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Introduction 

On October 12 2015, the MAH submitted the final clinical study report for study NO1375, in accordance 
with Article 46 of Regulation (EC) No1901/2006, as amended. 

A short critical clinical overview has also been provided. 

1.  Scientific discussion 

1.1.  Information on the development program 

The MAH stated that study NO1375 is a stand alone study. 

1.2.  Information on the pharmaceutical formulation used in the study 

The study medication was provided as levetiracetam (LEV) 250 mg and 500mg tablets. 

1.3.  Clinical aspects 

1.3.1.  Description of the study 

Title:  

“An open-label, randomized, multicenter study to evaluate the efficacy and safety of Levetiracetam 
used as monotherapy in newly or recently diagnosed epilepsy patients aged older than or equal to 16 
years with partial seizures” 
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Methods 

 

Study design 
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Study population /Sample size 

Treatment 

Oral tablets of LEV (250mg and 500mg) were used in this study. Subjects received 2 equal doses of 
the LEV oral tablets per day, 1 in the morning and 1 in the evening. 

Outcomes/endpoints 
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Statistical Methods 

 

Results 

Subject disposition 

 

Paediatric subjects 
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Efficacy results 
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Safety results 
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Paediatric subjects 

 

Conclusion 

• The efficacy of monotherapy with LEV 1000mg/day to 2000mg/day in Japanese subjects aged 
≥16 years with newly or recently diagnosed epilepsy was demonstrated by the measurements 
of 6-month and 12-month seizure freedom.  

• The safety profile for LEV monotherapy was similar to the known data and appeared to be safe 
and well tolerated in subjects. 

 

2.  Rapporteur’s overall conclusion and recommendation 

Overall conclusion 

Results from N01375 show efficacy of monotherapy with LEV 1000mg/day to 2000mg/day in Japanese 
subjects aged ≥16 years with newly or recently diagnosed epilepsy as measured by 6-month and 12-
month seizure freedom. 

The evaluation of the safety data demonstrated that LEV was well tolerated. No new safety concerns 
were identified in this study. 
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The MAH considers that no changes to the approved EU Product Information for Keppra are proposed 
following the completion of this study.  

This study was solely submitted in accordance with Article 46 of the Paediatric Regulation. 

Recommendation  

The Rapporteur endorses the submission of this study in accordance with Article 46 of the Paediatric 
Regulation and confirms that there is no impact on either the Product Information or on the benefit-
risk balance of the EU authorized formulations. 

  Fulfilled: 

No regulatory action required 

 

 

    

    

    

  

 


	Introduction
	1.  Scientific discussion
	1.1.  Information on the development program
	1.2.  Information on the pharmaceutical formulation used in the study
	1.3.  Clinical aspects
	1.3.1.  Description of the study
	Methods
	Study design
	Study population /Sample size
	Statistical Methods

	Results
	Subject disposition
	Efficacy results
	Safety results
	Conclusion



	 The efficacy of monotherapy with LEV 1000mg/day to 2000mg/day in Japanese subjects aged ≥16 years with newly or recently diagnosed epilepsy was demonstrated by the measurements of 6-month and 12-month seizure freedom.
	 The safety profile for LEV monotherapy was similar to the known data and appeared to be safe and well tolerated in subjects.
	2.  Rapporteur’s overall conclusion and recommendation
	Overall conclusion
	Recommendation
	Fulfilled:


