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Osmose Study

The OSMOSE study was an observational, prospective, multicenter, In group A, 2.51 (90.6%) patients had normal skin and 26 (9.4%) had abnormal Peris"mf‘a' Quadrants Affected (N=284) or worsening of pre-existing lesions at V2 (Figure 6). Mirror Questionnaire
multinational evaluation of a moldable barrier in ostomates with a colostomy, skin at baseline. Upper Right 23.2% Patient satisfaction was evaluated at 1 month and 2 months using the Mirror
ileostomy, or urostomy. Patients enrolled in group A used the moldable barrier as Lower Right LT satisfaction questionnaire. The questlopnalre ls_compos:ed of 13 items rggardlng
the first long-term system after stoma creation, and patients in group B Lower Left 47.9% cc_)mfort, egse of use, secureness, and mform_ahpn provided by the me.dlc.:al staff,
replaced a traditional barrier with the moldable barrier. This study was Upper Left 21.5% with each item rated on a scale of O:Very_Satlsfled to 4=N.ot At AII Satisfied.

All Quadrants 39.1% Overall total scores range from 0 to 52, with lower scores indicating better

conducted in Germany, Poland and USA and was approved by local regulatory
authorities.

Study Objectives

The objectives of the study were to estimate the incidence and severity of
peristomal skin lesions, evaluate the progression of peristomal skin condition,
and assess the level of satisfaction in ostomates using a Moldable Technology
Skin Barrier.

Materials and Methods

Data was collected via case report forms at baseline, and at follow-up visits
8-15 days, 1 month and 2 months after baseline. Peristomal skin condition was
assessed at each visit using the SACS™ scale. The SACS™ scale classifies
skin lesions in two dimensions: Lesion type (L) and the Topography (T). The
progression of the peristomal skin condition was assessed comparing SACS™
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Figure 1. Peristomal Skin at Baseline in Group A

For patients in group A with baseline peristomal
lesions, (n=26), they were mainly classified as L1
and L2. Some patients reported multiple lesions
with differing types.

Table 2. Quadrants Affected at Baseline in Group B

Peristomal skin condition at follow-up

The number of patients (N) corresponds to the number of patients in each group
who completed each of the follow-up visits: 8-15 day follow-up (V2), 1-month
follow-up (V3) and 2-month follow-up (V4).

Group A:

Out of the patients completing all follow-up visits in group A, at baseline 228
patients (91.2%) had normal peristomal skin, and 22 (8.8%) had abnormal skin.
At V2, V3, and V4 the percentages of patients with normal skin were 90.4%,
89.2%, and 95.6%.

Out of the patients completing V2 in group A, 5.2% of patients had new lesions
or worsening of pre-existing lesions at V2 (Figure 4).
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Figure 6. Evolution of Skin Condition During Follow-up in Group B
Patient Evaluation of Moldable Technology Skin Barriers

For all patients in groups A and B who completed all follow-up visits, all
categories in the questionnaire (comfort, ease of preparing, ease of attaching,

satisfaction.

For group A (N=250), the mean Mirror satisfaction score was 18.9 at 2 months,
and for group B (N=261) was 18.1. In both groups A and B, patient satisfaction
was higher at month 2 than at month 1, for group B the difference was
statistically significant (P<0.001).

The Mirror questionnaire also includes two questions on patient preference
regarding the relative importance from 1 to 5 (1 being most important) of
characteristics of the ostomy system, and relative importance of the type of
information provided by the medical staff. Patients in both groups A and B
combined rated ‘Secureness of the skin barrier or pouch (so that it does not
leak)’ (V3: 1.9 +1.17; V4:1.9 + 1.16), and ‘Information on training and instruction
on how to handle the skin barrier or pouch’ (V3: 1.7 + 0.95; V4: 1.8 + 0.97) as the
most important items.
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Figure 3. Type of Skin Lesions at Baseline in Group B (N=284)
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