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Review of new data on Leonurus cardiaca L., herba 
Periodic review (from 2010 to 2018) 

Scientific data (e.g. non-clinical and clinical safety data, clinical efficacy data)  

 Pharmacovigilance data (e.g. data from EudraVigilance, VigiBase, national databases):  

The EudraVigilance database was search on 2018-12-18 using the search terms “Leonuri 

herba”, “Leonuri tincture”, “Leonurus cardiaca extract” and “Leonurus cardiaca tincture”. 

 Scientific/Medical/Toxicological databases Scopus – key Leonurus cardiac L. (Lamiaceae) 

motherwort; search date: 02/01/2019 

 Other: Library of the National and Kapodistrian University of Athens (Lab of Pharmacognosy 

and Chemistry of Natural Products) 

Regulatory practice 

 Old market overview in AR (i.e. products fulfilling 30/15 years on the market) 
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 New market overview (including pharmacovigilance actions taken in member states) 

 Referral 

 Ph.Eur. monograph 

 Other  

Consistency (e.g. scientific decisions taken by HMPC) 

 Public statements or other decisions taken by HMPC 

 Consistency with other monographs within the therapeutic area 

Availability of new information (i.e. likely to lead to a relevant change of the monograph) 

Scientific data Yes No 

New non-clinical safety data likely to lead to a relevant change of the monograph    

New clinical safety data likely to lead to a relevant change of the monograph   

New data introducing a possibility of a new list entry   

New clinical data regarding the paediatric population or the use during pregnancy 
and lactation likely to lead to a relevant change of the monograph 

  

New clinical studies introducing a possibility for new WEU indication/preparation   

Other scientific data likely to lead to a relevant change of the monograph   

Regulatory practice Yes No 

New herbal substances/preparations with 30/15 years of TU    

New herbal substances/preparations with 10 years of WEU    

Other regulatory practices likely to lead to a relevant change of the monograph   

Referrals likely to lead to a relevant change of the monograph   

New / Updated Ph. Eur. monograph likely to lead to a relevant change of the 

monograph 

  

Consistency Yes No 

New or revised public statements or other HMPC decisions likely to lead to a 
relevant change of the monograph 

  

Relevant inconsistencies with other monographs within the therapeutic area that 
require a change of the monograph 

  

Other relevant inconsistencies that require a change of the monograph    

Other Yes No 

   

 

Summary and conclusions on the review  

During the review 74 new references not yet available during the first assessment were identified; 24 
of them were considered relevant for the assessment.  

No reference was provided by Interested Parties during the Call for data. 

No reference justifies a revision of the monograph. 

No revision is considered required because the 24 relevant references include only results on chemistry 
of secondary metabolites of Leonurus cardiaca with further phytochemical and botanical comparison 
with Leonurus japonicus, Leonurus sibiricus and Leonurus glaucescens together with some non-clinical 
studies (in vitro and in vivo) related mainly to the antibacterial (against S. aureus) action, anti-
inflammatory, analgesic and antioxidant activities.  
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There is one reference with a clinical study on a soybean oil extract of Leonurus cardiaca aerial parts 
(1:10, w/v), which is not among herbal preparations included in the current monograph (powder, 
comminuted substance and hydroalcoholic extracts) based on existing bibliographic and European 
market overview data. Taking into account that the composition and therapeutic use of the existing 
preparations in the EU herbal monograph are different from that of the oil extract, data found in 
literature on such particular extract could not be further used and extrapolated to powder and/or water 
and alcohol-water extracts. The data about the oil extract is not considered in this review. 

No new safety concerns related to the use of Leonurus cardiaca were found. No new medicinal 
products containing Leonuri cardiaca herba as the single active substance, fulfilling the requirements of 
traditional use or WEU, were reported by EU member states or by Interested Parties during the call for 
data. 
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 No revision needed, i.e. no new data/findings of relevance for the content of the monograph 

The HMPC agreed not to revise the monograph, assessment report and list of references on Leonuri 

cardiacae herba by majority.   

The following members did not agree with the decision of the HMPC and were of the position that there 

are new data/findings of relevance for the content of the monograph and a revision is needed: A Le, AP 

Martins, L Anderson, H Pinto Ferreira. 

H Pinto Ferreira: I have concerns related with the revision of the monograph Leonorus cardiaca. In 
order to prevent the wrong use of the product in situations that can risk the health and even the life of 
the consumer, special warnings related to the use for indication 2 should have been included. In this 
sense the safety of the product is not completely fulfilled. Also the indication 2 is not in line with the 
Article 16a, 1a, of the Directive 2001/83/EC. 
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