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Use of a Novel dHAM Amniotic Tissue Allograft* in the Treatment of Lower Extremity Wounds
Eric J. Lullove, DPM CWS FACCWS; West Boca Center for Wound Healing, Boca Raton, FL

ABSTRACT METHODS RESULTS

PURPOSE: To prove the efficacious use of a new dHAM amniotic
allograft in lower extramity wounds,

BACKGROUND: Injuries to the slon are axtensivaly costly to the heathcare
system, Thase Inpuries when caused from matabolic and vascular
compromse are even more foreboding for patients. These injuries can
rasult in chronic nfammation, reduced mobidity and chronic pain,

METHODS: A retrospective cohort study of 20 patients were selected
from the treating physiclan’s own patient population at a single clirical
site.  Patients underwent a run-n perod of 2 waeks, where standard of
care was used to clear the wound of bioburden. Applcations of novel
HAM armniotic allograft were done st week 1 (2 weeks post run-in),
weak 5 and week 5 If necessary, Wound measurements were recorded
weakly and photographs of the wound were performed weekly Data
was collected through a standard form In each patient's medica record
1o Improve rellability and reproducibity. The dasta extraction was
parformaed by the primary author and to reduce blas

CONCLUSIONS: In this review of 20 patients treated wih a novel dHAM
amniotic atograft, the author was able 1o effectively cose sl wounds In
approximataly 99 weels (58 days) A linear relstionship was dacovered
batween wound sze In o’ and days to closure. Diabetic foot Woars
closed on average in 11H weeks (B2.6 days), and venous leg ulcers closed
N 92 wooks (644 days)  No advorse avents ware noted seconday to
novel HAM armmiotic allogralt apphcation, noting that this Is a safe and
alfective trastrmant option, As of the date of this publication, there ame no
recurrances of the ulcerations noted

BACKGROUND

Venous g ulcers are the most common wound type n the United
States and alfect between 500000 to 2 mikon people snnwally ' In the
United Kingdom, for axample, the median duration of venous ulcerns » 9
months, and 20 percant of weors do not heal within 2 years? Diabetic
foot ulcers are less common but more costly In the United States. An
ostmated 201 mikon people have dabetes mabtus’ and the estmated
fetime Incidence of a dabetic foot ulcer s 25%.* Dabetic foot Wcars
continue to be a major cause of morbidity and smmobiity are a leading
cause of nontraumatic lower extremty amputation, The annual cost of
dabetic foot ulcers was $245 bilion In 20027 While $70 bilkon of this
cost was assocated lost work production, the remaning $176 bilion
wis Incurred as excess heatthcare expenditures® Ths population also
has a three-yeor cumuative mortaity rate of 2004
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SETTING: A retrospective cohort study of 20 patiets were selected
from the treating physiclan’s own patient population at a single cincal site,

SAMPLE: Age rangas wera from 55 to 00 wah a median of /4.5 years,
9 patients are male and 11 patiants are famale, BMI ranged from 24 85 to
4119 with a median BMI of 28.40. Wound sizes ranged from 20 ¢nv to
M5 cm? with a madian of 745 cm?. Wound types were as follows:
venous leg ucar (n=10), dabatic foot ulcer (n=8) and other autommune
(n=2), 8 of the 20 patents ware dagnosed with penpheral arterial
disease (A40%), while in total, 14 of the 20 patients (60%) had peripheral
vascular disease.

MEASURES: Wound measurements (in oem) and photographs of the
wound were parformed and recorded weekly, Data was collected
through a standard form In each patient's medica record 1o Improve
rellability and reproduc ity

INTERVENTION: Al subjects completed the study protocol without fal-
out, Applcation of the dMAM was performed ot week |, 3 and 5 No
acvarse affects reported nor ware thare any medical IMarventions made
that compromumed the study popudaton

ANALYSIS: A linear regression relationship was noted via a Pearson
Coofficlom (OA6 to standard) was noted sanfcantly showing [nes haing
ratas within this cohort protocol from wound size and days to closure.

LIMITATIONS

e dmtations with retrospective cobort studkes of this type result in
maor bisses that impact the recat of former exposure Lo risk varisbies
Among the blasses which can negatively smpact the veracity of this type
of study are sedection biss and misclassfication or Information biss as a
result of the retrospectve aspect, WIth retrospective studies, the
termporal relationahip s frequently difficut to sasess The primary
Inwestigator in this retrospective study could not control exposure or
OUICOMe assassmant but nstead had to rely on patient compliance. Due
to the small nature of the study population, rare occurrences of wound
healing cannot be messured without a larger samgle of study patients
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Case Study: 79 y/o female patient with history of severe LE edema and CAD presented with non-healing wound to
posterlor left leg. Surgical debridement performed under study protocol with 3 applications of dHAM.

*WoundEx® - Skye Biologics * El Segundo, CA
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Table 1: Demographic Data
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Table 2: Closure Results
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Figure 1: Wound Size to Closure
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In this review of 20 patonts treated with this novel dHAM amniotic atlograft, the
athor was able to effectively close all wounds In approximately 9.0 weeks (58
days), A linear relationship was discovared betwean wound size in cm? and days to
closure. Diabetic foot ulcars closed on average In 110 weeks (B26 days), and
vanous leg uicers closed In 9.2 weeks (64,4 days) No adverse events were noted
socondary to novel dHAM amniotic allograft application, noting that this Is a sate
and effective treatment option. More importantly, the average closure rate of 46'%
ot 4 weeks s demonstrative of accelerated wound healing In populations with
sovare comorbidities and obesity factors The average wound healing time was 58
days These findings support the use of this particular dHAM CTP In the treatmant
of these patient populations,
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**The investigator maintained complete independence in the conduct
of this research**



