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Change in Wound Area -  
Secondary Efficacy Endpoint

Change in wound area measurements from baseline by randomized treatment 
assignment (mean ±95% confidence level) (observed data)

Within 4 weeks following the final treatment with dermaPACE (6-week point), 
and consistently throughout the 12-week evaluation period, there was a 
highly significant reduction in the size of the target ulcer for dermaPACE 
treated subjects compared with Sham-control subjects (p<0.01). 

Change in wound area reduction remained significant in favor of dermaPACE 
through the 24 weeks (p<0.05). 

A significantly greater proportion of subjects in the Sham-control group 
experienced enlargement of the target ulcer (28%) compared with subjects 
treated with dermaPACE (14%), as evidenced by an increase in the size of the 
target ulcer during the first week following initial application (p=0.019).

SAFETY: Primary and Secondary Endpoints

No statistical differences in the overall adverse event rates were seen 
between the two groups. 

Lower overall incidence of infection in the dermaPACE group.  

There were no issues regarding the tolerability of dermaPACE procedures, 
suggesting additional procedures could be administered if clinically indicated 
and removing a major hurdle to patient selection. 
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Conclusions Drawn From The Study

EFFICACY OF dermaPACE 

The overall results of this study revealed that a significant proportion of 
dermaPACE subjects achieved complete wound closure beginning at 20 
weeks following the initial application in the ITT population (p=0.047) and 
EE population (p=0.018), which remained statistically significant throughout 
the study at 24 weeks in the ITT population (p=0.054) and EE population 
(p=0.022). 

Within 6 weeks following the initial application with dermaPACE, and 
consistently throughout the 12-week evaluation period, dermaPACE reduced 
the size of the target ulcer from baseline with high statistical significance 
compared with subjects randomized to receive Sham-control (p<0.01) and 
remained significant through 24 weeks (p<0.05).  

dermaPACE subjects achieved a significant increase in the rate of complete 
wound closure or ≥ 90% wound area reduction by or at 12 weeks at the 0.05 
level (p=0.016).  

Of the subjects who achieved complete wound closure at 12 weeks, 
the recurrence rate at 24 weeks was only 4.5% in the dermaPACE group 
compared with 20% in the Sham-control group.

SAFETY OF dermaPACE 

The overall rate of adverse events between the two groups showed no 
significant difference. The total number of serious adverse events related 
to application site infections was reduced in dermaPACE, and no issues 
regarding the tolerability of dermaPACE procedures were shown.

EFFICACY: Primary and Secondary Endpoints 
per Randomized Group and Population

Reference
1. The ITT population consisted of 206 subjects who satisfied all entry criteria to be randomized and received at least one active 
dermaPACE or Sham-control procedure.
2. The EE population consisted of 194 subjects who followed the protocol without significant deviations.

In the 12-week analysis, the dermaPACE subjects showed a strong positive 
trend in the primary endpoint of 100% wound closure, but this was not 
statistically significant. By 12 weeks, 22/107 subjects (21%) closed in the 
dermaPACE group, whereas 15/99 subjects (15%) closed in the Sham-control 
group (p=0.363).

In the 24-week analysis in the ITT population, statistical significance was 
achieved in the endpoint of 100% wound closure as 39/107 (36%) dermaPACE 
subjects achieved complete wound closure compared with 23/99 (23%) 
Sham-control subjects (p=0.047) at 20 weeks and continued through 24 
weeks with 42/107 (40%) dermaPACE subjects closed compared with 26/99 
(26%) Sham-control subjects (p=0.054).

In the 24-week analysis in the EE population, 38/101 (38%) dermaPACE 
subjects compared to 20/93 (21%) Sham-control subjects achieved complete 
wound closure which was significant at 20 weeks (p=0.018) and continued 
with statistical significance through 24 weeks (p=0.022).

Before dermaPACE treatment (visit 1)

Subject’s ulcer fully closed at week 8 
Healed photos taken at visit 11 / week 12
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Effi  cacy Endpoints

Primary Endpoints dermaPACE®
(n=107)

Sham-control
(n=99)

Effi  cacy – ITT n (%) n (%) p-value

Complete Wound Closure at 12 Weeks 22 (20.6%) 15 (15.2%) 0.363

Complete Wound Closure at 20 Weeks 39 (36.4%) 23 (23.2%) 0.047

Complete Wound Closure at 24 Weeks 42 (39.3%) 26 (26.3%) 0.054

dermaPACE®
(n=101)

Sham-control
(n=93)

Effi  cacy – EE n (%) n (%) p-value

Complete Wound Closure at 12 Weeks 21 (20.8%) 13 (14.0%) 0.256

Complete Wound Closure at 20 Weeks 38 (37.6%) 20 (21.5%) 0.018

Complete Wound Closure at 24 Weeks 41 (40.6%) 23 (24.7%) 0.022

Secondary Endpoint dermaPACE®
(n=101)

Sham-control
(n=93)

Effi  cacy – ITT n (%) n (%) p-value

Complete Wound Closure or ≥ 90% at 12 Weeks 51 (47.7%) 31 (31.3%) 0.016


