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Merck KGaA, Darmstadt, Germany, Receives European 
Medicines Agency Acceptance for Review of Marketing 
Authorization Application for Cladribine Tablets 
 
 
Darmstadt, Germany, July 18, 2016– Merck KGaA, Darmstadt, Germany, a leading 

science and technology company, today announced that the European Medicines 

Agency (EMA) has accepted for review the Marketing Authorization Application 

(MAA) of the investigational product Cladribine Tablets for the treatment of 

relapsing-remitting multiple sclerosis (MS). 

 

“Our submission of the Marketing Authorization Application for Cladribine Tablets 

demonstrates our continued commitment to fighting the devastating disease of 

multiple sclerosis,” said Luciano Rossetti, Head of Global R&D for the Biopharma 

business of Merck KGaA, Darmstadt, Germany. “Although there are multiple 

therapies available for relapsing-remitting MS, there is still a significant unmet 

medical need with a focus on efficacy, dosing, durability and safety. We believe that 

Cladribine Tablets, if approved, would have a first-of-its-kind dosing regimen and 

serve as an important therapeutic option for patients with relapsing-remitting MS.” 

 

The MAA submission includes data from three Phase III studies, CLARITY, CLARITY 

EXTENSION and ORACLE MS, and the Phase II ONWARD study. In these trials, 

Cladribine Tablets showed significantly reduced relapse rates, risk of disability 

progression and development of new MS lesions, as detected by MRI, versus placebo 

in patients with relapsing-remitting MS.1,2,3,4,5 Together with interim long-term 

follow-up data from the prospective registry, PREMIERE, the new MAA also includes 

follow-up consisting of over 10,000 patient years of exposure in total, with follow-

up in some patients exceeding eight years.6 
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About Cladribine Tablets 
Cladribine Tablets is an oral small molecule prodrug that selectively and periodically targets lymphocytes 
thought to be integral to the pathological process of MS. Cladribine Tablets is currently under clinical 
investigation and not approved for any use in the United States, Canada and Europe.  
 
 
About Multiple Sclerosis 
Multiple sclerosis (MS) is a chronic, inflammatory condition of the central nervous system and is the most 
common, non-traumatic, disabling neurological disease in young adults. It is estimated that 
approximately 2.3 million people have MS worldwide. While symptoms can vary, the most common 
symptoms of MS include blurred vision, numbness or tingling in the limbs and problems with strength 
and coordination. The relapsing forms of MS are the most common. 
 
 
 
 
 
 
 
 
 
 
 
 
All Merck KGaA, Darmstadt, Germany, press releases are distributed by e-mail at the same time they 
become available on the EMD Group Website. In case you are a resident of the USA or Canada please go 
to www.emdgroup.com/subscribe to register again for your online subscription of this service as our 
newly introduced geo-targeting requires new links in the email. You may later change your selection or 
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Merck KGaA, Darmstadt, Germany, is a leading science and technology company in healthcare, life 
science and performance materials. Around 50,000 employees work to further develop technologies that 
improve and enhance life – from biopharmaceutical therapies to treat cancer or multiple sclerosis, 
cutting-edge systems for scientific research and production, to liquid crystals for smartphones and LCD 
televisions. In 2015, Merck KGaA, Darmstadt, Germany, generated sales of € 12.85 billion in 66 
countries. 
Founded in 1668, Merck KGaA, Darmstadt, Germany, is the world's oldest pharmaceutical and chemical 
company. The founding family remains the majority owner of the publicly listed corporate group. Merck 
KGaA, Darmstadt, Germany, holds the global rights to the Merck KGaA, Darmstadt, Germany, name and 
brand. The only exceptions are the United States and Canada, where the company operates as EMD 
Serono, MilliporeSigma and EMD Performance Materials. 
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