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DEC 29 2005

Dr. T.P. Chlang, C EO ,
- Global Cancer Strategws Ltd.
'113-990 Beach Avenue '
Vancouver, Bl’l‘tlsh Columbla Vo6Z: 2N9
. Canada :

Dear Dr. Chlang

ketober 14 2005, that you subnntted pursuan’: B
ral 'Dmg, and Cosmetic Act (the
or 1 ;2,005 Yeur f

o ThlS is to mform you that the ne

arzs L Polygonum
You mtend to market
t cailed “PrehlbltRx”

Sophom tonkmenszs Gagnep Sonehus:bk’ 7 yotus DC Pruhélla
bistorta L., Dzoscorea bulbifera L. and Dictamnus dasycarp
“ACAPHA” as a new d1etary mgredxent m a d1etary supple

g of “ACAPHA™ in film
be taken three (3) times

You:r nouﬁcatlon states that “[t]he dxetary supplement wﬂi con
“coated tablet form with a suggested daﬂy dose of e Sg, 600m
perday” o

Under 21 U S C. 350b(a), the manuf ; tu er or dlstrxbutor of af;d tar supplement contammg a
‘ n ¢ .e .used for food ina

. dletary supplement contammg such new di ary mgre
1o 1ine whether. 1t pr

or suggested in the labelmg of the ;
this requirement is not met, the di ment is cons
U.S.C. 342(H) () (B) because there is inadequate mformatm
that the new d:etary 1ngred1ent does not present a sxgmﬁcant o1

d‘u ; erated under 21
e reasenable assurance
onable risk of illness or
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example aocordlng to your notlﬁc
alkaloid, matrine, which is descnb
other five botanical starting materi
: 'descnbed in your notlﬁcatlon, itis
to the composx’uon of your ingredi
describes the existence of multipl
as being cultivated for food use wi
p01sonous” and “bltter and even p

the plants were.
‘“ACAPHA” are
in the history of use L
gredlent -

processed pnor to consumptlo ‘
qualitatively or quantltanvely sim
'1nformat10n that you rely on asa b

ety ‘studies of substances

. For example, the test
: least two different sources,
entral Pharrnac utical Co., Ltd of Tianjin China, the
tur rfof your new dletary 1ngred1ent Whﬂe the test -
i "l’r ilS and :

" "ok‘ie safe Therefore,
ry supplement that

1ll’yrea,sonab1y
S.C. 342(&‘)(1'

your product may be adulfe ed
contains a new dietary ingredi

assurance that such 1ngred1ent doe ; no pr ent a signlﬁean or ] 1
" nerce is pro v'b}ted under 21 US. C

33 l(a) and (v)

’ .lca“aon, it appears that “ACAPHA” is marketed
ed conditions. Please be aware that under 21 U.S.C.
yo expressly represented as bemg mtended for use in the

From the information submmed i
outside of the Umted States to tre
321(g)(1)(B) ifa product IS 1mph
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- Ifyou have any questmns concemmg thls matter, please con

.dlagnosw, cure, ml‘ugatlon tfeat Gl

under the drug Pfovﬁi@nso@tl;g

~ nature, you should contact FD.

m;ay wish to 1dent1fy in
.; .ret or otherwxse

conﬁden‘ual for FDA‘S consideratmn LR

Pellicore,
PhD at (301) 436 2375 e

 Sincerelyyours,




Division of Standards and Labelmg Regulatlons : ki October 14, 2005 '
Office of Nutritional Products, Labeling, and P~ e oy
Center for Food Safety and Applied Nutrmon
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740—3 835

us

Dear Dr. LindafPeHieore' o

Pursuant to. Secnon 8 of the D Dletary Supplement Health and Educanon*Ac of 1994, Global Cancer Strategles .
Ltd., Preventive Health Division, located at 11 990 Beach Avenue," Vancou r, BC, Canada V6Z 2N9,

vwshes to notify the Food and Drug Admxmstrata that it will market 2 new dietary. supplement, ACAPHA :
prepared from six commonly available botani namely ,Vietnamese Sophora (Sophora tonkmenszsf \
Gapnep), bistort (Polygonum bistorta Prumella vulgaris L.), perennial sowthistle (Sonchus
brachyotus DC), dense fruit dlttany (Dz m arpus Turez), and air potato (Dioscorea bulbifera L)
Enclosed please find two (2) copies of this nottﬁ‘ n. Details of ncentrations and content of the product,

conditions of use stated in the labehng, and evxdence of safety are documented he enciosed attachment.

The dletary supplement w111 eontam 600mg of AC APHA i in ﬁlm coated et form w1th a suggested daﬂy
dose of 1. 8g, 600mg/ tablet to be taken three (3) tlmes per day P : o
" FDA tradltlonally con51dered dxetary supplements to be composed onl‘ ‘
Labeling and Educatlon Act of 1990 added “ herbs, or similar nutritic
~ supplement”. - ACAPHA contains six herbs that have been used as
Europe. Sophora tonkinensis, Po}ygonum bistorta, Prunella Vulgams
“bulbifera are listed in the Herb of Commerce book. Safety and toxu:x
performed in rats, mice, dogs and healthy volunteers. Thy
tox101ty tests in rodents and dogs and tolerance
dose is greater than 20g/kg in mice, 833

Sentlal nutrlents The Nutrition -
substances”, to the term “dietary
rbs for centuries in Asia and
ctamu dasyoarpus and Dioscorea
ty studies of ACAPHA have been
h y ty, acute and sub-chronlc‘
althy human vo unteers ‘The maximum tolerable daxly ,
nd “human dosage. Healthy vo}unteers takmg 4.8g of \
ACAPHA daily, 2.7 times the proposed d ]  dietary supplement for as long as 4 weeks did not
reveal any adverse reaction. Safety and to, 01ty thes showed that ACAPHA d'd;};not have accumulatwe -
toxicity in animals, nor was it mutagemo in bacterla and mxce ; AT ~

same iﬁgredients as ACAPHA
ed please find the detailed -
he: condmons suggested in the -

The proposed new dletary 1ngred1ent is to be labeied Prohlbq;Rx to ha

but at a lower dosage (ProhibitRx vs ACAPHA is at ; ,
information which establishes that this diet
label, is expected to be reasonably safe :

Please dlrect all correspondence to me 1f you have any ques’uons regardmg this | matter i (:)

™ Dr. T. P. Chiang,

-~ CEO

113-990 Beach Avenue, Vancouver, B.C., Canada V62 2N, Tel: (804) 682-1451, Fax: (604) 682-6771, Email: gesltde@aol.com
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