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Guidance for Industry on

Complementary and Alternative
Medicine Products and Their
Regulation by the Food ahd

Drug Administration
E. What Are “Whole Medical Systems?”

NCCAM describes whole medical systems as involving “complete systems of
theory and practice that have evolved independently fron: or parallel to allopathic
{conventional) medicine."*® These may reflect individual cuitural systems. such as
traditional Chinese medicine and Ayurvedic medicine. Some elemients commion to whole
medical systems are a belief that the body has the power to heal itself. and that healing
may involve techniques that use the mind. body. and spirit.

Although it is unlikely that a whole medical system itself would be subject to
regulation under the Act or the PHS Act. products used as components of whoele medical
systems may be subject to FDA regulation for the reasons described above.
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NCCAM $113M
NCI 123M
NIAID 19M
NHLBI ™
NIA ™
NCRR ™
NIMH 6M
Office of Director 6M
Other Inst./Centers 34M
Total NIH Funding > $315M

* NIH Office of the Director, Referred in IOM Report January 2005
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Publications and documents
Homa » Bublications and documants

WHO International Standard Terminologies on
Traditional Medicine In the Weste:

T Pacific Region
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WHO Family of International Classification

International Classification of
Traditional Medicine
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JLOM Working Group for ICTM
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i e signs and symptoras that
2 pattemn. shswupnsmmdiﬁon.
3 1.1 major pattern I
4 1.2 typical pattern EiE
5 1.3 minor pattern Bis
8 1.4 atypical pattern SR
7 1.5 tr ed pattern ZE
8 yin and yang T
9 2.1 vin pattern ps &
vin stages of disease
10 22 transformation f2 A
vin pattern with
11 2.3 deficiency pattern [£353
12 2.5 vang pattern 25
vang stages of disease
13 2.6 transformation (25
vang pattern with excess
14 2.7 pattern B2 (38)

= 1=




ICTM A ERIE R 7o —h kB

TER:
BARFEEZRSRES 1994 1434 MSEIEEET-,
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WHO/WPRO meeting on ICTM in TOKYO
(20073/13-15)

" M0 INFORMAL CONSULTATION ON DEVELOPMENT OF - T

-CLASSIFICATION OF EAST ASIAN TRADITIONAL MEDICINE.
13-15 March 2007, Tokyo, Japan+

Tentative TIMETABLE«
Time+} T Tuesday, 13Febe i Wednesday, #Febe | Thursday, 15 Febs
| 0830+ Registration « tem % Summary of fre 1day « tem 8- Summary of the 24 day ©
Plenary«
Itzm T+ Opening ceremony+' liem b Country Eforts for Mapping wih 1GD-10+ | «
ﬂﬁﬂﬂt—‘ #-+Opening remarks+ o> Korea+ Discussions<
“ =+ Nominations of officers forthe meeting+ Discussions«
[ =4 Group photo+
+ s|rtroductions: Objectives, wurkmg methods, expected -
1030+ outcome ofthe meeting - (Dr Choi Seung-hoon)
1030+ ; TEA BREMW TEA BREAKS T ihg
“ﬂlﬁs I‘hem? Report 2HDW¢H0 FIC Tunis Meetings Tern T Country Eforts for Mal | e B R
- {Prof Ru semary Roberts)+ *-3 Vielmam+
12E]U+» Discussion+? Discussions ¢
12007} TUNCH= ; e ] ”
_1'33'U¢ Tem 3 Gountry Eforts for-Mapping with 1G0-10¢ + [t
<3 China+’ Discussions +
1515 Dlscusswn
B TEA BREAKS : TEA BRI |
T530%] tem & Country Efforts for Mapping with 1CD-T0« «’ o
14 +-3 Japan+! Discussions +
1700¢| «
TR0+ P
do DEaLD. e ] D, 1

H 8
(WHO/WPRO meeting on ICTM in TOKYO)
* ICD-10&ISTEDTYE LT ICRAY HEEL
_l\éﬁlﬁ_‘;—o

« ICEATM (ICTM) »* WHO-FICO B E /2§85
IEIRE D FEICRHY SN ZERETT o
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(WHO/WPRO meeting on ICTM in TOKYO)

« ¥4 % ICTM/WPROET HFEZWHO/WPROIZ
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* 10RI244)7 - M) TRAZTITHhNHWH-FICREE
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o IREMNEENEEIESHERET

« TILIT7HR:
— Syndromes and patterns from IST (Stage 1)
— Clinical conditions from IST (Stage 1)

» Base classification on KCDOMe

fEmELIZSEDFTES
(WHO/WPRO meeting on ICTM in TOKYO)

« FYEEXTIERL. BEBREZAVTRA—4)R
D=HD 1AV MEETET B,

« ICTM/WPRO [ZEIRIME LUV EFI74ILET S,

* ICTM/WPRO IZHITHAFETICD-10&1: 1% G
5HLDIEHBRLRVEL T ESE B,

* ICD-10a—F&ER AT EF=8HIZ “TM” ELVSa—F%E
FHIZDI+% (as in Vietnam)

FEREL LIS EDFE2
(WHO/WPRO meeting on ICTM in TOKYO)

* ICTM/WPRO #ICD-10M23&IZANDLDHIZHE
iFZEED S,
— Syndrome/patterns from IST
— Clinical conditions from KCKOMe & maps to

IST/ICD10

« HEICDWTIZIRITD ICD 1023 BLTRET
Do

* ICTM/WPRO [FZNBANRIILI-EEZRS &
22T %,

o

WHO-FIC Business Plan Meetmg in Odawara
(April 22 24) 2
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. (WHO-FIC Business Plan meeting )
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ICTM EA EZBE in Brisbane
(2007.8/16-30)
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