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Indena Industria Derivati Naturali

OUR MISSION

At Indena we believe that an in-depth

knowledge in active ingredients derived from medicinal plants 

and the search for excellence at all times are crucial

commitments to serving our customers in pharmaceuticals and 

health-foods.

Research and production technologies are the main focus of our 

mission and the way we create a “value difference” for our partners.

At Indena, we have always been inspired by a rigorous scientific 

approach in our research:

PROCESS RESEARCH

PRODUCT RESEARCH
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«The Best Chemist is Nature»



XVI FTC, 18 Dec 2023 - Bari, Italy

Repositioning:  We see the story from the 
API and Supply Chain

• reduced number of required clinical trial steps could reduce the time and costs for the medicine to 
reach market

• existing pharmaceutical supply chains (including API) could facilitate "formulation and 
distribution" of the drug

• known possibility of combining with other drugs could allow more effective treatment

• the repositioning could facilitate the discovery of "new mechanisms of action for old drugs and 
new classes of medicines

• the removal of “activation barriers” of early research stages can enable the project to advance 
rapidly into disease-oriented research

Drug repositioning Strategy advantages:

Many company are looking to reposition drugs when IP on API is expired
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And we follow the repurposing story from API 
production… some have happy endings other do 

not …

Colchicine Gloriosa Superba
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WHATCH OUT!
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1.Gout:

• Colchicine is commonly prescribed to treat acute gout attacks. It helps alleviate pain and 

inflammation associated with gout by reducing the inflammatory response to uric acid 

crystals in the joints.

2.Familial Mediterranean Fever (FMF):

• Colchicine is also used as a preventive treatment for FMF, a genetic disorder 

characterized by recurrent episodes of fever, inflammation, and pain.

3.Pericarditis:

• In some cases, colchicine may be prescribed to manage acute pericarditis, an 

inflammation of the lining around the heart (the pericardium).

Colchicine Therapeutical Indication

Colchicine is indicated in the majority of the Countries for:

Tablet for Oral use 1mg and (only in few countries) 0.5mg
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Colchicine Mechanism of Action
repurposing strategy gold standard

Acts inhibiting the release of 

chemiotactic factors and glycoproteins

Binds to fibrillary protein and inhibits 

granulocites migration to joints

Also has amiotic action and increase gut 

motility
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Timeline and milestone of colchicine in medicinal history

Acta Pharmacologica Sinica (Acta Pharmacol Sin) ISSN 1745-7254 (online) ISSN 1671-4083 (print) 
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CONCLUSION OF TWO SUCCESSFUL CLINICAL STUDIES ON USE OF COLCHICINE IN 
CORONARY ARTERY DISEASE
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COLCOT STUDY MENTIONED IN THE BRAND NEW ESC 
GUIDELINES AND MORE TO COME IN 2022 EDITION
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On Aug 27 2021 the Health Canada, based on COLCOT 
results, approves the first 0.5 mg colchicine for 
prevention of atherothrombotic events in CAD patients

Canada
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USA

Current USA indication and dosages

• In June 2023, the U.S. FDA approved a low-dose colchicine regimen for the 

prevention of heart attacks in adult patients with multiple risk factors for 

cardiovascular disease. As an anti-inflammatory drug, a dose of 0.5mg/d reduces 

the rates of cardiovascular events by 25% to 30% in patients with coronary 

atherosclerosis. The drug is most effective in combination therapy with lipid-
lowering and other anti-inflammatory medications

IP protection for the use of Colchicine in CV indication

Agepha Pharma gets ancient gout remedy colchicine 

across FDA finish line for heart disease
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DATA Protection and Price

October 2023

a retail price was issue  for Lodoco of 

$621 for a 30-day supply -- nearly 

$21/pill.
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What about old Europe?

Medical Opinion is in favor:

Based on its long-term safety and effectiveness, low-dose colchicine is poised to be repurposed 

as a new cornerstone therapy for the secondary prevention of coronary disease. It is already 

included in the guidelines in many countries, including Europe, Canada, South America, and 
Taiwan.

• Why company do not see the opportunity?

• Is the off label use enough for the patient needs?
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