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Retrospective study 
Minimally invasive surgery (MIS) ventral 
hernia repair (primary or recurrent 
hernias) 
CDC class I wounds – On-label study

High-risk patients, Ventral Hernia Working Group 2 
(VHWG 2) (77% VHWG2) 
75% intraperitoneal placement
25% preperitoneal/film towards peritoneum 
Mean hernia defect size: 18.9 cm2 

Mean follow-up time 
32 months (2.7 years) 
up to 53 months (4.4 years)

Results
§ Hernia recurrence via patient-reported 

outcome measure: 6.8% (23/339)
– Patient reported outcomes (PRO) is a 

suggestive estimate of recurrence
§ Procedure related adverse events (30 days): 5% 

Conclusion: “These data appear to confirm long-term acceptable safety and device 
performance with a low rate of recurrence in a predominantly VHWG2 population.”

Complication Rates at 12-month follow-up

Surgical site occurrence (SSO) 3.1%

Surgical site infection (SSI) 2.2%

Surgical site occurrences requiring procedural 
interventions (SSOPI) 24 months

2.6%

Study overview
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One sentence overall summary: 

Linn, et al. reported long-term acceptable safety and device performance with a low rate of 

recurrence in a predominately VHWG2 population undergoing ventral/incisional hernia repair 

with GORE® SYNECOR Intraperitoneal Biomaterial. 

Key clinical points 
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1. Retrospective, multi-center (4 sites/5 surgeons)  

2. MIS ventral hernia repair

3. 459 patients, all with GORE® SYNECOR Intraperitoneal Biomaterial

4. High-risk patients (77% VHWG2) 

5. 75% intraperitoneal placement

25% preperitoneal/film towards peritoneum (on-label)

6. Mean age: 58; Mean body mass index (BMI): 33

7. Mean defect size: 18.9 cm2

8. Mean follow-up time: 32 months (2.7 years) up to 53 months (4.4 years)

Key clinical points 
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Results
§ Hernia recurrence via patient reported outcome: 6.8% (23/339)

– PRO is a suggestive estimate of recurrence
§ Procedure related adverse events (30 days): 5% 
§ Procedure related SSI or SSO events (12 months): 3.75% 
§ SSOPI (24 months): 2.57%

Other clinical highlights
§ All CDC Class I clean cases 
§ All SSI resolved; one explant, not related to infection  
§ Intraperitoneal onlay mesh (IPOM) 57%, IPOM Plus 43%
§ Laparoscopic or robotic approach used in 95% of cases
§ Diabetes found to be only co-morbidity statistically significant 

for recurrence
§ No reports of unexplained or chronic pain

Key clinical points

Comparator highlights1–3
§ 12% recurrence rate at 12 months for OVITEX® Reinforced Tissue 

Matrix reported by Parker, et al.
§ State-of-the-Art for like devices (Intraperitoneal placement)

– Hernia recurrence through two-years: 16% [Lavanchy 2018 ]
– SSOPI through 2 years: 9.8% [Baucom 2016 ]

OVITEX is a trademark of TELA Bio, Inc.
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1. What patient characteristics support your choice of mesh material? 

2. What length of follow-up do you consider when choosing a mesh material?

3. Have you formerly utilized a hybrid biomaterial/mesh device for complex hernia 

repairs or abdominal wall reconstruction (AWR)?

4. Are you aware that Burger, et al4 reported approximately 28% recurrence rate at 

six years for polypropylene mesh in a widely cited randomized controlled trial (RCT) 

study on mesh repair versus suture paper?

5. Are you aware that Roth et al5 reported 18% recurrence rate at three years for BD® PHASIX Mesh? 

6. What is your experience with defects over 150 cm2? What recurrence rate have you seen? 

7. What are your outcome expectations five years after hernia repairs?

What is interesting about this data?

BD and PHASIX are trademarks of Becton, Dickinson and Company.
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