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Number: CCMP96-RD-028

The Requirements and Guidances for
Traditional Chinese Medicine (TCM)
Products to be Used as Foods-Establishing
Guidances for Safety Assessments

Yi-Hung Chen
Yuanpei University

ABSTRACT

In order to promote the safe use of Traditional Chinese Medicine (TCM),
and as suggested by the 23rd Science & Technology Advisory Board Meetings
and Strategic Review Board (SRB) Meeting, Taiwan’s Department of Health is
considering the possibility of allowing some TCMs to be used as foods. These will
be gradually phased into use, while guidances for safety assessments are formulated
for these TCM products at the same time.

The present study investigates how international regulatory authorities regulate
TCMs intended to be used as foods. We also analyze whether the most frequently
used TCMs are suitable to be used as foods and we attempt to establish guidances
for safety assessments.

In the results:

1. We investigated guidances published by regulatory authorities in the U.S,
U.K., E.U., Japan and Mainland China, that allow TCMs to be used as
foods. Lists have been released by both the Japanese and Mainland Chinese
authorities regarding which TCM items may be used as foods.

2. With reference to safety assessment guidances for new drugs, botanical new
drugs, novel foods, health foods and food additives, we have established
the “Safety assessment guidance for TCMs to be used as foods”. We
have also consulted leading experts in Chinese Medicine, Food Science,
Pharmacology and Toxicology.

3. We collected toxicological data and records concerning food use from
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literature for high-grade TCMs in the Materia Medica of Deity of
Agriculture. With reference to other regulatory authorities’ policies, we list
the following TCM items deemed appropriate for food use, Glycyrrhiza,
Coix Seed, Fragrant Solomonseal Rhizome, Perilla leaf, Cinnamon Bark

and Tangerine Peel.

Keywords: Traditional Chinese Medicine, Toxicology, Safety assessment, Food
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(0)# R AFg 5% e @ “Listof herbal ingredients” 3z 44454

7
-

N

. Grand bellflower,
Adenophora stricta |, hell Nansha| ~ Yes No NO Yes Roots
Ve %
shen
Astragalus . .
membranaceus Milk vetch Yes Yes No Yes Other menr:bers of this plant family Root
s x ave food uses.
Bupleurum flacatum Bupleurum, Yes No No Yes Root
& Thoroughwax
Careful classification is required
Cassia bark, with Cinnamomum species, do
Cinnamomum cassia Chinese not confuse C. Cassia with C. Inner bark,
FHE(F 1) cinnamon, C. ves ves es ves Zeylanicum from which cinnamon is| Leafy twigs
auromaticum produced. Fruits and Oil have food
use. On the IFRA restricted list.
Citrus reticulate Mandarin orange, Fruit, Peel,
BA (HA) Tangerine ves es es es Pips
. s MGi:r:?;?E?Eér Apparently used as a flavouring
Coptis chinensis; & Chinese . Yes Yes No Yes for beer. Used as an antioxidant in Roots
cosmetics.
goldthread
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Dioscorea opposite

Chinese yam,
Cinnamon yam,

Skin conditioning agent in cosmetics.

Tuber

Ly ’
® Dioscorea batatas
Glycyrrhiza glabra Liquorice,
H % Licorice
LeonL;_J:ris g?rdlac Motherwort Other species also used medicinally.
J=
Nelumbo nucifera Lotus, Sacred
R E lotus, Padma
Panax ginseng .
s Ginseng
Polvaala seneda Snakeroot, Different species used, P. Senega
yg% : 4 g Milkwort, & P. Tenuifolia. Can be used as a

Rattlesnake root

flavouring.

Rehmannia glutinosa
ol

Chinese foxglove

Rubia c,ordifolia
& (1)

Indian madder

Roots are also used as a dye.
Fresh leaves apparently eaten as a
vegetable.

Schisandra chinensis
T vk 3

Schisandra,
Schizandra

Widely used in traditional Chinese
medicine. The fresh fruit apparently
has culinary uses.

Sesamum indicum

Tila, Sesamum,

Oil and Seeds have very common

2R (R ) Sesame food uses.
Wolfiporia cocos POI‘Ii_i cocos,

s Sclerotium cocus,

! Indian bread
Zyzypilys jujube Jujube
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i=2% 1 13 weeks instead of 90 days is more common use in the design
of non- clinical studies.
i=2% ¢ 28 days (or 4 weeks) instead of 30 days is more common use in
the design of non-clinical studies.
il R
FIR] Ch IR R 7 30 dayset 90 daysd M iEBe 2 AL AP
PHGIE B R o

1= 2% : the safety concern of food intake is more important than health

food because of the longer duration and the broader use of
people. Hence , GLP compliance study is necessary. According
to the regulation of other countries, GLP compliance of the
toxicology studies is required.

il B

A e 50 g R R 4 £ GLP -

EHR oo 2% N E > 4vOECDA407(28-day oral in rodents) -
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