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> Scar contractures or delayed healing were infrequent and primarily occurred in wounds with a history of significant 
contamination or delayed integration. Greenwood 2017 in Lane 2024 reported 3 contracture cases in 5 patients treated with 
BTM. 

Low infection rates 
Infection rates associated with BTM were low, even in high-risk scenarios (e.g., diabetic ulcers, necrotising fasciitis). Sensitivity 
analysis showed no statistically significant differences in infection rates between high-risk and general populations, demonstrating 
BTM's robustness in complex wound beds. 
> Lane 2024 reported a low infection rate of 12.6% across 21 studies (n=577 wounds). Infections were defined as cases involving 

erythema, purulence, pain, or microbial confirmation via swabs. 
> Lane 2024 showed that high-risk wounds (e.g., diabetic ulcers, wounds post-debridement of necrotising fasciitis, pressure 

ulcers) showed infection rates comparable to the general wound population. This was supported by sensitivity analysis, which 
found no statistically significant difference (odds ratio: 0.951, p=0.931). 

> Fruergaard 2025 recorded a low  infection rate of 10%, observed similar rates. 
> Fruergaard 2025 noted that the synthetic composition of BTM likely contributes to its reduced antigenicity and infection risk. 
> Most device-related complications, including infections and haematomas, were effectively managed without necessitating 

complete BTM removal. For example, Lane 2024 documented that partial seal removal to address infections often allowed 
continued integration of the BTM. 

> Zhang 2023 offered a different perspective with its review – in severe burns patients, Integra was shown to be a more effective 
method compared to Novosorb BTM and has resulted in lower infection rates. 

 
2019 
Safety outcomes in burns group  
> Faecal contamination BTM thigh w failure of BTM integration over shoulders (2% removed) 
> 4% infected BTM upper abdomen with Stenotrophomonas  
> 5 haematomas under BTM whilst heparinised for dialysis (8% removed) 
> Pseudomonas aeruginosa under BTM seal both arms (0% removed) 
Failure to integrate 
> 7% total of 122% TBSA (5 burns) 
> Failure to integrate over lower limbs (1 burn) 
> Failure to integrate over devitalised muscle (1 complex wound) and seroma (1 complex wound) 
SSG take 
> Failure over malleolus 
> Failure over area where BTM has failed to integrate (2 complex wound patients) 
Infection 
Data from case series of 10 reconstructed free flap donor sites. Localised infection in 4/10 
> One: muscle necrosis (BTM failed to adhere) 
> One: UTI and incontinence onto BTM – 37% BTM removed (resolved non-operatively) 
> Two: partial removal of seal allowed turbid fluid escape, integration continued without removal of BTM 
Subsequent series of 10 patients had no infection, all integrated and successfully grafted. 
No self-reported adverse events were reported from the Sponsor and there was no adverse event reports for the NovoSorb BTM and 
the Integra received by the TGA since 1 July 2012 based on the TGA Database of Adverse Event Notifications for Medical Devices. 

Effectiveness 
 

High integration rates 
> Lane 2024 reported a mean integration rate of 92.7% (95% CI: 88.57–96.87) across 1153 wounds included in 26 studies. This 

reflects the proportion of wounds where the BTM successfully integrated into the host tissue, as evidenced by clinical signs 
such as uniform pink colour and blanching on pressure. 
Subgroup analysis: 

• Wounds with exposed bone showed slightly slower integration times (mean: 40.7 days) compared to other wound bed 
types (mean: 34.05 days), indicating the need for longer treatment durations in these cases. 

• Integration rates were consistently high across various wound types, including burns, diabetic ulcers, pressure ulcers, and 
wounds post-debridement for necrotising fasciitis. 

> Fruergaard 2025 did not report on this indicator. 
High graft take over integrated BTM 

> Both Lane 2024 and Fruergaard 2025 reported high graft take success rates following BTM integration. Lane 2024 observed a 
mean graft take rate of 98.9% (n=511 wounds), with minimal graft failure. 

> Cases of graft failure were primarily attributed to prior BTM non-integration. Fruergaard 202 5highlighted that in such 
instances, clinical interventions (e.g. additional debridement or reapplication) often led to successful outcomes. 

Wound types treated 
> Lane 2024 emphasised the versatility of NovoSorb BTM in managing a broad spectrum of wounds, including: 

• Burns: Deep and full-thickness burns demonstrated high integration rates, making BTM an effective alternative to 
traditional grafting techniques. 

• Diabetic foot ulcers: Sensitivity analyses showed no significant increase in infection or integration failure rates in diabetic 
patients, underscoring BTM's utility in this high-risk population. 








