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Status RECRUITING
Phase Not Applicable
Sponsor ULURU Inc.
Enrollment 300 participants

Key Eligibility Criteria

Inclusion (6)
« to 85 years of age;

« Stage 2, 3, or 4 Pressure Injuries;

* Wound exudate is mild to moderate;

« No clinically active wound infection (clinical diagnosis);

« Able and willing to provide written (not proxy) informed consent;

...and 1 more (see full listing online)

Exclusion (25)
» Known allergy or hypersensitivity to TPD or its components;
* Pressure injuries classified as unstageable, deep tissue pressure injury, or Stage 1;
» Heavily exudative wounds;

» Wound infection as defined as the presence of a least two of the following: local swelling or in duration, erythema\>0.5cm around
the ulcer in any direction, local tenderness or pain local warmth and purulent discharge;

* Poorly controlled diabetes with HgbA1C \>12 (as documented in the last 3 months);

... and 20 more (see full listing online)

Locations (14 total)

San Diego VA, San Diego, California, United States

Medstar Georgetown University Hospital, Washington D.C., District of Columbia, United States
MedStar National Rehabilitation Hospital, Washington D.C., District of Columbia, United States
...and 11 more locations

https://clinicaltrials.gov/study/NCT05496296
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