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Trial prematurely terminated as it was deemed unethical not to use DynaMesh®-IPST.

Indication

DynaMesh®-IPST is indicated for the surgical treatment of parastomal hernias, and the prevention of parastomal hernias

following ostomy surgery.
For further information, please read the instructions for use.
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Primarily made of PVDF
PVDF is one of only a few polymers that can be used without additives (high purity) [101], is known for its
excellent long-term stability/ageing resistance [101, 24, 57, 274, 52¥7, 93#] and has good biocompatibility,

reducing the foreign body reaction compared to other materials such as polypropylene [TR1, 14,24 4% 68~,1004].

Warp-knitted from monofilaments
Due to their reduced surface area compared to multifilaments, monofilaments reduce the risk of bacterial
adhesion [101, 104AVT, 1277 130].

Class 1a mesh according to the Klinge’s mesh classification
Class 1 meshes are less likely to be explanted for infection or pain and have a reduced foreign body reaction
[TR71, 8%, 1027, 103%].

High effective porosity
Inflammation and the risk of excessive scar formation are known to be reduced by high effective porosity
[TR71, 103".

The mesh implant is also available as an MRI-visible variant and with a decentralised funnel.

Alternatively, for the surgical treatment of parastomal hernias, DynaMesh®-IPST-R with a prefabricated slit

[#] Reference "#" (see "References")

[TR#] Internal test report (see "internal test report references")

Limitations "A" animal trial, "B" bench test, "VIT" in-vitro trial,
"P" published results based on the analysis of human mesh explants,
"PB" published results mainly based on bench tests
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and smooth warp-knitted selvedges is also available.

https://en.dyna-mesh.com/dynamesh-ipst-gb
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Parastomal Hernia Prevention

Using Funnel-Shaped Intra-Abdominal Mesh Compared to No Mesh
The Chimney Randomized Clinical Trial
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Objective Key findings of this study

To determine the efficacy and safety of DynaMesh®-IPST for the e Mesh application did not increase the operation time,
prevention of parastomal hernia (PSH) in patients who underwent the operative room time or the length of stay

laparoscopic or robotic-assisted abdominoperineal resection or o Duration of prescribed sick leave was similar in both groups
Hartmann procedure for rectal adenocarcinoma ¢ No significant difference in the number of readmissions

within 30 days after surgery

StUdy DeSIgn Parastomal Hernia at 12-Month Follow-Up
Randomized single-blinded multicentre trial (4 Finnish and 1 IPST = Control
Swedish hospital) 100%
90%
80%
Participants and Follow-up o
135 received the allocated intervention, 121 were analysed at the 50% 37.3% 44.3%
40% i
12-month follow-up; 60 IPST vs. 61 controls (= no mesh) 30%
20% 10.3%
i 10% 1.7%
Main Outcome 0%
Incidence of parastomal hernia confirmed by computed tomography Radiological(CT) cinial
€N 12-Month IPST Group  Control Group P value
Clinical Follow-Up Results (n = 60) (n=61)
Study Population Clinical PSH 10.7%) 27 (44.3%) <.001
. Prolapse 0 4 (6.6%) .06
Baseline IPST Group Control Group -
Characteristics (n = 68) (n=67) Retraction 0 0 NA
Women 32 (47.1%) 19 (28.4%) Stricture 0 0 NA
Age [yrs], mean (SD) 68.7 (11.6) 66.4 (11.7) Reoperation 5 (8.3%) 4 (6.6%) 49
BMI [kg/mz], mean (SD) 25.9 (3.8) 26.0 (3.8) Small bowel obstruction 3 (5.0%) 2 (3.3%)
ASA score, mean (SD) 2.3(0.5) 2.4 (0.5) Stoma stricture 1.0.7%) 0
Active smoker 8 (11.8%) 7 (10.4%) Stoma prolapse 0 1.(1.6%)
Previous hernia 5 (7.4%) 7 (10.4%) Stoma necrosis 0 1.(1.6%)
Hypertension 31 (45.6%) 28 (41.8%) Perineal revision 0 1.(1.6%)
COPD 1.(1.5%) 0 Perineal hernia 0 1 (1.6%)
Asthma 4 (5.9%) 6 (9.0%) The full list can be found in the publication.
Diabetes 5 (7.4%) 13 (19.4%)
Impaired kidney function 5 (7.4%) 1(1.5%) Conclusion and Relevance
Rheumatoid arthritis 2 (2.9%) 3 (4.5%) . L
Corticosteroids 11.5%) 2 (3.0%) In this study, DynaMesh®-IPST prevented a significant number
Immunomodulatory 1 (1.5%) 1(1.5%) of PSH without predisposing patients to mesh- or stoma-related
medication complications during 12-month follow-up. The funnel-shaped
Neoadjuvant therapy 44 (64.7%) 51 (76.2%)

. - - - mesh is a feasible option to prevent parastomal hernia.
ASA: American Society of Anesthesiologists, BMI: body mass index, COPD:

chronic obstructive pulmonary disease

Note: After an interim analysis of 30 patients in each group at the 12-month follow-up, the clinical PSH rate in the control group exceeded
the difference of 35% compared to the mesh group. Therefore, the trial was prematurely terminated as it was deemed unethical not to use
DynaMesh®-IPST.
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