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Table 2: Discussion of comments

General comments to draft document
Interested

Comment and Rationale

Outcome

General comment: We suggest to add one further traditional use indication,

Endorsed

party
ESCOP

i.e. “diarrhoea”, which is documented in several recent and older references, but
was not included in the current HMPC draft [Madaus 1938/1988; Brit Herb
Pharm 1983; Hänsel 1992; Bradley 2006].
Rationale:
Traditional use of cinnamon bark in “diarrhoea” has already been documented

Indeed diarrhoea is documented in the sources
mentioned. One of them is Madaus, referring to a
tradition of more than 30 years. Madaus has been
incorporated in the assessment report and reference
list.

in 1938 and 1983 [Madaus 1938/1988; Brit Herb Pharm 1983]. Several

Plausibility of the indication is supported by preclinical

constituents of cinnamon bark, a.o. the volatile oil, procyanidins/ condensed

evidence (Harada & Jano, 1975).

tannins and cinnamic acid (with spasmolytic, antimicrobial and antiinflammatory activity) can have a positive effect in diarrhoea. In vivo studies
report astringent activity [Barceloux 2009] and also inhibition of intestinal

Cited references in the general comment are added to
the reference list.

propulsion and inhibition of peristalsis in the gut of mice, by cinnamaldehyde
[Harada & Jano 1975; CVMP 2000]. Although these studies were sometimes
done with rather high concentrations of cinnamon bark constituents, they
partially support this traditional indication.
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SPECIFIC COMMENTS ON TEXT
Section

Interested

number and

party

Comment and Rationale

Outcome

Comment: Older and more recent literature on traditional use

Endorsed

heading
4.1 Therapeutic

ESCOP

indications

and use of cinnamon bark in folk medicine, documents the
indication “diarrhoea” [Madaus 1938/1988; Brit Herb Pharm

The indication ‘diarrhoea’ can be included.

1983; Hänsel 1992; Bradley 2006].
Proposed addition:
Traditional herbal medicinal product for the symptomatic and
adjuvant treatment of diarrhoea.
4.2 Posology

ESCOP

Comment: For Part 1: superfluous dosage, may be due to a

and method of

typing error. Rationale for Part 2: high amounts of cinnamon

administration

bark contained in spicy food, eaten by young and old, i.e.
amounts contained in several slices of spiced cake/gingerbread,
are in the same order of magnitude as the therapeutic dose.
Cinnamon bark has GRAS status. Rationale for Part 3, see §
4.1 above.

Part 1: endorsed
Indeed, there is a typing error which is corrected
accordingly.
Part 2: not endorsed
There are no data available on the use by adolescents.
It is not clear if the use by patients under 18 years is

Part 1, proposed deletion: “; 1.5-4 g daily”

an intended tradition.

Part 2, proposed change: The use in children under 12

Part 3: partially endorsed

(delete 18) years of age is not recommended.
Part 3, proposed addition: Add to “Duration of use”.

The formulation can be accepted provided that the
duration should be limited to two days.

In case of “diarrhoea”, if symptoms persist longer than three
days, a doctor or a qualified health care practitioner should be
consulted.
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Section

Interested

number and

party

Comment and Rationale

Outcome

Comment: For the rationale, see Part 2 in § 4.2.

Not endorsed: see former remark

heading
4.4. Special

ESCOP

warnings and
precautions for
use

Proposed change, delete 18, add 12: The use in children
under 12 years of age has not been established due to lack of
adequate data.
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