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Data) in human leg ulcers

Purpose Evidence based medicine is defined as the cengus, explicit, and

judicious use of current best evidence in makingisiens about the care of individual
patients.

Native collagen is a stable rigidly coiled helicablecule and must be acted on by
macrophages to expose the amino acid componerystolized collagen is the
conversion of the rigidly coiled helix to a randawil which supports fibroblast activity
needed to produce wound granulation tiSsue

Migrating epithelium cannot migrate over collagert imust convert the extracellular
matrix granulation tissue collagen to hydrolyzedagen in order to advante
Additionally, those cleaved amino acid segmentscivivere hydrolyzed are "activated"
as they are prepared to participate in the repacgss as a function of their introduction
into the biological pool.

Margolis’s’ meta-analysis has shown that thirty-one percet®j3of diabetic

neuropathic ulcers heal in approximately twenty) (26eks and that twenty-four percent
(24%) of neuropathic ulcers heal in twelve (12) kgewith good ulcer care. The purpose
of this study is to determine if activated collagewder improves on those healing times
versus a proper control.

Methods: Twenty patients are to be enrolled in this siudg (10) treated and ten (10)
controls. To date eight patients with below theéuliabetic ulcers were employed. The
eight patients constitute two (2) groups of fourgatients per group. Each wound was
photographed and wound area measured using imafyesen One group received
application of activated collagen powder to the mehu The wound was then dressed
with an absorbent occlusive dressing** secured aittelastic wrap. Control wounds did
not receive activated collagen and were dresseleésgibed**.

Each patient was evaluated weekly to healing éwateen (14) weeks at which time
final wound areas were measured and photographed.

Results All activated collagen powder treated woundsenegaled by six (6) weeks.
Control wounds were approximately 60% healed attéaun (14) weeks.
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Conclusions Hydrolyzed collagen provides a moist wound emwment needed for
wound repair to proceed. Hydrolyzed collagen featéd epidermal migration resulting
in healed wounds in six (6) weeks. Control wouridefaled at the rate described in the
meta-analysis literature. Activated Hydrolyzed @g#n* treated wounds healed
approximately one to two months sooner the raterdes] in the meta-analysis
literature.

The study needs to be expanded to assign staltisigraficance to these interim results.

*CellerateRx Hydrolyzed Collagen Powder (Wound Qarevations)
**Sof-Sorb Absorbent Dressing (DeRoyal)



Day 0, Prior to Weekly Application of Activated Hyidyzed Collagen
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Day 30, following Weekly Application of Activatedyidrolyzed Collagen




Day 0, Prior to Weekly Application of Activated Hyilyzed Collagen




Day 30 (One (1) Month) Weekly treatment with Actee Hydrolyzed Collagen




Day 0, Prior to Weekly Application of Activated Hyilyzed Collagen
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Note the severe undermining of the wound rim piecireatment.



Day 60, following Weekly Application of Activatedydrolyzed Collagen
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Note resolution of the undermining.



Day 0, Untreated, Placebo Control



Day 90, Untreated, Placebo Control
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DO — Untreated, Placebo Control
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Day 70 — Untreated, Placebo Control
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