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D-PLEX100: A high-concentration doxycycline 
formulation delivered locally over 30 days 

• Applied as a single dose paste to the 
surgical site prior to incision closure

• Designed to provide localized, slow 
release, zero-order kinetics antibiotic 
exposure at the wound

• Dosing determined by the length of 
the surgical incision

Developed for prevention of surgical 
site infections (SSIs) following 
abdominal colorectal surgery



SHIELD II: A Phase 3, prospective, multinational, 
randomized, controlled double-blind trial evaluating the 
safety and efficacy of D-PLEX100 in the prevention of 
incision infection post abdominal surgery
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Patient Population
• Patients undergoing elective abdominal 

colorectal surgery with incision length > 20 cm

• ITT cohort: 798 patients

• Randomization 1:1

• ~60 sites in US, Europe, and Israel

Primary efficacy endpoint 
assessment within 30 days post 

index surgery 

Safety assessment 
at 60 days post 
index surgery

Primary Endpoint
Composite of reduction in SSI, mortality and 
reintervention within 30 days post index surgery



SHIELD II: Primary and Key Secondary Results
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Key Secondary Endpoint: 
SSI reduction (ITT Cohort)

Primary Efficacy Endpoint
(ITT cohort)

Standard of Care definition: IV antibiotic prior to surgery, with or without oral antibiotic combined with mechanical bowel preparation 
(IV antibiotic only, IV antibiotic with mechanical bowel preparation or IV antibiotic with oral antibiotics combined with mechanical bowel 
preparation). Each site will use the same pre-defined SoC for all subjects during the study 



ASEPSIS Score: What is it and How is it Calculated?

Wound was evaluated and scored at each study patient visit (days 1, 2, 3, 5, 14, 30, 60)

A customized adaptation of the validated ASEPSIS Score to measure the impact of 
D-PLEX100 on wound appearance and severity of SSI in the abdominal wall

Proportion of wound affected, %
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5Stay as inpatient >14 days
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Key Secondary Endpoint: ASEPSIS Score > 20

• D-PLEX100 showed statistically 
significant reduction in the number of 
sever infections

• Can potentially have impact on:

• Recovery and wound healing time

• Time to discharge

• Treatment options for 
breakthrough infection
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Highest AEPSIS Score per Subject is score >20 cm 

D-PLEX + SoC (n=15) SoC (n=27)
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Conclusions

• D-PLEX100 + SoC resulted in improved outcomes for abdominal colorectal 
surgery patients

• Lower rates of wound complications by ASEPSIS criteria, including fewer 
patients with scores >20 

• Findings support the potential role of D-PLEX100 at the prevention of SSI in 
colorectal surgery

• Future possibilities for appropriate use?

• Other specialties/procedures

• Pathological wounds (burns, decubiti, venous stasis ulcers, etc.)


