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Disclaimer

This presentation contains forward looking statements including, but not limited to, statements concerning the outcome or success of Mithra Pharmaceuticals’ clinical trials ; its ability to 

successfully gain regulatory approvals and commercialize products ; its ability to successfully advance its pipeline of product candidates ; the rate and degree of market acceptance of 

its products ; and its ability to develop sales and marketing capabilities. 

Forward looking statements are subject to a number of risks, uncertainties and assumptions. Moreover, Mithra Pharmaceuticals operates in a very competitive and rapidly changing 

environment. New risks emerge from time to time. It is not possible for Mithra Pharmaceuticals’ management to predict all risks, nor can Mithra Pharmaceuticals assess the impact of all 

factors on its business or the extent  to which any factor, or combination of factors, may cause actual results to differ materially from those contained in any forward looking statements 

it may make. In light of these risks, uncertainties and assumptions, the forward looking events and circumstances discussed in this presentation may not occur and actual results could 

differ materially and adversely from those anticipated or implied in the forward looking statements. 

You should not rely upon forward looking statements as predictions of future events. Although Mithra Pharmaceuticals believes that the expectations reflected in the forward looking 

statements are reasonable, it cannot guarantee that the future results, levels of activity, performance or events and circumstances reflected in the forward looking statements will be 

achieved or occur. Moreover, except as required by law, neither Mithra Pharmaceuticals nor any other person assumes responsibility for the accuracy and completeness of the forward 

looking statements. Forward looking statements in this presentation represent Mithra Pharmaceutical’s views only as of the date of this presentation. Mithra Pharmaceuticals 

undertakes no obligation to update or review any forward looking statement, whether as a result of new information, future developments or otherwise, except as required by law.

This presentation has been prepared by the management of Mithra Pharmaceuticals. It does not constitute or form part of, and should not be construed as, an offer, solicitation or 

invitation to subscribe for, underwrite or otherwise acquire, any securities of Mithra Pharmaceuticals or any member of its group nor should it or any part of it form the basis of, or be 

relied on in connection with, any contract to purchase or subscribe for any securities of Mithra Pharmaceuticals or any member of its group, nor shall it or any part of it form the basis of 

or be relied on in connection with any contract or commitment whatsoever. 

The information included in this presentation has been provided to you solely for your information and background and is subject to updating, completion, revision and amendment and 

such information may change materially. No person is under any obligation to update or keep current the information contained in this presentation and any opinions expressed in 

relation thereto are subject to change without notice. No representation or warranty, express or implied, is made as to the fairness, accuracy, reasonableness or completeness of the 

information contained herein. Neither Mithra Pharmaceuticals nor any other person accepts any liability for any loss howsoever arising, directly or indirectly, from this presentation or its 

contents.
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1. Scope of agreement

• 20-year Exclusive* License 
for Estelle®

• Territories : 
• Western & Eastern Europe
• Russia

* semi-exclusive licence for Belux
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2. Estelle® – Status

• Oral contraceptive product candidate composed of 15 mg Estetrol (E4) and 3 

mg drospirenone (DRSP).

• Recent positive top-line results for pivotal Phase III study in Europe and Russia*

• Excellent contraceptive efficacy

• Outstanding bleeding profile, cycle control, quality of life and safety and tolerability

• Top-line results of the US/Canada Phase III study on track to report in Q1 2019
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* Cf Press release 8-08-2018 « Mithra announces positive top-line results of Estelle Phase III oral contraceptive study in EU/Russia »
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3. Market: Europe + Russia

• The European market (including Russia) for contraceptives is valued at 
approximately EUR 1.6 billion annually, with combined oral contraceptives 
(COCs) accounting for over 69.1%. 

• The territories under the agreement represent 21.6% in value of the worldwide 
oral contraceptive market (EUR 5.2 billion), making this a key region for the 
commercialization of Estelle®.

*IMS Analytics Link Q3/2017. CAGR volume 2013-2027: -1.7%. IMS numbers based on the 30 most important countries of the 54 countries under the 
agreement.

6investors.mithra.com - Gedeon Richter Deal Presentation – 12/09/2018



4. Richter – An ideal partner for Estelle®

• Headquartered in Budapest, Hungary

• A significant player in international Women’s Healthcare 

• Major pharmaceutical company in Central & Eastern Europe, with an expanding direct 
presence in Western Europe, China and Latin America

• Market capitalization of EUR 3.5 billion; consolidated sales of approximately EUR 1.4 
billion in 2017

• Richter product portfolio covers important therapeutic areas, including Women's Health, 
Central Nervous System and Cardiovascular

• Largest R&D unit in Central & Eastern Europe, original research activity 
focuses on CNS disorders, also active in biosimilar product development

• Gedeon Richter Plc. (www.richter.hu) 
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4. Richter – An ideal partner for Estelle®

• Women’s Health sales amounted to EUR 469.4 million in 2017 (40% of total sales 
for the company), with the oral contraceptive portfolio representing a turnover of 
EUR 292.9 million. 

• Richter is a market leader in Russia & Eastern Europe 

• Rapidly growing presence in Western Europe is an important driver of the Women’s 
Health division 

• The company has a clear strategy to further strengthen the franchise in Eastern and 
Western Europe, with the addition of innovative products such as Estelle®. 

*Richter company report: https://www.richter.hu/en-US/investors/company-reports/Quarterly%20reports/RCH180212QR01E.pdf
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5. Agreement Terms: license

• Milestones: 55 million downpayment

o EUR 35 million upfront on contract signature

o EUR 20 million related to market approvals

• Potential additional sales-related milestones

• Royalties 

o Tiered royalties from high single-digit to substantial double-digits in view of sales volumes
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4. Agreement Terms : Supply

• Mithra to receive guaranteed annual recurring revenues (MAQ) 

• Production options
• Mithra to manufacture initial supplies of Estelle® for Richter at its CDMO*. 

• Richter to evaluate the option to manufacture and supply Estelle® as well as key API’s 
in territories under the agreement. 

• In view of the production forecasts of this contract and previously closed agreements, 
this option may offer Mithra a competitively priced future manufacturing source when 
the Mithra CDMO reaches full capacity.

* Contract, Development and Manufacturing Organization
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6. Deal potential
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• Annual partner (Gedeon Richter) revenue if Estelle reaches a market share of: 

A. 5%  in Europe and 7,5% in Russia = € 175 Million

B. 7,5% in Europe and 10% in Russia = € 260 Million

C. 10% in Europe and 15% in Russia = € 350 Million

D. 15% in Europe et 20% in Russia = € 520 Million 
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7. Summary

• Major endorsement of Estelle®’s potential as a next-generation COC with enhanced 

benefit / risk profile

• Significant partnership with Women’s Health leader in world’s second-largest 

market by value

• Potential for substantial royalties and revenues over lifetime of contract
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Thank you for your attention
Any questions?

François Fornieri
ffornieri@mithra.com
+32 4 349 28 22

investorrelations@mithra.com 
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Jean-Manuel Fontaine
jmfontaine@mithra.com
+32 4 349 28 22

https://www.mithra.com/
https://www.mithra.com/
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