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In 2021, InnoMedica has made important progress both with Talidox in oncology and with Tali-
neuren in neurology thanks to the successful capital increase of CHF 15 million. The submission 
of the marketing authorization dossier brings Talidox a big step closer to the market. In addition, 
the clinical trial with Talidox was further expanded and planning of the next phase of the study 
has advanced significantly. Furthermore, the submission of the clinical trial application dossier 
for the use of Talineuren in Parkinson‘s disease and the approval of the NEON trial by Swissmedic 
mark important milestones in the Talineuren project. Finally, InnoMedica passed both the routine 
inspection at the Nanofactory in Marly and the inspection of the new modular clean room II this 
fall, an important prerequisite for being able to manage the expected large production volumes 
for the oncology and neurology markets. The progress enables the planning of further financing 
up to break-even.
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Submission of the 
marketing authori-
zation dossier for 
Talidox
On November 17, 2021, the marketing authoriza-
tion dossier (electronic Common Technical Do-
cument; eCTD) for Talidox was submitted. Over 
the past year, the InnoMedica team compiled the 
comprehensive dossier with data and informati-
on on preclinical and clinical studies as well as on 
product quality. With this submission, InnoMedica 
is applying for approval for the indications of 
the reference product Caelyx, specifically breast 
cancer and ovarian cancer. Talidox contains the 
well-established active ingredient Doxorubicin, 
which is still widely used to fight cancer thanks 
to its compelling efficacy in both free and lipo-
somal form. With Talidox, the new formulation 
of this active ingredient, InnoMedica particular-
ly addresses the problem of numerous and of-
ten severe side effects that occur with currently 
available chemotherapeutic agents.

As shown by the data from the first clinical trial, Talidox promises a better side effect profile with 
at least equivalent efficacy due to a better distribution of the active ingredient Doxorubicin in the 
body as a result of the specific liposomal formulation. InnoMedica has submitted Talidox to Swiss-
medic as a „known substance with innovation“. The argumentation centers on the merits of the ac-
tive ingredient Doxorubicin in combination with the advantages of the new liposomal formulation, 
which promise improvements to patients as compared to treatment with Caelyx. The innovation in 
Talidox lies in the novel composition of the liposomes, which are more homogeneous and smaller 
compared to Caelyx and are therefore expected to have a positive impact on the distribution of the 
drug in the body.

The submission is now followed by a formal inspection of the dossier by Swissmedic within 30 days 
in the ordinary procedure. Provided no formal objections are raised, the content of the dossier 
will then be reviewed within a period of 4 months. InnoMedica expects to receive a list of questi-
ons by spring 2022 with which the regulator will take a binding position on the Talidox marketing  
authorization dossier. In the meantime, InnoMedica plans to apply for a temporary approval to 
allow patients to access treatment with Talidox outside of the clinical trial.
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Expansion of the first clinical  
study with Talidox and planning  
of the next study phase
Following the treatment of the first 30 patients with Talidox in the safety study, a study expansion 
with the recruitment of 14 additional patients was decided. This SMARTER1 study (https://www. 
clinicaltrials.gov/ct2/show/NCT03387917) has been running since August 2021 and enrolls pa-
tients with metastatic gynecological cancers such as breast and ovarian cancer. As before, the 
recruitment and treatment of patients is carried out in collaboration with the Swiss Group for 
Clinical Cancer Research (SAKK) in 5 hospitals in Switzerland. The aim of the study is to compare 
Talidox and Caelyx regarding pharmacokinetics, which is known to be significantly influenced by 
the design of the liposome shell. In order to obtain a direct comparison in each patient, the pa-
tients first are randomized to receive one cycle of Talidox and one cycle of Caelyx in alternating 
order (see figure). Subsequent treatment cycles thereafter are performed exclusively with Talidox.

Cycle 2 (28 days)Cycle 1 (28 days)

SMARTER trial with Talidox

Talidox infusion
40 mg/m2

Caelyx infusion
40 mg/m2

Crossover

Caelyx infusion
40 mg/m2

Talidox infusion
40 mg/m2

Crossover

From Cycle 3 (21 days) on

Talidox infusion
40 mg/m2

In parallel to the SMARTER study, plans for a further study with Talidox are progressing fast. The 
study is currently being set up and will provide a direct comparison of Talidox with standard che-
motherapy. The goal of the study is to demonstrate that Talidox is more tolerable than standard 
therapy and thus can be administered over a longer period of time without progression of the 
disease. This study plans to enroll a larger study population of patients with metastatic breast 
cancer, who will receive as their first-line therapy either Talidox or the standard chemotherapy of 
the treating physician.

1SMARTER as in «SMALLER & STRONGER» since Talidox consists of smaller liposomes that enable higher dosages.
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With the recent approval by the SAKK Board of Directors of the collaboration to conduct this study, 
InnoMedica has reached another milestone to market launch. The cooperation agreement will allow 
InnoMedica to conduct a first large study under its own responsibility as sponsor while benefiting 
from SAKK‘s infrastructure, expertise and experience as well as its national network of hospitals. 

The SAKK study physicians Dr. med. Dagmar Hess and Prof. Dr. med. Markus Jörger see great 
potential in InnoMedica‘s cancer drug Talidox: 

«The clinical data generated with Talidox during the study SAKK 65/16 are promising from 
multiple points of view. Pharmacokinetics indicate that the nanodrug delivery system used to 
formulate Talidox enables an extended serum half-life and exposure (AUC) when compared 
to literature values of Caelyx, while still maintaining a faster drug release profile and smaller 
nanoparticle size. We think that these are desirable technical features that lay a robust phar-
macokinetic fundament for further development of Talidox. On top of that, taking into account 
the very small particle size of Talidox – an important biomechanism for tumor specificity of 
nanodrugs – we see potential for Talidox to enable drug accumulation in certain tumor types.

It is intriguing to note that Talidox causes comparatively few hematological adverse drug re-
actions when looking at commonly used cytotoxic compounds. We know that the immune sys-
tem plays a key role to fight tumors, and thus protecting circulating immune cells is probably 
the right way to go forward. In this regard, Talidox has the potential to establish itself as a 
well-tolerated cytotoxic chemotherapy, enabling a potentially higher life quality for patients. 
Chemotherapy plays an essential role in the management of many cancers and can boost the 
effectiveness of immunotherapies when given in combination treatments. Given that Talidox 
encapsulates the immunogenic cell death inducer doxorubicin, a combination of Talidox with 
immunotherapies is of clinical interest. Further clinical studies with Talidox that InnoMedica 
and SAKK may conduct together should give clear-cut answers to some of the most pressing 
questions we currently face with cytotoxic chemotherapy.»
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NEON study with Talineuren
The approval from the Ethics Committee and from Swissmedic for the start of the NEON2 study  
(https://www.clinicaltrials.gov/ct2/show/NCT04976127) with Talineuren (Phase I study) marks the 
next milestone towards the treatment of neurodegenerative diseases. Currently, the study site is 
being trained to conduct the study with Parkinson‘s patients. Once these final preparatory steps 
have been completed, the first patients can be enrolled in the study and treated with Talineuren. 
In the NEON study, Talineuren will be administered to 12 patients intravenously once a week in ad-
dition to their already prescribed medication for symptom control. The objective of the study is to 
determine the maximum therapeutic dose of Talineuren for the treatment of Parkinson‘s disease 
and to collect initial data on tolerability. In addition, the patients‘ condition will be documented 
in order to indicate initial trends in the improvement of their state of health. In the first three pa-
tients, the dose of Talineuren will be increased weekly until the maximum tolerated or maximum 
administered dose is reached. The NEON study is the first clinical trial in which InnoMedica itself 
is the sponsor allowing for a more efficient handling of the processes. This cuts costs and saves 
time. In addition, valuable knowledge can be built in-house with a view to future studies and colla-
boration with the study centers and treating physicians can be expanded.

Once the maximum therapeutic dose of Talineuren is determined in the NEON study, InnoMedica 
will conduct a clinical trial for the treatment of amyotrophic lateral sclerosis (ALS) with intrave-
nous Talineuren. For ALS, Talineuren has already received Orphan Drug Designation from the EMA 
and FDA in spring. Swissmedic acknowledged the status and confirmed that the liposomal formu-
lation of GM1 has great potential as a treatment for this severe disease.

2 NEON as in «NEURO REGENERATION» since the active ingredient GM1 in Talineuren stimulates regenerative and protective  
processes in neurones.
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Inspection of the  
Nanofactory in Marly
On October 5 and 6, 2021, the responsible authorities conducted the bi-annual routine inspec-
tion as well as the inspection of the new modular clean room II at the Nanofactory in Marly. The  
successful passing of the inspection confirms that InnoMedica‘s quality system works and is imple-
mented consistently by all employees. Upon receiving formal authorization from Swissmedic, the 
new clean room can now be used for the manufacturing of pharmaceutical products in accordance 
with Good Manufacturing Practice (GMP). As part of the routine inspection, compliance with GMP 
guidelines in the manufacturing and control process of Talineuren, InnoMedica‘s second drug, was 
also assessed and confirmed. As a result, InnoMedica can now manufacture two products at the 
Nanofactory in Marly in the quality required for use in clinical trials.

In order to cope with the demand for Talineuren, various scaling projects are underway for the 
new clean room II. The aim is to implement process scaling quickly to permit production of the 
volumes required for break-even. For example, batch pooling has already been carried out a first 
time, which allows the production of a double batch with accordingly twice the volume. Enginee-
ring for larger batch volumes is also well advanced.
 
In parallel, InnoMedica is preparing for market launch with approval of Talidox. Contacts with lea-
ding physicians are continuously being expanded and used for strategic decisions regarding clini-
cal trials. For example, Prof. Beat Thürlimann, MD, former Chief Physician at the St. Gallen Breast 
Center and President of SAKK, advises InnoMedica on the implementation of the international 
study with Talidox and the market launch in Switzerland, Europe and the USA. PD Dr. Michael 
Schüpbach is taking on an important role in the clinical development of Talineuren in neurology 
as chief physician.
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Financing until  
break-even
In addition to the annual financial statements according to the Swiss Code of Obligations, Inno-
Medica‘s finance team will prepare financial statements according to the International Financial 
Reporting Standards (IFRS) for the year 2021. Together with the IFRS annual report 2020 (incl. 
previous year‘s figures 2019), InnoMedica will thus be able to present 3 years of IFRS compliant 
financial statements and thus will fulfill a key condition for the upcoming IPO.

With cash and cash equivalents of approximately CHF 19 million at year-end 2021, InnoMedica 
for the time being is well financed. In order to get the promising products Talidox and Talineuren 
on the market and to reach break-even, InnoMedica plans to carry out another capital increase 
in spring 2022. As in 2021, InnoMedica is considering the inclusion of a group of existing share-
holders in the capital increase offer. The exact terms of the capital increase will be communicated 
to the shareholders and interested investors at the beginning of 2022 following a decision by the 
Board of Directors.

For questions, please do not hesitate to contact 

Ms. Andrea Zurkirchen:  

andrea.zurkirchen@innomedica.com  

+41 (0)44 383 88 22 www.innomedica.com


