Unique,
single-injection
fluid implant

KIO014-001-EN-220506

FOR ADVANCED KNEE OSTEOARTHRITIS

KioMedinevsone is a new generation single injection for the symptomatic
treatment of advanced knee osteoarthritis based on world first exclusive
animal free KiOmedine® CM-Chitosan.
KiOmedine® CM-Chitosan is a highly purified Polysaccharide derived
from Agaricus Bisporus (button mushroom) and a patented technology1,2
made in Belgium, resulting from years of research and innovation.
Thanks to a unique structure that differs from hyaluronic acid and natural
chitosan, KioMedinevsone has an exclusive dual mechanism of action to
tackle Osteoarthritis discomfort and other symptoms by reducing oxidative
stress (protection) and enhancing joint lubrication3,4.
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Free-radical scavenging capacity

Lubricating properties

Thanks to its intrinsic free-radical scavenging capacity,
KioMedinevsone contributes to the protection of
endogenous synovial components from oxidative stress4.

KioMedinevsone significantly improves the lubricating
properties and reduces the coefficient of friction of the
synovial fluid4.
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KioMedinevsone

Proven safety and effectiveness in OA knee pain
reduction after a single injection of KioMedinevsone6
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OPTIMAL patient profile5 :
• Kellgren-Lawrence advanced grade III or grade IV

• Patients not eligible for knee surgery because of

•

• Severe patellofemoral involvement
• Isolated patellofemoral osteoarthritis
• Tricompartimental osteoarthritis

•
•

osteoarthritis patients
Patients responding poorly to hyaluronic acid
intra-articular injections
Obese patients (BMI ≥ 30 kg/m²)
Patients intended for knee surgery

co-morbidities nor within surgical indication
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Significant reduction of all
OA symptoms for at least

6 months

66%

reduction in
WOMAC PAIN

Rapid onset Outstanding
on action in 2 weeks

86%
of patients
satisfied

response rate

Treatment response up

76%

according to
to
the OMERACT-OARSI
response criteria8

90%

of physicians
satisfied

KioMedinevsone composition
• KioMedinevsone 3ml single injection syringe contains
20mg/ml of animal free KiOmedine® CM-Chitosan.
• Other ingredients: sorbitol, phosphate-buffered water for
injection

Good overall Safety profile
of KioMedinevsone

Contraindications
For intraarticular use only. Do not inject KioMedineVSone in patients
who have a known allergy or hypersensitivity to any of the product
components, infections or skin disease at or around the injection site,
severe inflammation, synovitis or arthritis of the knee joint, a history
of autoimmune and crystal diseases, evidence of lymphatic or venous
stasis or serious blood disorders.

•

No serious or unanticipated adverse event or patient withdrawal
related to the safety of the treatment was reported during
clinical investigations.

•

Treatment related adverse events (TRAE) were transient, postinjection self limiting local effects.

•

The onset of such adverse events is generally a few hours
after the injection.The intensity may vary depending on other
pre-existing unrecognised joint conditions (such as
undetecting underlying inflammatory conditions, gout,
chondrocalcinosis, etc.) and on individual patient’s pain
threshold.

•

Anticipate to eventually experience post-injection pain by
informing the patient and propose an adapted temporary
treatment.

The safety and performance of KioMedineVSone have not been
established in conditions other than osteoarthritis of the knee. The
injection carries a risk of infection. Strict adherence to aseptic conditions
is required to avoid joint infection. Use of an appropriate disinfectant
is required for skin preparation before injecting the contents. Do
not use quaternary ammonium disinfectants for skin preparation as
KioMedineVSone may precipitate in their presence. KioMedineVSone
should not be injected in case of any suspected joint effusion prior to
the injection.

•

The TRAE had no impact on medium and long-term clinical
performance of Kiomedinevsone intra-articular injection.

Undesirable effects

Transient and self-limites TRAEs

CM-Chitosan

Arthralgia
Joint effusion
Joint swelling
Synovitis / Arthritis

25.4%
6.3%
6.3%
4.8%

Warnings and Precautions

Temporary joint pain, joint effusion, joint swelling, joint stiffness, joint
warmth, injection site pain or synovitis of the treated joint. Acute
synovial inflammation characterised by significant painful effusion of the
knee, and possibly low-grade fever, can also occur following the intraarticular injection of KioMedineVSone.

For more information about adverse events and contraindications, please refer
to the instructions for use provided with the package unit.
About KiOmed Pharma
Capitalizing on a history of innovation and expertise in
exclusive natural chitosan chemistry, KiOmed Pharma develops
a unique pipeline of medical devices that addresses unmet
medical needs in high-impact pathologies and major social
burdens such as invalidating osteoarthritis, skin aging and
ophthalmology.
For safety concerns and incident reports please contact
our medical device vigilance department immediately
(e-mail: vigilance-rheumatology@kiomedpharma.com).
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