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INTRODUCTION
Clinical literature describing the inpatient use of bioscaffolds across surgical specialties most commonly relies on case series and retrospective analyses. Prospective registries are a valuable tool to capture long-term, real-world data 
and to monitor treatment outcomes in a patient population [1]. Here, we present the interim results of a large-scale, observational, multi-center, single-arm prospective registry investigating the safety and efficacy of ovine forestomach 
matrix (OFM) grafts across a wide range of surgical procedures and defect etiologies.

1Short Consulting Group, Baton Rouge, LA, USA; 2Surgery Group of LA, Los Angeles, CA, USA; 3Tower Health, West Reading, PA, USA; 4Nuvance Health, Poughkeepsie, NY, USA; 5Northeast Georgia Medical Center, Gainesville, GA, USA; 6Cone Health, Greensboro, NC, USA; 7LifeBridge Health, Baltimore, MD, USA; 
8Associates in Medicine and Surgery, Cape Coral, FL, USA; 9Ascension Medical Group, Pensacola, FL, USA; 10The Ohio State University Wexner Medical Center, Columbus, OH, USA; 11LSU Health Sciences Center, New Orleans, LA, USA; 12Aroa Biosurgery Limited, Auckland, New Zealand.

METHODS
This prospective observational study evaluated the safety and 
clinical outcomes of OFM grafts and/or particulate (Myriad 
Matrix  and/or Morcells , Aroa Biosurgery Limited, Auckland, 
New Zealand) in soft tissue reconstruction from a real-world 
registry study (NCT05243966). This interim analysis includes the 
first 432 patients enrolled across 10 US sites between May 2022 
and June 2025. After receiving OFM as part of their 
reconstruction, patients were assessed for up to 18 months. The 
primary endpoint was the proportion of treatment emergent 
adverse events (AEs), per ISO14155. Time to tissue coverage, 
time to defect closure and product applications were quantified. 

RESULTS (Safety Population)
CONCLUSIONS
This dataset represents the interim findings of the 
largest ongoing prospective study on skin substitutes 
in soft tissue reconstruction.  Despite the diverse and 
complicated patient population and defect etiologies, 
this study demonstrated that OFM can safely be used 
for various surgical applications. In fact, results 
indicate that OFM usage results in low adverse events 
that are generally not attributable to the device. 
Healing outcomes further show that in most cases, 
OFM requires only a single application, which likely 
contributes to effective granulation tissue coverage 
and definitive closure.
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Defect Type N=489
Abdominal perineal resection 1 (0.2%)
Anastomic leak 1 (0.2%)
Atypical wound 3 (0.6%)
Burn 43 (8.8%)
DFU 108 (22.1%)
Donor site 1 (0.2%)
Fistula 46 (9.4%)
Hematoma 4 (0.8%)
Lower extremity amputation 3 (0.6%)
NSTI 16 (3.3%)
Ostomy takedown 54 (11.0%)
Pilonidal cyst 52 (10.6%)
Pressure injury 50 (10.2%)
Surgical dehiscence 20 (4.1%)
Traumatic 80 (16.4%)
Venous ulcer 7 (1.4%)

Total 
defects

489

>1 Month 
old

60%

CDC II, III, 
IV

89%

Exposed 
structures

12%

Osteomyelitis

11%

Median area 
(IQR: 8, 101)

24 
cm2

Wound characteristics

Total patients424

Male69%

Median age
 (IQR: 39, 67)54

Median BMI
 (IQR: 24, 34)28

Diabetes36%

Vascular disease31%

Tobacco use25%

ASA II-IV92%

Patient characteristics AEs definitely 
OFM-related

ZERO

80.3%

18.0%
1.6%

Unrelated

Unlikely

Probable

54.1%

11.5%

34.4%

Index defect

Non-index Defect

Incidental

N (% of AE) % of Defects
Index Defect 33 (54.1%) 7.8%
Superficial infection 12 (19.7%) 2.8%
Dehiscence 13 (21.3%) 3.1%
Fistula 2 (3.3%) 0.5%
Infection 3 (4.9%) 0.7%
Recurrence 1 (1.6%) 0.2%
Allergic reaction 1 (1.6%) 0.2%
Seroma 1 (1.6%) 0.2%
Non-index Defect 7 (11.5%) 1.7%
Amputation 1 (1.6%) 0.2%
Infection 6 (9.8%) 1.4%
Incidental 21 (34.4%) 5.0%
Death 10 (16.4%) 2.4%
Sepsis 1 (1.6%) 0.2%
Thrombophlebitis 1 (1.6%) 0.2%
Pneumonia 1 (1.6%) 0.2%
Diabetic ketoacidosis 3 (4.9%) 0.7%
Ileus 1 (1.6%) 0.2%
UTI 2 (3.3%) 0.5%
Fever 1 (1.6%) 0.2%
Bowel obstruction 1 (1.6%) 0.2%

Adverse events (AEs)

Median time to AE 
(IQR: 12, 63)

28 
days

Patients 
with 1+ AE

13%

432 
Consented

8 screen 
fails

n=424 
(SAFETY)

n=411 
(ITT)

n=400
(PP)

Healing outcomes (PP population)

Defects per patient
89.40%

7.50%

1.90%
0.70% 0.50%

1 2 3 4 5
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