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HMPC decision on review of monograph on 
Cetraria islandica (L.) Acharius s.l., thallus 
adopted on 24 November 2014 

13 January 2021 

Call for scientific data (start and end date) From 01 April 2021 to 30 June 2021 

Adoption by Committee on Herbal Medicinal 
Products (HMPC)  

24 November 2021 

 

Review of new data on Cetraria islandica (L.) Acharius s.l., thallus 
Periodic review (from 2013 to 2021) 

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: PubMed, search date November 2013 – July 
2021, key words: Cetraria islandica, Lichen islandicus, Island moss.  

 Other  

Regulatory practice 

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

 New market overview – information from Member States 

 Referral 

 Ph. Eur. monograph 

 Other:  

New data from the German market with slightly different posology than the approved one. 
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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  

PubMed was searched on 18th August 2021 for a period of time, from the year 2013 to 2021, with the 
use of the search terms “Cetraria islandica”, “ Lichen islandicus”, and “ Iceland moss”. 207 results has 
been revealed. No new data regarding clinical efficacy and safety has been published. 

During the review 33 new references not yet available during the first assessment were identified.  

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

16 references were considered to be relevant for the assessment. 



 
 
Addendum to Assessment report on Cetraria islandica (L.) Acharius s.l., thallus   
EMA/HMPC/502105/2021  Page 3/4 
 
 

No references justify a revision of the monograph. 

The overall review of pharmacovigilance data obtained from EudraVigilance showed 92 case reports 
concerning Iceland moss. Out of these cases, only 4 could be related particularly to the Iceland moss 
where the adverse events (AEs) refer to hypersensitivity reaction, vomiting, cough and diarrhoea. The 
AEs were resolved after discontinuation of the treatment except the hypersensitivity reaction. To be 
concluded, the causality between any AE and Iceland moss cannot be established based on limited 
number of provided cases. 

From the market overview (Germany), slight difference in posology for comminuted herbal substance 
(herbal tea) had been identified when compared with the approved monograph.  

Although the single doses are a bit lower (1.3 g 3-4 times daily) when compared with the dose in the 
approved monograph (1.5 g 3-4 times daily), the daily doses are considered comparable.  

Therefore, no change in monograph is proposed.  
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b) References that justify the need for the revision of the monograph: 

None 

 

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 

 

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 

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

islandica (L.) Acharius s.l., thallus, by consensus. 
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