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Pursuant to article 228 of the restated text of the Securities Market Law, we hereby inform 

you of the following SIGNIFICANT EVENT: 

 

“Find attached press release that Pharma Mar, S.A. will distribute to the media where Pharma 

Mar announces that the pivotal phase III trial ATLANTIS in relapsed small-cell lung cancer 

with lurbinectedin has reached the number of 600 patients recruited”.  
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PharmaMar announces that the ATLANTIS study has 

reached the goal of patient recruitment   

 ATLANTIS study, in small-cell lung cancer with lurbinectedin, 

recruited 600 patients in a total of 160 hospital centers in 20 countries 

 Top line data is expected to readout around the end of 2019 

Madrid, 30 of July 2018. PharmaMar (MSE:PHM) has today announced that the 

pivotal phase III trial ATLANTIS in relapsed small-cell lung cancer has reached the 

targeted number of 600 patients recruited. This number will increase once those 

patients currently in screening evaluation are included into the study. 

The ATLANTIS trial compared Lurbinectedin plus doxorubicin to physician's choice of 

either Topotecan or CAV (cyclophosphamide, adriamycin, vincristine) in a 1 to 1 

randomization. The primary endpoint is overall survival, and based on expected 

number of events, top line data analysis will be available once 510 events occurs, 

around the end of 2019. The trial is 90% powered to deliver a hazard ratio of 0.75. 

ATLANTIS recruited these 600 patients in 160 hospital centers in 20 countries being 

the largest recruiting countries Spain, Germany and the United States.   

Anna Farago M.D., Ph.D., co-Principal Investigator of the ATLANTIS trial from 

Massachusetts General Hospital in Boston said, "The completion of enrollment to 

ATLANTIS marks an important moment for clinical trials in small cell lung cancer. 

New approaches for treating this aggressive cancer are sorely needed. We look 

forward to seeing the overall survival data from ATLANTIS soon, and we are hopeful 

that the combination lurbinectedin and doxorubicin will demonstrate a benefit 

compared to current standard of care therapy, and therefore provide a new option 

for patients with this terrible disease.” 

Luis Paz-Ares, M.D., Professor of Medicine, co-Principal Investigator of the 

ATLANTIS trial from Hospital Universitario 12 de Octubre, Madrid added, “The 

completion of the recruitment of the ATLANTIS clinical trial represents an important 

milestone. In a disease as relapsed small cell lung cancer, we are in need of new 

therapeutic opportunities for these patients and the results of this trial with 

lurbinectedin could help to change the therapeutic landscape in a setting in which, 

unfortunately, there have been no large advances in recent years. We are eagerly 

waiting for the trial data to mature and have the results available." 
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Luis Mora, Managing Director of PharmaMar´s Oncology Business Unit, said "we are 

pleased and excited that we have completed enrolment of this large trial. Between 

ATLANTIS and our monotherapy trial, we hope to deliver to regulators data sets that 

can lead to the approval of Lurbinectedin for this difficult to treat disease." 

About PharmaMar  

Headquartered in Madrid, PharmaMar is a world-leading biopharmaceutical company in the discovery and 

development of innovative marine-derived anticancer drugs. The company has a pipeline of drug 

candidates and a robust R&D oncology program. PharmaMar develops and commercializes YONDELIS® in 

Europe and has other clinical-stage programs under development for several types of solid and 

hematological cancers, Zepsyre® (lurbinectedin, PM1183), plitidepsin, PM184 and PM14. PharmaMar is a 

global biopharmaceutical company with subsidiaries in Germany, Italy, France, Switzerland, United 

Kingdom, Belgium, Austria and the United States. PharmaMar fully owns other companies: GENOMICA, a 

leading molecular diagnostics company; Sylentis, dedicated to researching therapeutic applications of gene 

silencing (RNAi); and two other chemical enterprises, Zelnova Zeltia and Xylazel. To learn more about 

PharmaMar, please visit us at www.pharmamar.com. 

About Zepsyre® 

Zepsyre® (lurbinectedin, PM1183) is a compound under clinical investigation. It is an inhibitor of RNA 

polymerase II. This enzyme is essential for the transcription process that is over-activated in tumors with 

transcription addiction. 

 

About small-cell lung cancer  

SCLC is a very aggressive cancer that usually presents with distant metastases and has already spread at 

the time of diagnosis, thus limiting the role of traditional approaches and posing a worse prognosis 

compared to other lung cancer types. The 5-year survival rate is about 5%i. About 18% of all the lung 

cancer cases diagnosed are SCLC, and only in the US more than 34,000 new cases are recorded every 

year. This tumor is strongly associated with tobacco smoking, posing an important public health problemii. 

After failure to treatment with a platinum-based therapy in first line, the therapeutic alternatives are very 

limited, and the approval of the last drug for this disease took place 20 years ago. 

 

Disclaimer 

This document is a press release, not a prospectus. This document does not constitute or form part of an 

offering or invitation to sell or a solicitation to purchase, offer or subscribe shares of the company. 

Moreover, no reliance should be placed upon this document for any investment decision or contract and it 

does not constitute a recommendation of any type with regard to the shares of the company. 

 

Media Contact: 

Alfonso Ortín – Communications Director aortin@pharmamar.com Mobile: +34 609493127 

Miguel Martínez-Cava – Digital Communication Manager mmartinez-cava@pharmamar.com Mobile: +34 

606597464 

Phone: +34 918466000 

            

 

http://www.pharmamar.com/
mailto:aortin@pharmamar.com
mailto:mmartinez-cava@pharmamar.com
https://twitter.com/phrmmar
https://es-la.facebook.com/PharmaMarES/
https://www.linkedin.com/company/pharmamar
https://www.instagram.com/pharmamar/
https://www.youtube.com/c/Pharmamar_official
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Investor Relations: 

Phone: +34 914444500 

Or please visit our website at www.pharmamar.com  

 

i http://www.cancer.gov/types/lung/hp/small-cell-lung-treatment-pdq 
ii http://www.jnccn.org/content/11/1/78.full.pdf 
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