CLINICAL EVALUATION

A clinical evaluation of Urgotul®
to treat acute and chronic wounds

Maureen Benbow, Gilly losson

study was conducted o evaluare the

use of the novel wound dressing

Lirgorul® in the management ot acute
and chrenic wounds across primary and sec-
ondary care during 2001-2002. This was the
first non-comparative, descnipoive chnical
trinl of the product i a single site i the UK.
A roral of 22 hospital and community
patients completed the smudy which lasted
4 months from Qcrober 2001 o February
2002, This article describes the conduet of the

stindy and stody resules,

TRADITIONAL DRESSINGS

Hhszornically, tullesrype dressings, containing
soft paraffin, were used rounoely for donor
sites, burns and lee wleers because of cheir
percerved advantage of non-adherence to the
wound surface (Themas, 1990)). In prachce,
these dressings, were greasy and theretore
semiocclusive, somerimes causing problems
with skin and wound maceration beneath
them {(Thomas, 1990). Today, wulle dressings
are available that act as carriers for other sub-
stances, such  as  anaestheric  agents,
sulphonamides, antibiones, honey and viea
imuns | Thomas, 19904

A common problem assocated with rulle
dressimgs an pracnoce s that as the exudare
andfor blood dries our, the dressing strongly
adheres o the wound causing bleeding, reau-
ma and pam on remaoval {Thomas, 19900,
Maore seriously, if the dressings are left in
place for too long, sranulation fissue grows
through the open weave of the dressing, again
causing disruption of the newly formed
epithelial tissue on removal.

Newer ‘non-adherent” dressings have been
developed o try to address the problem of
adherence, such as Melolin (Smuch &
MNephew) and Telfa (Kendail), In practice
there may stll be a problem with adherence
to the wound serface with these dressings, as
frequently  observed by the auothors
(Morgan, 2000,

Abstract

This article describes the first UK clinical open study of Urgotul®,

a new dressing, in the management of acute and chronie wounds.

A single-centre, qualitative, descriptive, non-comparative study

was carried out to evaluate the tolerance, acceptability and efficacy

of Urgotul®@ in practice. Urgotul® comprises a new concept in wound
management: lipido-collold technology. It is a class Ilb medical device
and takes the form of a non-occlusive, thin-sheet, lipido-colloid dressing.
Twenty-two out of 27 hospital inpatients who were selected by the tissue
viability nurse and vascuwlar nurse completed the study. Informed written
consent was obtained before inclusion and photography of the wounds.
Wounds were photographed and traced on entry, at each dressing change
and on exit. The clinical report forms were completed weekly until
waunds healed, or up to 8 maximum of 4 weeks. Patient and nurse
acceptability was documented weekly and on exit from the study.

The results were very positive regarding ease of application,
conformability and non-adherence, absence of trauma, pain and bleeding
on removal, with minimal maceration of the surrounding skin and odour.
The study involved a limited sample of patients but demonstrated good
efficacy, tolerance and acceptability of the dressing in a wide range

of acute and chronic wounds.

URGOTUL®

Urgotul® is a new concept in wound manage-
ment known as lipido-colloid technology. It is
a sterile; EC class ITh medical device developed
and produced by Urgo Laboratories in Digon,
France, and 15 available through the UK sub-
sidiary, Parema Medical Ld.

Urgorul®@ is: a non-occlusive, thin-sheer,
lipido-colleid dressing comprising a 100%
polyester net with non-deformahle filaments
impregnated with hvdrocolloid particles dis-
persed in a perroleum jelly marrix | Nurses'
Index af Medicines and Products, 2003),
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wound envieonment nf moisture, protection
and warmth {(Winter, 1962} Limited infor-
mal evaluations conducted in the UK by the

author and other UK tissue viability nurses - i
Accepied for publication:

before the climical study had shown chat September 2003

Urgotul® 15 non-greasy to the touch, non-
adherent and comfortable {Benbow, 2002},
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Table 1. Mean wound surface of the acute and chronic
wounds during one month of treatment

Mean wound surface {emZ)

Acute wounds. Week 0 Week 4
Mean" 84.4 12.6
Minimum 1.35 4.73
waximum 280.0 382
Chronic wounds Week 0 Week 4
Mean 26.8 750
Minimum 3.5 24
Maximum 59.0 119

Table 2. Rate of healing and healing time of the acute

and chronic wounds during one month of treatment

Acute wounds (n=12) Healed Not healed
7 (58%) 5 (42%)

Healing time (dey): 16.5 % 5.0

Chronic wounds (n=10) ; Healed Not healed
1 (10%) 9 (90%)

Healing time {day): 10

Urgorol® is indicated as a pnmary dressing
for a wide range of acute wounds ncluding
superficial burns, abrasions,  traumatic
wouinds and chronie wounds, such as pres-
sure ulcers, leg ulcers and dehisced wounds
{Meaume et al, 2002}, It is supplied in three
sizes — 10emx 10cm, 15ecmx20cm and
| {(emx 40 em — with each dressing individu-
ally wrapped,

Adherence ro the wound surface is prevent-
ed by livdranon of the hydrocolloid particles
with wound exudate producing 2 lipido-col-
loicl  interface (Urgorul® Product File:
Laboratoire Urzo). This allows the dressing
to remain in place for extended periods with-
out sticking to the wound surface and causing
trauma on removal. The maximum wear tme
locally was found to be 14 days, when a
patient missed an appointment, but 14 rou-
tinely 3-7 days. The dressing is not absorbent
but allows drainage of exudare through its
fine, constantly open mesh into an outer
absorbent dressing, as observed during the
study. This avoids any build-up, aoclusion or
maceration of the wound and surrounding
skin. Mewly formed granulation tissue is pre-
vented from migrating through the dressing

by the small opening diameter of the mesh
that, in turn, prevents trauma, bleeding and
pain on removal,

METHOD

The aims of the study were o evaluate patient
tolerance and overall efficacy of the product,
patient and nurse acceprability and dressing
performance, Patients were recruted into the
study following approval from the local
rescarch ethics commirrec,

Subjects were selecred from referrals made
1o the rissue viability nurse and vascular nurse
from within the hospital trust who masched
the eriteria set for inclusion into the study.
The inclusion criteria stared thar the paoent
must be adult and capable of giving written
comsent, have an acute or chronie wound suit-
able for use of Urgotul®, as judged by clini-
cal assessment. Urgotl® is indicated for
local care of acure and chronic wounds at the
granulation and epitheliahzation stages.

The product was assessed during the trial
for a maximum of 4 wecks, or until the
wound healed, if less than 4 weeks. Subjects
originating in the hospital were followed up
in the community following dischargs.

Twentv-seven  subjects  were recruited
between Octaber 2001 and February 2002
Of the subjecrs, 22 completed the study, as
five patients were lost to the study as a result
of loss of contact. The 22 patients included
wine males and 13 females, The age of the
subjects ranged from 23 years to 86 years.

A wide range of wound types were includ-
ed in the study. The chronic wounds were:

@ Pressure ulcers on the sacrum (three)

@ Venousfarterial leg ulcees (five)

@ Diabetic foot uleer (one)

® Traumatic haematoma on the shin {one)

The acute wounds were:
® Burns to the shoulders, legs and arms (tive)
@ Postoperarive abdominal wounds (two) —

these were being treated with vacuum-

assisted closure (VAC) therapy and

Urgotul® was used to line the cavities to

prevent ingrowth of granulation tssue
@ Traumatic wounds (three)

@ Cellulios (twa).

Before inclusion in the study, the study
requirements were explained to the potential
subjects. Informed, written consent was
ohtained from subjects for inclusion in the
study and for photography of their wounds,
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Consent from the respective consultants and
chief excecutive was alse obtained for the study.

The patents and their wounds were
assessed for smtability for mclusion. Ac each
dressing. change, the wound ssséssment and
area tracing were documented and pho-
tographs were raken with a digital camera,
The time between dressing changes varied
from 3 ro 7 davs in the patients with acure
wounds and from 6 to 7 days in the parients
with chronic wounds, Patient and nurse obser-
vanons were also documented o evaluate
acceptability at cach dressing change and ar
the end poinc of treatment. Secondary dress-
ings were applied ar the clincian’s diseretion
avcording to the site of the wound and general
assessment. For some lowsexudate wounds a
vapour-permeable film was adequate; for ath-
ers, .8, heavily exuding leg wounds, padding
and & bandage were necessary,

The wound assessment data were recorded
on a clinical report form on entryv to the study,
ar every dressing change and en exit from the
study. The data were statisticallv analvsed using
the SAS system. The parameters measured were
ease of application, ease of removal, the degree
of adherence on removal, bleeding on removal,
pain on removal, odour, maceration and con-
formability to the wound bed, The size of the
wound was documented and mmproved, even
healing noted. The progress of the wounds dur-
ing the 4 weeks of trearment can be seen in
Tables 1 and 2. During the weekly assessment
the two researchers were required to assess sub-
jectively the level for cach paramerer and
record the finding at each stage. For example,
ease of removal was assessed and recorded as
VErY easy, casy or difficalt,

RESULTS

Chronic wounds accounted for 45% (10} and
acute wounds 55% (12), There was a toal of
300 days of treatment and 71 dressing
changes carried out mainly by the tissue via-
bility nurse, vascular nurse or a suitably
trained first-level ward or community nurse,

The average mitial surface area in the acure
wound  group  was  84.36cm?  (range
1.35-250cm?), Seven {58%) wounds healed
completely, with @ mean healing time of
15 days (range 7-20 days! and a dressing
change frequency of 7.3 davs within the
4-week period. Three (25%) wounds showed
mnprovement and one wound  remainéd

static One wound deteriorated and the
patient was removed from the study,

It the chronic wound group the average
initial wound sucface area was 26.68 cml
{range 3.34=5%9cm?), One wound healed afer
1 days and the dressing change frequency
was 6.7 days, Nine of the chronic -series
remained unhealed bur showed marked reduc-
e in size during the 4 weeks of the evalus-
tiom. The initial surface area for acure wounds
wits 844 = 119 3om? [1.35-290.0] and the
final surface area was 12.6=16.5c¢m?
[4.73-38.2]. For chronic wounds the inital
surface area was 26,8 £ 28.8cm? [3.5-59.0)
and the final surface aren was 7.0=6.9cm?
[2.1-11.9]. Figare 1 shows a wound on enery
to the study and Figrre 2 shows the wound
after 4 weeks of trearment with Urgorul@®.
Table 3 shows the acceprability of Urgoml®
as evaluared by this study.

Ease of application

Throughout the evaluations there was toral
agreement amomg 2 number of nurses who
undertook the 71 dressing ‘changes chat
Urgotul® was very easy to apply. This wias
because of its flexibility and conformabiliry

Flgure 2. After 4 weeks of treatment with Urgotul®,
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to the wound area. The only minor problem
encountered was thac if the operatar’s gloves
were dry, the dressing tended to stick ta the
gloves. This was casily remedied by moisten-
ing the glove-covered fingers with sterile
saline before handling che dressing,

Table 3. Acceptability of Urgotul®

Parameter measured n k4
Ease of application (n=T1) _
Very easy 71 100
Ezsy - -
Difficult - -
Very difficuit - .
Ease of removai (n=T71) ;
Very easy il 100
Easy = =
Difficult - £
Very difficult A i
Adherence on removal (n=71)

MNone T1 100
Minimal = 5
Moderate - -
Important E :
Bleeding on removal (n=T70) B

None 70 100
Minimal - -
Moderate -
Impertant = =
Fain on removal (n=T1)

MNong 7 140
Mininal - -
Maoderate - -
Important = -
‘Cdour {h=T0)

None 55 s
Minimal 5 7
‘Moderate & 2
Offensive 4 6
Maceration (n=71)

MNone 68 a6
Minimal 2 3
Moderate ik 1

Table 4. Local adverse events (n=3)

_ Duration Relation
Nature Intensity  (day) Evolution to treatment
Pseudomonal X ] o
infection Severe 2 Disappearance  Excluded
Hypergranulation Mederate: 3 Disappearance Excluded
Hypergranulation Severe 4 Disappearance Excluded

Ease of removal

Again there was total agreement  thae
Urgotub®  was  wvery  easily  removed,
Comments - such as ‘cven after 5 davs
Urgotul® falls off the wound” were made by
the nurses invelved. There was never any need
ter soak the dressing off even in the one case
where it had been left for 14 days because the
patient had missed an appointment. Patents
were pleased that they did nor have o suffer
the pain of having a dressing sticking to ther
wounds, At no time was any bleeding associ-
ared with dressing remaoval observed,

Pain was assessed as none, mimimal or
mederate during dressing changes. Owing to
the rotally non-adherent nature of UrgomlE,
patients did nor suffer any pain when dress-
ings were removed,

Crdour was assessed and documented by the
researchers as none, minimal or moderate. At
the frse dressing change evaluation, one
patient’s chromie wound was reported as hay-
ing minimal odour and one as having moder-
are odour. It can be assumed rthat the odour
was not dressing-related but associated with
the wound being colomized/infected in the final
analysis as the wounds were swahbed,

There were tew reports of wound macera-
oon during the study, Two patients were
found to have wound maceration assessed as
minimal and one patient had a moderare
degree of maceration. As Urgotul® is nor
absorbent, it allows the passage of exudare
through into the outer absorbent dressings,
These were burn wounds on the shoulders
and groin where the exudare levels increased
after the application of a lvw-absorbent film
dressing: At rthe next dressing change
absorbent  gaure was placed over rthe
Urgotul® before applying the vapour-perme-
able film dressing which solved the problem.

Conformability was assessed and docu-
mented as very good, good or poor In all sub-
jects conformability was very good, This is
excellent considering that the wounds treared
varied m type, depth, shape and part of the
anatomy,. One patient receiving VAC had a
very deep, full-thickness abdominal wound
following wound infecrion amd breakdown
after Caesarian section, The base and sides of
the wound were carefully and easily lined
with Urgotul® to supporr healing, but main-
by to prevent the ingrowth of granulation tis-
sue into the VAC foam dressing (3 commonly
encountered problem in practice),
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In spite of there being moderate amounes of
exudate present in 12 wounds, maceration of
the surrounding skin (not of the wound) was
reported in only one case. The Urgorul®
dressings were described by nurses as being
easy to remove from the packaging and
patients: reparted them to be comforealle
when in place. Several of the patients with
chronic wounds had painful experiences of
dressings sticking to their wounds previously.

Tolerance

There were three local adverse events record-
ed in this clinical evaluadon (Tabde 4). Two
wounds {leg ulcers) over-granulated ar weeks
2 and 3, one of which was withdrawn and
one leg uleer became grossly infecred at week
4 (although this was not thought to be asso-
ciated with the dressing because of the under-
lving pathalogy and swab cesults).

DISCUSSION

This was the first single-centre clinical study in
the UK 1o evaluate the use of Urgorul® in a lim-
ited sample of patients. The results are very
encouraging in terms of testing for efficacy,
acceptability and tolerance, The key feature of
non-adherence was a significant issue com-
pared with older, traditional dressings, such as
tulles and gauze-type dressings. Urgoml® can
thus be considered an aleernarive to the older
style dressings which are still in regular use,

The wear time of a dressing is a significant
factor relading 1o s cffecriveness and cost-
effectiveness, This was not a distincr parame-
ter tested in this study bur, as can be seen
from the results, Urgotul® dressings were left
in place for 6-7 days on average, thus reduc-
ing nursing vme and interference with the
healing wound. If necessary and appropriate,
the outer, absorbent secandary dressings were
changed inbetween the weekly reassessments
by ward and community nurses,

Following the study, the nurses caring for the
study patients were piven a choice as to whether
they wished to continue using Urgowl®. The
researchers, in their orust roles, cononued to
advise bur data were not collected on study
patients afrer 4 weeks of local treatment.

Staff and patients tolerated the dressing
very well, it conformed to the wound surface,
there was no pain, trauma or bleeding on
removal and lintle odour and maceration.
These results confirm those already published

on this wound dressing (Meaume exal, 20025,
The results show improvemenrt in terms of
tolerance and aceeptabilicy compared to tra-
dinonal dressings. This s not a comparanve
study and no comparison in terms of healing
rates s acknowledged.

CONCLUSION

Although the sample size in this study was lim-
ited, the results demonstrare thar Urgorl® is a
versatile product worthy of consideranon for
both chronic and acute wounds for its oon-
adherent, atraumanic properties. The dressing
was observed o reduce the potential for tran-
ma through atraumaric; pain-frec removal,
and it proved to be easy ro use and comfort-
able for the patients.

Maore work 15 needed o explore issues
relating to comparative healing times, opti-
mum dressing wear time and the appropriate-
ness of secondary dressings for different
waound types. 5
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KEY POINTS
B Traditional tulle dressings should be used with caution in granulating
and epithelializing wounds,

B Wound healing should not be compromised by traumatic dressing
removal,

B Fain at dressing change should not be tolerated,

W Dressing comfort and reduced apprehension at dressing change
should improve patient compliance to treatment,

B The non-adherent lipido-colloid wound dressing Urgotul® is pain free
and atraumatic at dressing remaoval.
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