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HMPC decision on review of monograph on 
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Review of new data on Phaseolus vulgaris L., fructus sine semine 
Periodic review (from 2013 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)  

 Scientific/Medical/Toxicological databases: search period was set from April 2012 to April, 
2018. Using the key words “Phaseolus vulgaris, pods” and “Phaseolus vulgaris L., fructus sine 
semine” 9 relevant references and 22 references not supporting assessment were detected. All 
together using keywords “Phaseolus vulgaris, pods” and “Phaseolus vulgaris L., fructus sine 
semine” 506 hits were found (6 of them were significant and included in the reference list as 
relevant) in Scopus, in PubMed database 49 hits were found (3 of them were significant and 
already found in Scopus database and included in the list of reference as relevant), in Science 
direct 722 hits were found (1 of them was significant, already found in Scopus and in PubMed 
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and was included in the reference list as relevant); in Google Scholar were found 3 significant 
publications.  

 Other  

Regulatory practice 

 Old market overview in AR (i.e. products fulfilling 30/15 years on the market) 

 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 

 Other  

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    

 

Summary and conclusions on the review  

During the review 31 new references not yet available during the previous assessment were identified.  

No references were provided by Interested Parties during the Call for data. 

Nine references were considered to be relevant for the assessment. These references include results of 
non-clinical studies describing the hypoglycemic effect, hypolipidemic, antibacterial activity and 
antioxidant activity. Other 22 references contain data that concerns only beans (Phaseolus vulgaris 
semine) but not the pods. Taking into account that the composition and therapeutic use of the seeds 
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preparations are different (for the weight control) from that of the pods, data found in literature on the 
beans could not be extrapolated to bean pods. The data about the beans themselves are not 
considered in this review. 

No references justify a revision of the monograph. 

No revision is considered required because no clinical studies or new safety concerns related to the use 
of Phaseolus vulgaris L., fructus sine semine were found. No new medicinal products containing 
Phaseolus vulgaris L., fructus sine semine as the single active substance, fulfilling the legal 
requirements of traditional use or WEU were reported during the call for data by Interested Parties or 
EU member states. 
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b) References that justify the need for the revision of the monograph: 
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Rapporteur’s proposal on revision 

 Revision needed, i.e. new data/findings of relevance for the content of the monograph 

 No revision needed, i.e. no new data/findings of relevance for the content of the monograph 

https://www.ncbi.nlm.nih.gov/pubmed/?term=Alkofahi%20AS%5BAuthor%5D&cauthor=true&cauthor_uid=28653938
https://www.ncbi.nlm.nih.gov/pubmed/?term=Abdul-Razzak%20KK%5BAuthor%5D&cauthor=true&cauthor_uid=28653938
https://www.ncbi.nlm.nih.gov/pubmed/?term=Alzoubi%20KH%5BAuthor%5D&cauthor=true&cauthor_uid=28653938
https://www.ncbi.nlm.nih.gov/pubmed/?term=Khabour%20OF%5BAuthor%5D&cauthor=true&cauthor_uid=28653938
https://www.ncbi.nlm.nih.gov/pubmed/?term=Almuaigel%20MF%5BAuthor%5D&cauthor=true&cauthor_uid=28800543
https://www.ncbi.nlm.nih.gov/pubmed/?term=Seif%20MA%5BAuthor%5D&cauthor=true&cauthor_uid=28800543
https://www.ncbi.nlm.nih.gov/pubmed/?term=Albuali%20HW%5BAuthor%5D&cauthor=true&cauthor_uid=28800543
https://www.ncbi.nlm.nih.gov/pubmed/?term=Alharbi%20O%5BAuthor%5D&cauthor=true&cauthor_uid=28800543
https://www.ncbi.nlm.nih.gov/pubmed/?term=Alhawash%20A%5BAuthor%5D&cauthor=true&cauthor_uid=28800543
https://www.researchgate.net/scientific-contributions/2081307395_AY_Zhyvolozhnyi
https://www.researchgate.net/scientific-contributions/2081317925_DO_Lavrovska
https://www.researchgate.net/scientific-contributions/38607688_LI_Ostapchenko


 
Addendum to Assessment report on Phaseolus vulgaris L., fructus sine semine   
EMA/HMPC/554879/2018  Page 4/4 
 

HMPC decision on revision 

 Revision needed, i.e. new data/findings of relevance for the content of the monograph 

 No revision needed, i.e. no new data/findings of relevance for the content of the monograph 

HMPC agreed with Rapporteurs position that no monograph revision is needed because no new data of 
relevance were detected that would change the content of the monograph. 

The HMPC decided by consensus not to revise the monograph, assessment report and list of references 
on Phaseoli fructus (sine semine). 
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