ ŝůů�ƌĞĐĞŝǀ Ğ�Ă�ůĂǇ�

summary of the results in the

very near future.

Aim of the trial

STOP GAP was designed to evaluate the efficacy and safety of the two most 

commonly used systemic treatments for PG. Our hypothesis was that

ĐŝĐůŽƐƉŽƌŝŶ�ŐĂŝŶƐ�ĐŽŶƚƌŽů�ŵŽƌĞ�ƌĂƉŝĚůǇ�ĂŶĚ�ƌĞĚƵĐĞƐ�ƚŚĞ�ƟŵĞ�ƚŽ�ŚĞĂůŝŶŐ�ĨŽƌ�

ƉĂƟĞŶƚƐ�ǁ ŝƚŚ�W' ͕ �ĐŽŵƉĂƌĞĚ�ƚŽ�ƚƌĞĂƚŵĞŶƚ�ǁ ŝƚŚ�ŽƌĂů�ƉƌĞĚŶŝƐŽůŽŶĞ�;ƐƚĂŶĚĂƌĚ�ĐĂƌĞͿ͘��

Alongside the randomised controlled trial of systemic treatments, was a

ƉƌŽƐƉĞĐƟǀ Ğ�ŽďƐĞƌǀ ĂƟŽŶĂů�ƐƚƵĚǇ�ĨŽƌ�ƉĂƟĞŶƚƐ�ďĞŝŶŐ�ƚƌĞĂƚĞĚ�ǁ ŝƚŚ�ƚŽƉŝĐĂů�ƚŚĞƌĂƉǇ͘

^ŚĞƌŶĂǌ�t ĂůƚŽŶ͕ �WƌŝŶĐŝƉĂů�/Ŷǀ ĞƐƟŐĂƚŽƌ�ŝŶ�, Ƶůů͕�ƐŚĂƌĞƐ�ǁ ŚǇ�ƐŚĞ�ĐŚŽƐĞ�ƚŽ�ŐĞƚ�ŝŶǀ Žůǀ ĞĚ͗ �

“/�ŚĂǀ Ğ�Ă�ƐƉĞĐŝĂů�ŝŶƚĞƌĞƐƚ�ŝŶ�ƉǇŽĚĞƌŵĂ�ŐĂŶŐƌĞŶŽƐƵŵ�;W' Ϳ�ĂŶĚ�ŝŶ�ƚŚĞ�ƉĂƐƚ�ŚĂǀ Ğ�ƚƌĞĂƚĞĚ�ƚŚŝƐ�ƌĞůĂƟǀ ĞůǇ�ƌĂƌĞ�ĐŽŶĚŝƟŽŶ�

with different systemic therapies, including pulse cyclophosphamide infusions. This study has given me an 

opportunity to test two commonly used treatment ŵŽĚĂůŝƟĞƐ�ĂŶĚ�ŵǇ�Ăŝŵ�ŝƐ�ƚŽ�ĚĞǀ ĞůŽƉ�Ğǀ ŝĚĞŶĐĞ�ďĂƐĞĚ�ƉĂƚŚǁ ĂǇƐ�

to standardise care in different areas of the country”

Pyoderma gangrenosum (PG)

May 2015



RCT of Systemic Therapies

Study overview: WĂƌƟĐŝƉĂŶƚƐ�ǁ ĞƌĞ�ƌĂŶĚŽŵŝƐĞĚ�ƚŽ�ƌĞĐĞŝǀ Ğ�ĞŝƚŚĞƌ�ĐŝĐůŽƐƉŽƌŝŶ�;ϰ�ŵŐͬ ŬŐͬ ĚĂǇ͕�ƵƉ�ƚŽ�Ă�

ceiling dose of 400 mg/day) or prednisolone (0.75 mg/kg/day, up to a ceiling dose of 75 mg/day) and

ǁ ĞƌĞ�ĨŽůůŽǁ ĞĚ�ƵƉ�ĨŽƌ�Ă�ƉĞƌŝŽĚ�ŽĨ�ϲ�ŵŽŶƚŚƐ͕ �Žƌ�ƵŶƟů�ƚŚĞŝƌ�ƚĂƌŐĞƚ�ůĞƐŝŽŶ�ŚĂĚ�ŚĞĂůĞĚ͘

WĂƌƟĐŝƉĂŶƚƐ͗ �ƚ�ďĂƐĞůŝŶĞ͕�ďŽƚŚ�ŐƌŽƵƉƐ�ŽĨ�ƉĂƌƟĐŝƉĂŶƚƐ�ǁ ĞƌĞ�ǁ Ğůů�ďĂůĂŶĐĞĚ͕ �ŝŶĐůƵĚŝŶŐ�ĂŐĞ͕�ŐĞŶĚĞƌ͕�

ǁ ĞŝŐŚƚ͕ �ƵůĐĞƌ�ƐŝǌĞ�ĂŶĚ�ƉƌĞƐĞŶĐĞ�ŽĨ�ƵŶĚĞƌůǇŝŶŐ�ĚŝƐĞĂƐĞ͘��dŚĞ�Ăǀ ĞƌĂŐĞ�ĂŐĞ�ŽĨ�ƉĂƌƟĐŝƉĂŶƚƐ�ǁ ĂƐ�ϱϰ�ǇĞĂƌƐ͕ �ĂŶĚ�

ϲϱй �ŽĨ�ƉĂƌƟĐŝƉĂŶƚƐ�ǁ ĞƌĞ�ĨĞŵĂůĞ͘���ƌŽƵŶĚ�ϳ Ϭй �ŽĨ�ƉĂƌƟĐŝƉĂŶƚƐ�ŚĂĚ�Ă�ůĞƐŝŽŶ�фϮϬĐŵ2 and around 30% had

presence of underlying systemic disease.

Choice of primary outcome: The primary outcome of velocity of healing was assessed by measuring

digital images taken at baseline and at he week 6 visit. This was chosen as the primary outcome as it

could be blinded (which was important for an open-ůĂďĞů�ƚƌŝĂů�ůŝŬĞ�ƚŚŝƐͿ͖�ďĞĐĂƵƐĞ�ŝƚƐ�ĐŽůůĞĐƟŽŶ�Ăƚ�ϲ�ǁ ĞĞŬƐ�

meant that loss to follow-up would be minimised; and because previous work in venous leg ulcer

ƉĂƟĞŶƚƐ�ƐƵŐŐĞƐƚƐ�ƚŚĂƚ�ǀ ĞůŽĐŝƚǇ�ŽĨ�ŚĞĂůŝŶŐ�ŝƐ�Ă�ŐŽŽĚ�ŝŶĚŝĐĂƚŽƌ�ŽĨ�ƐƵďƐĞƋƵĞŶƚ�ŚĞĂůŝŶŐ͘���ŝŐŝƚĂů�ŝŵĂŐĞƐ�ǁ ĞƌĞ�

ƐĐŽƌĞĚ�ďǇ�ŝŶĚĞƉĞŶĚĞŶƚ�ĂƐƐĞƐƐŽƌƐ�ǁ ŚŽ�ĚŝĚ�ŶŽƚ�ŬŶŽǁ �ǁ ŚŝĐŚ�ƚƌĞĂƚŵĞŶƚ�ƚŚĞ�ƉĂƟĞŶƚ�ŚĂĚ�ƌĞĐĞŝǀ ĞĚ͘ ��

Results

We found no difference between ciclosporin and

prednisolone in the velocity of healing over 6 weeks,

with very narrow confidence intervals: adjusted mean 

difference 0.00cm2/day (95% CI: -0.20, 0.21; p =

0.975). Similarly, there was no difference in the 

ŵĞĚŝĂŶ�ƟŵĞ�ƚŽ�ŚĞĂůŝŶŐ͗�ϭϯϰ�ĚĂǇƐ�ĨŽƌ�ĐŝĐůŽƐƉŽƌŝŶ�

compared to 112 days for prednisolone (p=0.84). In

both groups, fewer than 50% of lesions had healed by

ϲ�ŵŽŶƚŚƐ͕ �ĂŶĚ�ĂůŵŽƐƚ�ϯϬй �ŽĨ�ƉĂƌƟĐŝƉĂŶƚƐ�ŚĂĚ�Ă�

ƌĞĐƵƌƌĞŶĐĞ�ŽĨ�W' �ĂŌĞƌ�ŝŶŝƟĂů�ŚĞĂůŝŶŐ͘�

Approximately two-ƚŚŝƌĚƐ� ŽĨ�ƉĂƟĞŶƚƐ�ĞǆƉĞƌŝĞŶĐĞĚ�

ĂĚǀ ĞƌƐĞ�ƌĞĂĐƟŽŶƐ͕ �ǁ ŝƚŚ�ŵŽƌĞ�ƐĞƌŝŽƵƐ�ŝŶĨĞĐƟŽŶƐ�ŽĐĐƵƌƌŝŶŐ�ŝŶ�ƚŚĞ�ƉƌĞĚŶŝƐŽůŽŶĞ�ŐƌŽƵƉ�ĂŶĚ�ŵŽƌĞ�

ŚǇƉĞƌƚĞŶƐŝŽŶ�ĂŶĚ�ƌĞŶĂů�ĚǇƐĨƵŶĐƟŽŶ�ŽĐĐƵƌƌŝŶŐ�ǁ ŝƚŚ�ĐŝĐůŽƐƉŽƌŝŶ͘ �&ŽƌƚǇ�;ϲϳ й Ϳ�ŽĨ�ƉĂƌƟĐŝƉĂŶƚƐ�ŝŶ�ƚŚĞ�

ĐŝĐůŽƐƉŽƌŝŶ�ŐƌŽƵƉ�ĂŶĚ�ϯϱ�;ϲϲй Ϳ�ŝŶ�ƚŚĞ�ƉƌĞĚŶŝƐŽůŽŶĞ�ŐƌŽƵƉ�ĞǆƉĞƌŝĞŶĐĞĚ�Ăƚ�ůĞĂƐƚ�ŽŶĞ�ĂĚǀ ĞƌƐĞ�ƌĞĂĐƟŽŶ͘ �

Overall, there were no between group differences for any of the primary or secondary outcomes. 

What does this mean?

These results are important as they suggest that clinicians can choose to prescribe either ciclosporin or

ƉƌĞĚŶŝƐŽůŽŶĞ�ĨŽƌ�ƚŚĞŝƌ�ƉĂƟĞŶƚƐ͕ �ƐĂĨĞ�ŝŶ�ƚŚĞ�ŬŶŽǁ ůĞĚŐĞ�ƚŚĂƚ�ƚŚĞǇ�ĂƌĞ�ůŝŬĞůǇ�ƚŽ�ďĞ�ŽĨ�ĐŽŵƉĂƌĂďůĞ�Ğĸ ĐĂĐǇ͘�

dŚŝƐ�ŵĞĂŶƐ�ƚŚĂƚ�ƐŚĂƌĞĚ�ƚƌĞĂƚŵĞŶƚ�ĚĞĐŝƐŝŽŶƐ�ĐĂŶ�ďĞ�ŵĂĚĞ�ŽŶ�ĂŶ�ŝŶĚŝǀ ŝĚƵĂů�ďĂƐŝƐ͖ �ŝŶĨŽƌŵĞĚ�ďǇ�ƉĂƟĞŶƚ�

preference and the side-effect profiles of the two drugs. It is reassuring to know that a bigger trial is 

unlikely to have shown different results. The confidence intervals around the primary outcome were 

narrow—ƐƵŐŐĞƐƟŶŐ�ƚŚĂƚ�Ă�ĐůŝŶŝĐĂůůǇ�ŵĞĂŶŝŶŐĨƵů�Ěŝī ĞƌĞŶĐĞ�ďĞƚǁ ĞĞŶ�ƚŚĞ�ƚǁ Ž�ŝŶƚĞƌǀ ĞŶƟŽŶƐ�ŝƐ�ƵŶůŝŬĞůǇ�ƚŽ�

have been missed in error.



WƌŽƐƉĞĐƟǀ Ğ�KďƐĞƌǀ ĂƟŽŶĂů�̂ ƚƵĚǇ�ŽĨ�dŽƉŝĐĂů�dŚĞƌĂƉŝĞƐ

Study overview: WĂƌƟĐŝƉĂŶƚƐ�ǁ ŚŽ�ǁ ĞƌĞ�ƐĐƌĞĞŶĞĚ�ĨŽƌ�ƉĂƌƟĐŝƉĂƟŽŶ�ŝŶ�ƚŚĞ�̂ dKW�' �W�ƌĂŶĚŽŵŝƐĞĚ�

controlled trial but were either ineligible, or chose not to receive systemic therapy, were enrolled into

ƚŚŝƐ�ƉĂƌĂůůĞů�ŽďƐĞƌǀ ĂƟŽŶĂů�ƐƚƵĚǇ͘�dŚĞ�ƐƚƵĚǇ�ĚƵƌĂƟŽŶ�ĂŶĚ�ǀ ŝƐŝƚ�ƐĐŚĞĚƵůĞ�ǁ ĂƐ�ƚŚĞ�ƐĂŵĞ�ĂƐ�ĨŽƌ�ƚŚĞ�Z�d͕ �ďƵƚ�

digital images and health economic outcomes were not collected.

WĂƌƟĐŝƉĂŶƚƐ: Sixty-Ɛŝǆ�ƉĂƌƟĐŝƉĂŶƚƐ�ǁ ĞƌĞ�ĞŶƌŽůůĞĚ�ŝŶƚŽ�ƚŚĞ�ŽďƐĞƌǀ ĂƟŽŶĂů�ƐƚƵĚǇ͘��ĂƐĞůŝŶĞ�ĐŚĂƌĂĐƚĞƌŝƐƟĐƐ�

ǁ ĞƌĞ�ďƌŽĂĚůǇ�ƐŝŵŝůĂƌ�ƚŽ�ƚŚŽƐĞ�ŽĨ�ƉĂƌƟĐŝƉĂŶƚƐ�ĞŶƌŽůůĞĚ�ŝŶ�ƚŚĞ�Z�d͕ �ǁ ŝƚŚ�ƚŚĞ�ĞǆĐĞƉƟŽŶ�ƚŚĂƚ�ƚŚĞ�ůĞƐŝŽŶ�ƐŝǌĞƐ�

were generally smaller (median size of lesion at baseline was 5cm2 ŝŶ�ŽďƐĞƌǀ ĂƟŽŶĂů�ƐƚƵĚǇ�ĂŶĚ�ϵ�Đŵ2 in

the RCT).

Treatments included:

 �ůŽďĞƚŽƐŽů�ƉƌŽƉŝŽŶĂƚĞ�Ϭ͘Ϭϱй �;ϰϵ�ƉĂƌƟĐŝƉĂŶƚƐ͖ �ϳ ϰй Ϳ

 dĂĐƌŽůŝŵƵƐ�Ϭ͘Ϭϯй �Žƌ�Ϭ͘ϭй �;ϭϬ�ƉĂƌƟĐŝƉĂŶƚƐ͖ �ϭϱй Ϳ�

 K ƚŚĞƌ�ƚŽƉŝĐĂů�ŝŶƚĞƌǀ ĞŶƟŽŶƐ—ŽƚŚĞƌ�ƚŽƉŝĐĂů�ĐŽƌƟĐŽƐƚĞƌŽŝĚƐ�;ŶсϲͿ͕�ŇƵĚƌŽǆǇĐŽƌƟĚĞ�ŝŵƉƌĞŐŶĂƚĞĚ�ƚĂƉĞ�

(Haelan® Tape) (n=1), and lymecycline (Tetralysal® 300) (n=1).

KŶĞ�ƉĂƌƟĐŝƉĂŶƚ�ƌĞĐĞŝǀ ĞĚ�ďŽƚŚ�ĐůŽďĞƚŽƐŽů�ƉƌŽƉŝŽŶĂƚĞ�ĂŶĚ�ƚĂĐƌŽůŝŵƵƐ�ĂŶĚ�ǁ ĂƐ�ƚŚĞƌĞĨŽƌĞ�ŝŶĐůƵĚĞĚ�ŝŶ�ďŽƚŚ�

sub-ŐƌŽƵƉƐ͘ � &ŝǀ Ğ� ƉĂƌƟĐŝƉĂŶƚƐ� ŝŶ� ƚŚĞ� ĐůŽďĞƚŽƐŽů� ƉƌŽƉŝŽŶĂƚĞ�ŐƌŽƵƉ� ǁ ĞƌĞ� ƚĂŬŝŶŐ�ĐŽŶĐƵƌƌĞŶƚ� ĂŶƟ-

ŝŶŇĂŵŵĂƚŽƌǇͬŝŵŵƵŶĞ� ŵŽĚŝĨǇŝŶŐ� ŵĞĚŝĐĂƟŽŶƐ� ĨŽƌ� ƚŚĞ� ƚƌĞĂƚŵĞŶƚ� ŽĨ� ŽƚŚĞƌ� ĐŽŶĚŝƟŽŶƐ� ŝŶĐůƵĚŝŶŐ�

ĂǌĂƚŚŝŽƉƌŝŶĞ�;Ŷ�с�ϮͿ͕�ƚĞƚƌĂĐǇĐůŝŶĞƐ�;Ŷ�с�ϮͿ�ĂŶĚ�ĂŶƟ-TNF (n = 1).

Results

�Ǉ�ϲ�ŵŽŶƚŚƐ͕ �ϰϰй �ƵůĐĞƌƐ�ŚĂĚ�ŚĞĂůĞĚ�ŽŶ�ƚŽƉŝĐĂů�ƚŚĞƌĂƉǇ�ĂůŽŶĞ͖�ŵĞĚŝĂŶ�ƟŵĞ�ƚŽ�ŚĞĂůŝŶŐ�ǁ ĂƐ�ϰϲ�ĚĂǇƐ�

;ŝŶƚĞƌƋƵĂƌƟůĞ�ƌĂŶŐĞ͗�Ϯϵ ͕ �ϭϲϬ�ĚĂǇƐͿ͘�

�ĂƐĞůŝŶĞ�ƵůĐĞƌ�ƐŝǌĞ�ǁ ĂƐ�Ă�ƐŝŐŶŝĮ ĐĂŶƚ�ƉƌĞĚŝĐƚŽƌ�ŽĨ�ƟŵĞ�ƚŽ�ŚĞĂůŝŶŐ�;ŚĂǌĂƌĚ�ƌĂƟŽ͗ �Ϭ͘ϵϰ͖ �ϵϱй ��/͗�Ϭ͘ϴϴ͕�ϭ͘ ϬϬ͖�

Ɖ�с�Ϭ͘Ϭϰϯ Ϳ͕�ĂŶĚ�ϭϱй �ŽĨ�ƉĂƌƟĐŝƉĂŶƚƐ�ŚĂĚ�Ă�ƌĞĐƵƌƌĞŶĐĞ͘

��ƚŚŝƌĚ�ŽĨ�ƉĂƟĞŶƚƐ�ƌĞƋƵŝƌĞĚ�ƐǇƐƚĞŵŝĐ�ƚŚĞƌĂƉǇ͕�ĂŶĚ�ŽĨ�ƚŚĞƐĞ�ϭϯ�;ϱϵй Ϳ�ǁ ĞŶƚ�ŽŶ�ƚŽ�ďĞ�ĞŶƌŽůůĞĚ�ŝŶƚŽ�ƚŚĞ�

STOP GAP RCT. For those that entered into the RCT, 8 (62%) healed by 6 months, with 3 of the 13 (23%)

healing by 6 weeks.

dƌĞĂƚŵĞŶƚ�ƌĞƐƉŽŶƐĞ�ǁ ĂƐ�ďƌŽĂĚůǇ�ƐŝŵŝůĂƌ�ĨŽƌ�ƉĂƟĞŶƚƐ�ƌĞĐĞŝǀ ŝŶŐ�ĐůŽďĞƚŽƐŽů�ƉƌŽƉŝŽŶĂƚĞ�ĂŶĚ�ƚĂĐƌŽůŝŵƵƐ͕ �

ĂůƚŚŽƵŐŚ�ǁ ŝƚŚ�ŽŶůǇ�ϭϬ�ƉĂƌƟĐŝƉĂŶƚƐ�ŝŶ�ƚŚĞ�ƚĂĐƌŽůŝŵƵƐ�ŐƌŽƵƉ͕ �ŝƚ�ŝƐ�Ěŝĸ ĐƵůƚ�ƚŽ�ƌĞĂĐŚ�Į ƌŵ�ĐŽŶĐůƵƐŝŽŶƐ͘

What does this mean?

dŚĞ�ƉŽƐƐŝďŝůŝƚǇ�ƚŚĂƚ�ŵŝůĚ�W' �ŵĂǇ�ďĞ�ĐŽŶƚƌŽůůĞĚ�Ğī ĞĐƟǀ ĞůǇ�ƵƐŝŶŐ�ƚŽƉŝĐĂů�ĂŐĞŶƚƐ�ǁ ŝƚŚŽƵƚ�ŝŶĐƵƌƌŝŶŐ�ƚŚĞ�ƐŝĚĞ-

Ğī ĞĐƚ�ƉƌŽĮ ůĞ�ĂƐƐŽĐŝĂƚĞĚ�ǁ ŝƚŚ�ƐǇƐƚĞŵŝĐ�ƚƌĞĂƚŵĞŶƚƐ�ŝƐ�Ă�ǀ ĞƌǇ�ŝŵƉŽƌƚĂŶƚ�Į ŶĚŝŶŐ�ĨŽƌ�ŐƵŝĚŝŶŐ�ĐůŝŶŝĐĂů�ƉƌĂĐƟĐĞ͘�

�ĂƌĞ�ƐŚŽƵůĚ�ďĞ�ƚĂŬĞŶ�ǁ ŚĞŶ�ĐŽŵƉĂƌŝŶŐ�ƚŚĞ�ƌĞƐƵůƚƐ�ŽĨ�ƚŚĞ�ĐŽŚŽƌƚ�ŽĨ�ƉĂƟĞŶƚƐ�ƉĂƌƟĐŝƉĂƟŶŐ�ŝŶ�ƚŚĞ�ƚŽƉŝĐĂů�

treatment study with those from treated with systemic treatments in the RCT, as those in the RCT were a

Ěŝī ĞƌĞŶƚ�ƉŽƉƵůĂƟŽŶ�ǁ ŝƚŚ�ůĂƌŐĞƌ�ƵůĐĞƌƐ͘ �
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Tony Ormerod a.d.ormerod@abdn.ac.uk

Hywel Williams ŚǇǁ Ğů͘ǁ ŝůůŝĂŵƐΛ ŶŽƫ ŶŐŚĂŵ͘ ĂĐ͘ƵŬ

Eleanor Mitchell ƐƚŽƉŐĂƉΛ ŶŽƫ ŶŐŚĂŵ͘ ĂĐ͘ƵŬ

Eleanor Harrison ƐƚŽƉŐĂƉΛ ŶŽƫ ŶŐŚĂŵ͘ ĂĐ͘ƵŬ

What does this mean for the future?

 EĞŝƚŚĞƌ�ĐŝĐůŽƐƉŽƌŝŶ�ŶŽƌ�ŽƌĂů�ƉƌĞĚŶŝƐŽůŽŶĞ�ǁ ĞƌĞ�ƉĂƌƟĐƵůĂƌůǇ�Ğī ĞĐƟǀ Ğ�— only 50% of ulcers healed by 6

months

 /ŶŝƟĂů�ƚŚĞƌĂƉǇ�ŽĨ�ŵŝůĚ�W' �ǁ ŝƚŚ�ƚŽƉŝĐĂů�ƚƌĞĂƚŵĞŶƚƐ�ŵĂǇ�ďĞ�ƵƐĞĨƵů

 Recurrence of PG is common – ĂŶĚ�ƐŚŽƵůĚ�ďĞ�ĐŽŶƐŝĚĞƌĞĚ�ŵŽƌĞ�ĨƵůůǇ�ŝŶ�ŵĂŶĂŐŝŶŐ�ƉĂƟĞŶƚ�ĞǆƉĞĐƚĂƟŽŶ

 EĞǁ ͕ �ŵŽƌĞ�Ğī ĞĐƟǀ Ğ͕�ƚŚĞƌĂƉĞƵƟĐ�ƐƚƌĂƚĞŐŝĞƐ�ĂƌĞ�ŶĞĞĚĞĚ�ĨŽƌ�ƚŚŝƐ�ĚĞďŝůŝƚĂƟŶŐ�ĐŽŶĚŝƟŽŶ

 New PG services are currently being established as part of specialist commissioning

WůĂŶƐ�ĨŽƌ�ĚŝƐƐĞŵŝŶĂƟŽŶ�ͬ �ŝŵƉůĞŵĞŶƚĂƟŽŶ
 dŚĞ�ŵĂŝŶ�Z�d�ƌĞƐƵůƚƐ�ŚĂǀ Ğ�ďĞĞŶ�ĂĐĐĞƉƚĞĚ�ĨŽƌ�ƉƵďůŝĐĂƟŽŶ�ŝŶ�dŚĞ��D :͘ �/ƚ�ŝƐ�ŐƌĞĂƚ�

that this important study has been accepted in a high-profile general medical 

ũŽƵƌŶĂů͘��ůů�ƐŝƚĞƐ�ƚŚĂƚ�ĐŽŶƚƌŝďƵƚĞĚ�Ăƚ�ůĞĂƐƚ�ŽŶĞ�ƉĂƟĞŶƚ�ƚŽ�ƚŚĞ�Z�d�ĂƌĞ��ŶĂŵĞĚ�

ĐŽůůĂďŽƌĂƚŽƌƐ�ŽŶ�ƚŚŝƐ�ƉĂƉĞƌ͘�t Ğ�ǁ ŝůů�ĂůƐŽ�ďĞ�ƉƵďůŝƐŚŝŶŐ�ƚŚĞ�ŽďƐĞƌǀ ĂƟŽŶĂů�ƐƚƵĚǇ�ƐĞƉĂƌĂƚĞůǇ�ŽŶĐĞ�ƚŚĞ�

main RCT results are published.

 The trial was funded as part of a NIHR programme grant for applied research (PGfAR). The STOP GAP

results have been included in the final report; which is to be published as part of the NIHR journal 

series.

 dǁ Ž�ĂďƐƚƌĂĐƚƐ�ǁ ĞƌĞ�ƉƌĞƐĞŶƚĞĚ�Ăƚ�ƚŚĞ��͘ � ͘ ��ĂŶŶƵĂů�ĐŽŶĨĞƌĞŶĐĞ�ŝŶ�ϮϬϭϰ�;Z�d�ĂƐ�ĂŶ�ŽƌĂů�ƉƌĞƐĞŶƚĂƟŽŶ�

ĂŶĚ�ŽďƐĞƌǀ ĂƟŽŶĂů�ƐƚƵĚǇ�ĂƐ�Ă�ƉŽƐƚĞƌͿ͕�ƚŚĞ�ƌĞƐƵůƚƐ�ŚĂǀ Ğ�ĂůƐŽ�ďĞĞŶ�ƉƌĞƐĞŶƚĞĚ�Ăƚ�Ă�ůĞĂĚŝŶŐ��ƵƌŽƉĞĂŶ�

conference.

 �Ɛ�ǇŽƵ�ŬŶŽǁ ͕ �ǀ ĂƌŝŽƵƐ�ŐƌŽƵƉƐ�ĂƌŽƵŶĚ�ƚŚĞ�h<�ĂŶĚ�ŝŶƚĞƌŶĂƟŽŶĂůůǇ�ŚĞůƉĞĚ�ƉƵďůŝĐŝƐĞ�ƚŚĞ�ƚƌŝĂů͘��t Ğ�ƉůĂŶ�ŽŶ�

sharing a summary of the results with these groups, for inclusion on their websites and/or own

ŶĞǁ ƐůĞƩ ĞƌƐ͘

 dŚĞ�dŝƐƐƵĞ�s ŝĂďŝůŝƚǇ�EĞƚǁ ŽƌŬ�ǁ ĞƌĞ�ǀ ĞƌǇ�ŚĞůƉĨƵů�ŝŶ�ƉƌŽŵŽƟŶŐ�̂ dKW�' �W͕�ƐŽ�ǁ Ğ�ǁ ŝůů�ďĞ�ƐŚĂƌŝŶŐ�ƚŚĞ�

results with this network too.

dŚŝƐ�ŶĞǁ ƐůĞƩ Ğƌ�ƉƌĞƐĞŶƚƐ�ŝŶĚĞƉĞŶĚĞŶƚ�ƌĞƐĞĂƌĐŚ�ĨƵŶĚĞĚ�ďǇ�ƚŚĞ�EĂƟŽŶĂů�

/ŶƐƟƚƵƚĞ�ĨŽƌ�, ĞĂůƚŚ�ZĞƐĞĂƌĐŚ�;E /, ZͿ�ƵŶĚĞƌ�ŝƚƐ�WƌŽŐƌĂŵŵĞ�' ƌĂŶƚƐ�ĨŽƌ�

Applied Research Programme (RP-PG-0407-10177). The views expressed in

ƚŚŝƐ�ŶĞǁ ƐůĞƩ Ğƌ�ĂƌĞ�ƚŚŽƐĞ�ŽĨ�ƚŚĞ�ĂƵƚŚŽƌƐ�ĂŶĚ�ŶŽƚ�ŶĞĐĞƐƐĂƌŝůǇ�ƚŚŽƐĞ�ŽĨ�ƚŚĞ�

NHS, the NIHR or the Department of Health.

/ƚ�ŝƐ�ŝŵƉŽƌƚĂŶƚ�ƚŚĂƚ�ƚŚĞƐĞ�ƌĞƐƵůƚƐ�ƌĞŵĂŝŶ�ĐŽŶĮ ĚĞŶƟĂů�ĨŽƌ�ƚŚĞ�ƟŵĞ�ďĞŝŶŐ�;ĞƐƉĞĐŝĂůůǇ�

ĨƌŽŵ�ƚŚĞ�ŵĞĚŝĂͿ�ƐŝŶĐĞ�ƚŚŝƐ�ĐŽƵůĚ�Ăī ĞĐƚ�ƚŚĞ�ũŽƵƌŶĂů�ƉƵďůŝĐĂƟŽŶ͘ ��, Žǁ Ğǀ Ğƌ͕�ŽĨ�ĐŽƵƌƐĞ͕�

ǁ Ğ͛Ě�ŚŽƉĞ�ƚŚĞǇ�ǁ ŝůů�ŝŶĨŽƌŵ�ůŽĐĂů�ƉƌĂĐƟĐĞ͘


