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Periodic review (from 2010 to 2018)

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

X Pharmacovigilance data (data from EudraVigilance and VigiBase):

The EudraVigilance database was searched on 2018-09-13 using the search term “Quercus
robur”, “Quercus petraea”, “Quercus pubescens”. The VigiBase database was searched on
2018-09-13 using the search term “Quercus robur” and “Quercus petrea”

X Scientific/Medical/Toxicological databases: (from 2010 to present, search date: 6

September 2018):1336 using the using the Mesh term "Quercus robur”, “Quercus petraea”

and “Quercus pubescens”.
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Pubmed ("Quercus robur" - 245 hits); (“Quercus petraea” — 150 hits); “Quercus pubescens”
— B8 hits, respectively).

Embase: (283, 64, 19 hits, respectively).
Medline complete: (220, 116, 33 hits, respectively).

Cochrane Central Register of Controlled Trials: “Quercus robur” - 2 Clinical trials; “Quercus
petraea” — no data; “Quercus pubescens” - 1 Trial matching

ToxNet (102, 28, 14 hits, respectively).

National Toxicology Program ("Quercus robur”, “Quercus petraea” and Quercus pubescens)
- 1 joint Technical Report on the toxicology and carcinogenesis studies of pyrogallol (dermal
studies) 2013.

Regulatory practice
X old market overview in AR (i.e. products fulfilling 30/15 years on the market)
XI New market overview — information from MS.
[] Referral
X Ph.Eur. monograph
[ Other
Consistency (e.g. scientific decisions taken by HMPC)
] Public statements or other decisions taken by HMPC
X 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 ] X
New clinical safety data likely to lead to a relevant change of the monograph ] X
New data introducing a possibility of a new list entry ] X
New clinical data regarding the paediatric population or the use during pregnancy ] X
and lactation likely to lead to a relevant change of the monograph

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

OO oo
X XM X XX

New / Updated Ph. Eur. monograph likely to lead to a relevant change of the
monograph
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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 ] 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 1347 new references not yet available during the first/previous assessment were
identified.

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

11 references were considered to be relevant for the assessment.

No references justify a revision of the monograph.

Scientific data

No new safety issues have been identified from reports in the EudraVigilance database.

In the scientific literature, a number of new non-clinical studies appeared in the evaluated period on
both the cutaneous administration of oak preparations and their systemic administration. These studies
concerned antioxidant, anti-inflammatory, antimicrobial, antiparasitic, anticancer, cardioprotective,
hepatoprotective and gastroprotective activities of oak bark preparations.

In addition, a NTP study was published in 2013 on pyrogallol about its dermal toxicity. The conclusions
of these 3 months to 2 years dermal studies showed that there was no evidence of carcinogenic
activity of pyrogallol in male or female rats administered 5, 20 or 75mg/kg. There was equivocal
evidence of carcinogenic activity in male mice and some evidence of carcinogenic activity in female
mice.

Assessor's comment: There is no information on the presence of free pyrogallol in oak bark. Pyrogallol
formed by decarboxylation of gallic acid is among the products derived from the metabolism of
gallotannins by human enzymatic pool and gut microbiota in low concentrations not relevant for the
assessment. In conclusion, there is no new scientific data of relevance for the content of the
monograph.

Regulatory practice

No new medicinal products with Quercus robur L., Quercus petraea (Matt.) Liebl., Quercus pubescens
Willd., cortex, as the single active substance have been reported from the Member States.
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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 Quercus cortex.
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