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Sensori has presented an abstract and clinical studies at TRI/TINNET in
Regensburg, Germany
As previously communicated, Sensori took part in the world’s leading conference on tinnitus research on
March 14–15 in Regensburg, Germany. Doctor Peter Åhnblad, Senior Physician and ENT specialist, was
present to talk about the clinical study programme that was recently conducted with positive results for the
Swedish tinnitus patch Antinitus. Sensori’s Executive Director Torbjörn Kemper was also present.
The conference, titled ‘Disruptive Innovations in Tinnitus’, is the largest and single most important
conference in tinnitus research. It is a platform for scientific exchange and the possibility of interdisciplinary
networking organised by the Tinnitus Research Initiative (TRI) and TINNET (a European research
network). Below is a summary of Sensori’s participation in the conference. On page 2, there is also a
detailed explanation of the clinical effect of the tinnitus patch Antinitus.





Doctor Peter Åhnblad presented, for the first time, the clinical study programme and its positive results
in their entirety in the form of an abstract. (see page 2).
The abstract that was presented and the Antinitus study programme are based on three independent
clinical studies, a pilot study, an interventional study to evaluate impact, and a randomised, doubleblind, parallel, placebo-controlled efficacy and safety study.
Doctor Peter Åhnblad further highlighted the importance of an accessible consumer product for those
who rarely seek care for their tinnitus.
A large part of the conference focused on how to better understand what happens in the brain and what
parts of it that are involved in tinnitus. Research focuses on refined examinations with magnetic
resonance imaging (MRI) and electroencephalography (EEG).

- Visual neurofeedback was an interesting theme during the tinnitus conference in Regensburg. It is an exciting
area that shows some similarities to the effect that Antinitus’s biomodulation is aiming for, i.e. to try to calm
down the chaotic nerve signalling that is taking place in the brain's auditory centres and the limbic system in
tinnitus, says Doctor Peter Åhnblad.
Because of Sensori’s participation in TRI/TINNET, the Antinitus studies have received international attention by
medical experts and, as a result of this, Peter Åhnblad has been invited to the ‘International Conference in Ear
Nose and Throat Disorder’ in Japan (14–15 May 2018) as key note speaker. The international presence at
international congresses within ENT and audiology is an important part of the company's commercialisation of
the Antinitus product.
-We had several interesting meetings and discussions during RI/TINNET in Regensburg. Antinitus and the
positive results of our studies met with quite an interest among international actors and distributors on-site.
Examples of markets where our discussions continue are Korea and Turkey. We are of course excited about the
international attention, as our clinical study programme and the medical evidence are a prerequisite for
building trust with potential major customers, says Torbjörn Kemper, Executive Director at Sensori.
For questions, please contact:
Torbjörn Kemper, CEO, +46 76 111 39 80, torbjorn@sensori.se
Torsten Engevik, CFO/IR, +46 73 820 25 40, torsten@sensori.se
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The clinical efficacy of the tinnitus patch Antinitus
What is important to know about tinnitus and relevant for medical devices like Antinitus?
 In an environment where there is a total lack of other sounds and stimuli, everyone quite quickly develops at
least short-term tinnitus. All the different sounds are inherent in us as mobile, listening and thinking
creatures. Normally, these sounds are not prioritised, but in various events, a difficult circle can be triggered
where the sound is noticeable, disturbs us and eventually becomes a problem.
 Tinnitus can be viewed as an ‘incorrect’ awareness of a sound, a kind of phantom phenomenon in the brain.
What should be considered when assessing the clinical effect?
 The experience of tinnitus is completely subjective and can only be measured through estimates by the
patients.
 The sought after and experienced relief of tinnitus is completely individual and can differ dramatically among
those suffering from tinnitus.
 Each relief is progress for those suffering from tinnitus and it has been determined that even a small but
positive effect can be of great therapeutic value for the entire group suffering from tinnitus (Langguth B,
Salvi R, Elgoyhen AB. Emerging pharmacotherapy of tinnitus. Expert Opin Emerg Drugs. 2009;14(4):687–
702.).
 Antinitus is not a medication, it is a class 1 medical device, which means that the requirements for a
clinically positive effect cannot in any way be compared to, for example, that of medications.
 There are no regulatory requirements for a control group (placebo-controlled) to be compared to the clinical
performance of the intended product.
 An absolute majority of approved medical devices, regardless of their intended use or assessed effect, have
never undergone any placebo-controlled studies.
 The methods and products (behavioural therapy, neurofeedback, stimulants, etc.) currently used and
considered approved for tinnitus all have low evidence from a clinical, statistical standpoint and very few
have undergone placebo-controlled studies to assess the effect.

The tinnitus patch Antinitus’s summarised scientifically supported effect
The independent clinical study programme for the medical device Antinitus is based on three studies: a pilot
study that focuses mainly on safety, an interventional effect study and a randomised, double-blind, parallel,
placebo-controlled efficacy and safety study carried out at two independent clinics, one in Gothenburg and
one in Stockholm. The pilot study and the placebo-controlled safety and effect studies have both been
published in The International Tinnitus Journal, a well-known international peer-review journal focused on
tinnitus and indexed on, among others, Medline (Ahnblad P. Pilot Investigation of a Topographical Filter
Dermal Patch in Patients with Tinnitus. Int Tinnitus J. 2017; 21(1): 6–12 and Ahnblad P, Nordkvist A, A
Randomized, Placebo-Controlled, Double-Blind, Parallel Groups Study Evaluating the Performance and
Safety of a Steady State Coherent Biomodulator Patch in the Treatment of Subjective Tinnitus. Int Tinnitus J.
2017; 21(2): 157– 167.)
In addition to this, there are years of research experience of the patch in clinical contexts and post-market
follow-ups carried out by the producer of the patch.
The latter study is a relatively large and extensive study in a tinnitus context. The results show that Antinitus
performs statistically and clinically significantly better than placebo and that the patch is safe to use. One
month after the end of treatment, three times as many people in the Antinitus group had experienced relief in
their tinnitus compared to the placebo group. This gives an NNT (Numbers Needed to Treat) score of a
decent 5. In summary, this means that five patients need to be treated for one of them to get well/better from
the actual treatment. The lower the number, the ‘better the treatment’. Antinitus’s result of an NNT of 5 can,
for example, be put in relation to various antidepressants that have an NNT of between 6 and 10 in the
treatment of depression (major depressive disorder) (Citrome L. J Affect Disord. 2016). If we also put this in
relation to the few, mild and transient side effects (skin reactions, similar to a modern band-aid and the
placebo patches), Antinitus looks even better.
Although not all endpoints in the study showed statistically significant differences compared to placebo, there
was a clear trend that most measurements were better for Antinitus than for placebo. The scope of the
treatment was 3 weeks with the patch, with a recalibration for the body (to achieve relief in tinnitus) that is
ongoing from the start of the patch period and, normally, up to a month after the end of treatment. This is not
uncommon in the treatment of long-term or chronic conditions and something that is also seen in clinical
settings. This means that statistically and clinically significant differences usually occur a month after the
treatment (week 7), as seen in the latest study. Peter Åhnblad, Senior Physician, ENT Specialist, Sweden.

