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Review of new data on Taraxacum officinale Weber ex Wigg., radix cum
herba
Periodic review (from 2009 to 2019)
Scientific data (e.g. non-clinical and clinical safety data, clinical efficacy data)
[] Pharmacovigilance data (e.g. data from EudraVigilance, VigiBase, national databases)
X Scientific/Medical/Toxicological databases Scopus, Web of Science, PubMed, Embase,
MEDLINE, Cochrane Database of Systematic Reviews, HealLink, ToxNet, Micromedex, HerbMed,
Central Register of Controlled Trials
[ Other
Regulatory practice
X Old market overview in AR (i.e. products fulfilling 30/15 years on the market)
X New market overview (including pharmacovigilance actions taken in member states)
] Referral
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X 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 O] X
New clinical safety data likely to lead to a relevant change of the monograph U X
New data introducing a possibility of a new list entry O] X
New clinical data regarding the paediatric population or the use during pregnancy U X
and lactation likely to lead to a relevant change of the monograph

New clinical studies introducing a possibility for new WEU indication/preparation U X
Other scientific data likely to lead to a relevant change of the monograph O] X
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

X O d o g
O X Xl X KX

New 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 ] X
relevant change of the monograph

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

Other relevant inconsistencies that require a change of the monograph ] X

Summary and conclusions on the review

During the review thirty-nine new references not yet available during the first/previous assessment
were identified.

Thirteen references were considered to be relevant for the assessment.

Four of them are related to the dandelion’s diuretic action. One reference describes exact content of
taraxinic acid D-glucopyranoside, known contact sensitizer. One reference describes dandelion tea
(plant part not known) decreased activity of CYP1A2 and CYP2E, respectively. A Ph. Eur. monograph
has been published for Taraxaci radix cum herba. There is an identification test based on thin-layer
chromatography, microscopical, and macroscopical characterisation of herbal substance. General
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pharmacognostical tests (loss on drying, total ash, ash insoluble in hydrochloric acid, extractable
matter, and bitterness value) are also described. Analytical method for quantitative determination of
an analytical marker has not been evaluated.

No clinical studies or new safety concerns related to the use of Taraxacum officinale Weber ex Wigg.,
radix cum herba were found. There are no new products on the EU market containing Taraxacum
officinale Weber ex Wigg., radix cum herba.

No references justify a full revision of the monograph. To reflect a newly available Ph. Eur. monograph
(without an assay method) as relevant quality standard, a correction should be introduced in the
existing monograph on Taraxaci radix cum herba (footnote section 2).

No revision is considered required because all relevant references describe either presence of
secondary metabolites of dandelion or non-clinical studies (in-vitro and in vivo). No new references
were identified which are related to efficacy or safety.
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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

X 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

X 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 Taraxaci radix cum herba.
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