Open, non-comparative, multicentre investigation exploring the tolerance
of an absorbent foam dressing containing silver used in chronic wounds.
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Introduction Results ulcer worse, eczema and vasculitis. Baseline visit
o All AEs were given adequate

This I1s an explorative clinical inves- 18 patients, 12 males, with normal N
treatment and / or medication.

tigation evaluating an antimicrobial body stature were included.

soft silicone foam dressing contain- The wounds were of venous aetiol-
Ing silver sulphate. The absorbent ogy in 11 patients, mixed in 4 and
polyurethane foam (Mepilex Ag) has diabetic foot ulcers in 3. The median

Three of the AEs reported were still
ongoing at the last visit In the Inves-

an outer film, which is vapour age of the wounds was 1.8 (0.2 - tigation.
permeable and waterproof. The sil- 8.0) years. The median ABl was 1.0 ble 3 Pa ed b :
ver ions are hydro activated inthe (0.6 - 1.0). able o5. Fain recorged by means o

the VAS-scale.

presence of fluid or wound exudate.
Silver has been shown to be effec- Table 1 presents the performance

. . . in Patient 102, a male pat?ent with a venous leg ulcer of 3 months duration. Erythema and red-
tive against a broad range of aero-  variables and tolerance. e 5 . nec present Wound size 24 cr2
. . .. n=18 n=18
bic, anaerobic, Gram-positive and PR i
. ) Visit 1 el via, At dressing re- Actual value 1.0 (0.0-22.0) (0.0.(0.0 - 23.0) Final visit
Gram-negative bacteria as well as n=18 n=18 moval
. . . . Change from 0.0 (-10.0 - 1.0)
ntac ctual value 8% % Baseline
fungl and VIFUSEeS. The Comolnatlon H.ealthy./l tact Actual val > 27.8% ? 150% After application A?tualvalue 1.0(0.0-60.0) |1.0(0.0-47.0)
. . . _ . Viable tissue (%) |Actual value 75.0 (10.0-100.0) |85.0 (25.0-100.0] of new dressing
Of sliver Wltq al absorptlve d eSSIng Wound size (Trac- |Actual value 6.3(2.4-39.0) |2.9(0.0-68.2) Change from 0.0 (-13.0 - 2.0)
. . ing. cm Baseline
is a method to control the polymicro- <2 % change from 95100 82 | [Since lastvist  [Actualvalue (151008001 [20(00-470
bial wound bioburden. Control of the  [ifammstor — Jacetsve 3067 010%
bioburden in the wound offers the g5 TR RIS o
Qo . : - The data concerning pain suggests
p055|b||_|ty to enhance heal_mg_ E])(()l;iate level:  |Actualvalue o 3(16.7%)
| ow 8 (44.4%) [See table 3]
Aj Fogerate e e the degree of pain was low at
I m Exudate type: Actual value Base I.| ne
Clear 9 (50.0%) 11 (68.8%)
The rima Ob.ective WaS to inves_ Yel.l.OW/green 6[3330/0] 2[1110/0] L . .
P 'y OD] Sroun oo 201.1%) 3167 e the degree of pain did not change
: : : Black / liquid 0 (0% 0 10% .
tlgate the to le rance Of the antlmlcro_ Other 1(5.6%) 1(6.3%) Over tlme Patien,t102..after4weeks treatment with Mepilex Ag the patient is healed and the sur-
bial soft silicone foam dressing in . at or after dressing changes ooneinesKimoors pesthy
chronic wounds. e« between VIsIts
. . e
The secondary objectives were to - f 1 tol dat ot .
. . errformance variapltles
iInvestigate the performance of the c peEOI[‘mantcian’] olerance dald Conclusions
. 100
wound dressing and to follow the >UGgEss [5E€ 1abIe S
wound status e increase in the number of healthy ® The data in this exploratory study N
| wounds evaluating Mepilex Ag suggests
. . . . f 60
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ne study was done In four centres . . .
. . . . e reduction of the wound size by e [ncrease In the number of healthy 2
enrolling patients with chronic ulcers. . ;
The study was designed as an open approximatetly 30% wounds o
. . e reduction of the number of patients ¢ 30% reduction in wound size Paseine el ek !
non-comparative and prospective . L . . .
. with wounds with inflamnmation e |ncrease In viable tissue
study. The study period was 4 weeks. . . . .
. . e reduction in the number of pa- e Reduction of inflammation Dain at dressing removal
The aetiology of the ulcers was el- . L . . . . | Ing v
tients with highly exuding wounds e Reduction highly exuding wounds o
ther venous leg ulcers or venous leg .
. . . e | ow levels of pain preserved
ulcers with a mixed arterial / venous . . L _ 2
. L AEs reported in the investigation e Few AEs related to the treatment
aetiology. Diabetic foot ulcers were . s
. . were 8 in total (see table 2). .
also included. Adult patients of both .
. . . 't may be concluded that Mepilex Ag |3 «
genders with a maximum ulcer size _ L .
, able 2. AEs reported. was well tolerated and effective in :
of 200 cm?, an ulcer age of at least 6 __ . L :
he AE data suggest [see table 2)  the current investigation in elderly R
weeks and an ABI of more then 0.9 . . :
. . patients. The result in the current Beselne Vit Wesk  Final v
could be enrolled. Patients with g - T T T - L . - -
. . o iInvestigation Is promising and
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. . . " 103 Ulcer worse X warrants further evaluation of . . .
ment with antimicrobials within 7 04 Ezema X . Pain after application of new dressing
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days prior to study start were exclud- 100
. . . 204 Death X
ed. Patients with necrosis of any 304 Pheumona X X %
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type or use of steroids were also ex- o | % s
cluded. Descriptive statistics based
on median values and min — max is . £ 0
e [he four serious AEs were not
presented. . 20
considered related to the wound S
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