
 

 

BARCELONA, Spain  
 

 

Almirall receives FDA approval to produce 
Seysara® (sarecycline) at the Sant Andreu de 
la Barca (Barcelona) plant 

 
• The production of this drug in Sant Andreu de la Barca (Barcelona) provides the company 

with a dual supply source and ensures the continuity of the business of this strategic 
product 
 

• Seysara® is an innovative first-in-class tetracycline-derived oral antibiotic commercialised in 
the United States for the treatment of inflammatory lesions of moderate to severe non-
nodular acne vulgaris  

 

• This approval opens the door to possible authorisation to produce other drugs not currently 
in production at Almirall’s plants in Spain for sale in the United States 
 

• Almirall has reached a key milestone, as the rigorous validation and approval process of the 
US agency once again proves its quality standards and confirms its position as a leading 
company in Medical Dermatology 

 
 
BARCELONA, Spain. June 1st, 2021 – Almirall S.A. (BME: ALM), a global biopharmaceutical company focused 

on skin health, has received US Food and Drug Administration (FDA) approval to produce Seysara®, a first-in-

class tetracycline-derived oral antibiotic for the treatment of inflammatory lesions of moderate to severe non-

nodular acne vulgaris, in 100 mg tablet form at its production site in Sant Andreu de la Barca (Barcelona, Spain) 

for its commercialisation in the United States. This is an important milestone as it will provide Almirall with a double 

source of supply and ensure the continuity of production of this strategic product. 

 

The Sant Andreu de la Barca plant currently supplies the active ingredients needed for toxicology, pre-clinical, 

and clinical studies, and produces 56 million units of finished products per year. This approval opens the door to 

other possible FDA authorisations to produce other drugs which are not currently manufactured at this industrial 

plant. The FDA approval highlights the rigorous quality and safety system that the Almirall’s plants have in place 

to ensure high standards of production. 

 

The internalisation project for Seysara® 100 mg tablets began in January 2019 and US authority approval was 

granted in April 2021. During this intense two-year period, all industrial activities needed for the regulatory 

submission were completed, including the procurement of raw materials, purchase of machinery, validations, 

manufacturing, stabilities, and serialisation, all with great precision and to the very highest internal quality 

standards. The first units manufactured at the Sant Andreu de la Barca plant are due to be placed in the market 

at the end of the year and enter into regular supply in the United States in 2022.  

 

“FDA approval to produce a drug for the United States marks a key milestone for Almirall as it allows us to have 

a double source of supply for this product and it shows the company’s commitment to ensuring the continuity of a 

strategic product for the business,” stated Marc Pérez, Almirall’s Global Pharma Operations Director.  

 



 

 

Almirall received the FDA approval for the sale of Seysara® in the United States in 2018, and since its launch in 

early 2019 it has continued to gain ground in the branded and non-branded segment of the market. Besides its 

presence in the US market, Almirall’s strategy for the product includes future expansion to China. The company 

has received approval for the Clinical Trial Application in this country and expects to commence a phase 3 clinical 

trial in 2021 to prove the efficacy and safety of the drug for submission to the Chinese National Medical Products 

Administration (NMPA) in 2023.  

About Almirall 

Almirall is a global biopharmaceutical company focused on skin health. We collaborate with scientists and healthcare 
professionals to address patient’s needs through science to improve their lives. Our Noble Purpose is at the core of our 
work: “Transform the patients' world by helping them realize their hopes and dreams for a healthy life”. We invest in 
differentiated and ground-breaking medical dermatology products to bring our innovative solutions to patients in need.   

The company, founded in 1943 and headquartered in Barcelona, is publicly traded on the Spanish Stock Exchange and 
is a member of the IBEX35 (ticker: ALM). Throughout its 77-year history, Almirall has retained a strong focus on the 
needs of patients. Currently, Almirall has a direct presence in 21 countries and strategic agreements in over 70, through 
13 subsidiaries, with about 1,800 employees. Total revenues in 2020 were 814.5 million euros.  

 

For more information, please visit almirall.com  
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pcolomer@tinkle.es pablo.divasson@almirall.com  
Phone: (+34) 93 545 12 51 Phone: (+34) 93 291 3087  
 
 Corporate Communications contact:  
 Almirall 
  Maria Duro  
 maria.duro@almirall.com  
 Phone: (+34) 671 580 492 
Legal warning 
This document includes only summary information and is not intended to be exhaustive. The facts, figures and opinions contained in this 
document, in addition to the historical ones, are "forward-looking statements". These statements are based on the information currently 
available and the best estimates and assumptions that the Company considers reasonable. These statements involve risks and 
uncertainties beyond the control of the Company. Therefore, actual results may differ materially from those declared by such forward-
looking statements. The Company expressly waives any obligation to revise or update any forward-looking statements, goals or estimates 
contained in this document to reflect any changes in the assumptions, events or circumstances on which such forward-looking statements 
are based, unless required by the applicable law. 
 
If you wish to unsubscribe from any Almirall Corporate communication, click here. 

 
In accordance with the General Data Protection Regulation and the applicable local regulations, we inform you that your personal data is 
processed by Almirall S.A. with registered address at Ronda del General Mitre 151, -08022-, Barcelona (Spain), acting as Controller in line 
with the purposes indicated in our Privacy Policy. For further information, you may consult it at https://www.almirall.com/privacy-policy or 
contact our Data Protection Officer at the e-mail address: dpo.global@almirall.com. PRNewswire is the Agency that licenses your personal 
data according to their privacy policy https://gdpr.cision.com/gdpr. At any time you can exercise your rights of access, rectification, deletion, 
objection, portability as well as the limitation of the processing of your data in the terms provided in the current regulations on Data 
Protection, by addressing the corresponding written request to our postal address (Ronda General Mitre, 151, 08022 Barcelona, Spain). 
The request to exercise any of your rights must be accompanied by a copy of an official document that identifies you (ID, driver's license or 
passport). Finally, we inform you that you can contact the Spanish Data Protection Agency and any other competent public bodies for any 
claim arising from the processing of your personal data. 
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