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BIUXa—7 (EF®EME) & 201245 A3
BE- 7 Va vy THESNAEIE Plenary
meeting (£B&#) KBV ITREVLIIICED
Lt Twa,

Title: Quality and safety of manufactured TCM*
products

Scope: To create international standards for
testing, processing (other than traditional
processing) and manufacturing of TCM* pro-
ducts, from starting materials to finished

“TCM*products” {2 " 2OV TWBHDIL, I
DTCM"E WS BEEDEWRIITC249D 5 1 + v,
AD—TIHEBTHLENW) T EERLTVS, B
TEDISO/TCU49 D % 4 W id “TCM (provi-
sional)” &, WENLZIDOTHY, 203~
bRDOLN TR, LIt oT, 2O “TCM*
products” BETFTOLDEELMIBBAT
EREIC o T,

AERRIIBWTE, [TCM B ] ICET AR
DBREBEAICOVTEHRT A2, 2Tk
[TCM &) Lvw ) EFE, ISO/TC249 THEik
boxtg s %2s “MEEOHLLD" L HEn
ERTHEHLTBY, 4% ISO/TC249D% 1 b
WV, AaA—THPRRESNIEE, ARHICBITA
[TCM 8] EEERPER - TL AW EEN D
LI LB LTEL, :

TC243 I BT ABEIZODVWTIE, 4 bV
RRI-TOMELED, HLH 4, ER - EiL
LTHBY, AEFEMSBMRIh/-E &i12id, §CK
RRVBEEL TR H L. ZORHICH

products, in a framework of quality and safety.
0134201 B%8

F2ERE, 20134 1 ARORETHE,

ARATI Ichiro: International Standardization of TCM products (provisional)

WFAEEL AR T 2748510 TEEMFET =L 2-2-1
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1. HRICH TS [TCM 8] ORI

“Traditional Chinese Medicine” &9 St
PEED [(FEEE]| OXBEERLTH 595,
TC249 ICBWTiE, HEDEHEF L VI KA
BRTHEAShAGEL, RAPBEELRY, B
FEEFIZERAROEFEZ bEONMEVERT
FHESNLZEELFDY, REAOBRRIIL>Tw
%o, %7z, “Traditional Chinese Medicine” &\»
9 %3, "Traditional”, “Chinese”, “Medicine”
L) 30DEEN LMD, TC249 2BV TR,
REBEERBEERD L) CPEUANOETHR
KRB SNZLDICHET LR LoREI RS H
TWh, 7, BEERPEERTRVIE, &E
OVFalb—raryiZ&FEL, ALE/TH, &
LZEITHEERLLT »HETHEHEMELTHR
bhbial, BHlETHE, ThbDI LM, 36
CRELICHELZ MTTBY, ¥4 bR~
PFRELEV—HIZO > Tn5,

1) BERICHTS [TCM 85

BAOEFHEAE [TCM K] LA L
EBHRZEZONEFIEBWTHAS. LiL,
E, BELUSNNOANED R LEEE LSS, “TCM"
LW EBEEIZH->TWTYH, “Kampo” L WIHE
BRIELAEGEONTELT, HMoTwTh,
Kampo i TCM QU & DDk HWIC R X
NTWAEERKEHTH D, HEADOHEF - £AEH
AT A ZHEICEHERE IR T 2Ol
L, #E® TCM ®&iE, EB ZL0ETH
T 5,

DAEICEBYTHE, EHFRANL L a8
“Traditional” b D THBHHS, LF AFP KIS
#HEHTEN, IhE “Traditional” EFFATE
WRIIDOWTIEERSH B 5. 72, EHEZD
EMFIE S 5PECERLIIREL2Y, HXIS
W, EHFHAIEEREEO YR T ADOFTH

WHERTWAZ ERNE, TOHTH, £TFLD
"Traditional” LB X &\ EHRHIL, HERT
X, MR, EERZTHIHITTHLY, [TCM &
Bl oficid, BATRAERLLTHEALTYS
LOdHY, [TCMES] OEEE, RAED
EHBALUAOBBIL EEL 5 2 HWREND
Be YboZ edn, TTCM B LEFEHAE
BRAPTHELOFELDD S D2, BEHRHAD
BETCHAILEREIL KEBSPEEOEHEDSHE
ShtBh, T4 ZLOISOSNMERETHEZKX
HTELWI LHhD, EROERORIEGTII,
EHRHE TCMER L 222V ET I &1,
HEA CRFEFICHETH S,

2) FEICH S [TCM 8&]

b3, [TCMEAK] L3PEBERODE
BLTVADLITTHAEHDG, TCHIIIBIT S
[TCM #&] L3A»rEERTH0XHETH S
EBERAH. LaL, [TCMEE] EBIC HRA
WILE->THBY, FEDERLH Y, K/ [TCM
Banl QAP HECL TR,

L2L, REMNISO/TC24 IR LIRESE
® 12iZiE, 4. Chinese Patent Medicines (¥
BE) OBREADHITHI I LIEITVE, Th
{388 H AT “Traditional” b DTz v, T/,
ISO/TC249 Ti, 5%, TAVHAABRAF 3
VI T ARRELOREF R SN D TRENLS D 5
2%, Zhbid, fif7% "Chinese” &IXEWAT 2w
FbdHbo T/ 20124 12 B 20 BT O FEH
E¥H (BRPEEEERREEOTEFERERI
PEAT) 1 BRPEEEERICL A PEREE
b RABESTEHME (2011-2020) Y 88 sh
7oA oW, BEOREREOERLE F
EEANTEHBITI 2 LPEIPNL TV, FENC
EoTIHERS [TCMER] Threnil
i h, &tk ISODBICREINATL HWhH
LEZIOLND,
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2012 F

2010 &£ 2011 &
o (1-10A)
chERAEHAET 19.44 23.32 2003
AL TEEG  1.61 2.06 1.75
£k 8.15 11.29 9.48
R 1.93 2.30 2.19
CEE YaEE 776 767 6.61

B 1

EEERRAGHABTRETO S — o=V DF~ 5 LYK

1 $EBhSOPEREBRDERES

B EhTwiRWY, PETE, F{DTCME
MEITLLOPENEEL LTHESEEET
bo BlZIZ, EREE (GB) Iid, “The licorice”
(GB-079), “Determination of ginsenosides in
ginseng - LC-UV method” (GB-138), “Chinese
medicinal spray dryer system” (GB-184, H#&Eid
Bil) Edb. 7o, EFREE (GH) 13,
“American ginseng products” (GH-020), “Ginseng
products” (GH-021), Method for determination
of BHC and DDT residues in Chinese medicinal
material for export (GH-062) , “Method for the
determination of copper, lead, mercury and
arsenic in traditional-prepared Chinese medicine
for export~atomic absorption spectrophotometer”
(GH-069), “extracting tank” (GH-074), *To-and-
fro type herbal medicine cutting machine” (GH-
077), “Herbal medicine washing machine” (GH-
078), “Rotary herbal medicine slicing machine”
(GH079), “Herbal medicine roaster” (GH-081),
“Medicinal material cutting machine” (GH-086)
b, HH, hoOHEERNEENISO O
LCEBEREL LTRESK T A TREIFEL
LGNb, INLOBEENEES S PrveRb L,
TCM 7, EF», EGBTERVIONFE(H
AIEFBLIYIIEDLER,
PEEESERMBHABELRER TR, F—

LR—T VI THEOHBHBEEZRERL Tnb,
Blanh 7oy —Rlel e (3 1) T, Ml (=
F R, BED A —Hh =R ETHEE L2 BAET
DIFABERLETNBEEDNL) &5, HEH
FHHTBY, ROT, £F-RREE PRE,
ANAFTEEE L5 TWS, 2010 EOHIBEE&
HE (K2 TE7Vy7HEIFEENCS (2
HD66%, 727U, BEEMTOBUEET), K
WTBRIH (16%), LR T (11%) H 5. EFITH,
HAPE—-OBEEL 2o TWwa, PEE. [TCM
Ron] OBEMICL 2@HEE TC4HODHED
Qe LTwEY, 72 HESHEOLRWT
VTUNOHIRL 5 =7y PICLTWwWBLDLR
bbb, EU &dEE 2012 F12 Good Practice in
Traditional Chinese Medicine Research in the
Post-genomic Era (FEEBREHFEES) ¥ 2 /2
LH, WO WG THEICHETIHEAENELH
BLTWAY, ZOFRICIEEEERICETS WG
bEINTWE, T7UHICBRMIT A &,
TC249 OEMED 1 2 TH L H—F iR EDEE
WS OmENBRSh, TCM &7 ¥ a Y%
bhTwas Y TC49 DY V¥ (HEME)
75T 5 World Federation of Chinese Medi-
cine Societies (WFCMS, #RFERELELE)
b, ERPOELO TCMERELELOESE
fToTBY, ZOF—AR=TI T, wi{oh
DEOISORKEZBOEEMNAEZTIT LN b,
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24 BHLRERE 2%-15 201342A8
B b i WHE

; , 2010 & 2010 2012%
1 797 12.8 1 B&E 3.3 3.9
2 IA—-Oyivr 3.1 2 & 2.7 3.0
3 kXU D 22 3 XH 2.0 2.8
4 SFLFAUH 09 4 BE 1.4 1.3
5 77Uh 0.3 5 wL—-IF 1.0 0.5
6 #t7=7 02 6 NhFAL 1.0 0.8
A2 19.4 7 1K 0.8 0.6
*5BEU 29 8 A% 0.8 no data

9 VLHR-N 0.7 0.5

10 K1 0.7 0.8

11 A% 0 0.7 no data

12 ANRA 0.7 no data

1I3752X 0.4 0.5

143524 0.4 no data

1514 K327 0.3 no data

16 @ 0.3 no data

17 241 0.3 no data

18 F—-XbrZU7 02 no data

19 HF 4 0.2 no data

20 1 2Y7 0.1 no data
BE LR F

PEEEERABHABTIABHOA— A~ 05— £ h ek
B2 HhEOMISRIKHIE (2010 %)

WFCMS T 201299 B2z A*v a7, &1
7 AU AKEPRERBHIBE 7+ —F 4%
FRELTBYD Y REAOTCMOEREIT-T
Whe TOLEHZ, [TCM &R | oER{bOH A
AEA EHEADODHLDOPHIKTH S,

3) BENCHTS [TCM &R

BEIL 7R BEOEHKEZF%Z Traditional
Korean Medicine & FEA TWirds, KEBBRES A
T 2012 5 5 iE “traditional” % BLYH, H(Z
Korean Medicine ERBTH L)k o7 Th
i, b9, “traditional” TlHZWVWEDOHROEN
THhbrEEDbLMS,

ZEO [TCM Rl &, KEOIZAEICE®
HahTwiwds, f— a9 I X7 KEI

HRPCEHEIN, FEA—F—Thb Korea
Ginseng Corporation (BREIASLH) OF Y EiF
FER OS1BRFVIELTWS D, ot
h, TCA9CBITAH [TCM B ZHT 48
BEoRER, av I yE2RLIThR TN,

4) KEZHS [TCM 85

KETIE 2004 EFOFDA L L AHEWMEN A 5
2 (Guidance for Industry -Botanical Drug
Products-) ¥ ORILEE, BKERZLE L TOREDHR
HOBBEFZFANITORDEL S kol WETE
T, 006 FCREHT X VESHAHOD
Veregen (H&%&) ¥ ﬁ‘i‘%gﬁgfé% FL P B B
LT 02 KICHEREEBY TH 2
Croton lechleri 8% v = v R{LE&WTH 3
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Fulyzaq (#&4%(d Crofelmer) O #iv 4 V A
HEEZIT T2 HIV/AIDS BEOERENET
U L CEBEINT YA, LU, [TCM 825 ]
DEZEFELTORBIIZEZLENTV RV,
ITCM&a] LTI, 20108 KEXRL
HEBMOBETASER (OB RnERBE) WY,
2013 4¢ 1 BiCiligE (SRRMAERE) @ 2SFDA @
Phase2 #R T Lt HEBEINTWE,

KENWHBITZ [TCM %’é;’:ﬁﬁ {Zix, DSHEA ¥
(Dietary Supplement Health and Education
Act of 1994) ¥ (gt ws, Dietary Supplement
LT, HE - BHEICINTEREINATNS
bDOWH 5L, DSHEA #HETIE, Ny &y — TV HR
DRYFEEDTVED, TR TR W
WAL H Y, Dietary Supplement & UTEEEXR
NTPICERINT2000H2L9TH b,

KEO ISO REHMOAFEIE American Herbal
Products Association (AHPA) &R TH Y,
LB S S EATISO FFEIISML T b,
AHPA @ # | i Chinese Herbal Products
Committee 7SI SN TB Y, FOFEHHNEFIL
“Promotes responsible commerce of those herbs
and herbal products that are included in and/or
based on traditional use of Chinese herbs” £ 7% o
Twb, AHPOZBOFT [TCM 85 ] KM%
T A& X208 H D, WK IE Botanical
Supplier3 #t, Distributor 5#t, Finished Product
Marketer: Consumers 3%, Finished Product
Marketer: Professionals 1 #, Manufacturer 6 #t,
Educational Institution 2# & %ZoTwnh ¥, =
@ Manufacture {213 [TCM 85 1 S 2B ) -
TWwaEHLHYH, 6HESTH [TCMBR] %
BELTWARNEIPELILLVA, Lt
L [TCMER] OBELZT o T HEN

BTETWS, LA oT, KEE [TCM#
fhl OWEBETHLLELIC, BEERE VS EE
bE L5,

5 I—Ov/NiET3 [TCM &)

-0y TR, EPROEHENSHY, G &
b, WHEEERVHCLNTETVD, BRINE
BH (EP) ILHZBOEEMPNRINTEDY,
ABLRE, BEPHETHEAIN TV LEELD
Ao

2004 £ 4 B2, EU CIZHEWEICET 5 REH]
J¥ Traditional Herbal Medicine Registration
Scheme (THMRS) #Ets & 17z, S OFIBELET
M THRFE SN T EHEIZ 2011 £4 BE
FTIHOTCE L LTI TE B, Thbl#kid,
B0 F VA (EU OFTH 15 E£HOFH
B, WRML VEOEHZEER) v,
B oRBEEONLZ LIl CO&EY
207 LIEEERDEDEIIZHD o245,
ETIOFEGE7ITLZbDIEDTH1ER
(MB.LIESSELY) ThY, 20MH0LT
DHRRBIIHMNT R OHMOHEINDZI L -
o9, ToZkicky, 2012417 A, EO
X EU o EHHEE, MERBET365%DT
FELY, 28, EUTHEEOEER (market
authorization) & LCHAEEE N7z [TCM &4 |
iE% v, BIfE, EUBET, AFEMICHELTY
A [TCME ] 3, BROMESD TV ERNY
TEHBEO L VHAETES, ARHORKEET
FALZTTH B,

2. TC249 WG2 XL D4R

2010FE 6 A E: bR THE SISO/
TC249 % 1 19 Plenary meeting (- B W T IZEFE
# (REED) LRARYORE L REUTTHOH
HIRE (New Work Item Proposal) 2{ER T 5
SR 7+ —ABBL, FAVPEEEE 25
ZERPESI N,

011 ES5 BiA 5 v -~ RIS
2 [ Plenary meeting \oBWTiL, ZOEFHEE
EREDORE L REENHOBRELR —DEM
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K (Expert) THERL T ZEEBEL I &
6, T, BESFBREHERERRYEBL ST
FERTAHI LI oz, RWT, KEWHEBICH
LT, 4-*‘1”& ED LD &:i@@’%ﬁflﬁi LT hiz
7, ':P{%], ?él. FA >, *l. 71‘3“5’, 7}-X
NGUT, A505, ETI7UAH, F4D10#
ElCHh ol BAMIIIAEELIENT D WG (&
RE:FHE) &, TERS MIHE2EG) %
fﬁé“ﬁ‘% WG2 (BEERE: FA4 ) LIXHTTE

WLl tkERoatls

N— T RET, WGL, 24583 h, To5
HBRAREINADOOD, WEOHLFIL—H#
DLDOTHY, TOBEFMBUEIZ 2o TR
Molz, CO22OWGDHH, £9, WGLAT
2011 F 12 B E - LETHRES R, WGl O
BEIRITHE T AR SNz, AL, BRI
BEVERN, NHETLIEIATTHWGE 0
BB THLE L Td, BHOPT, £ED
ML, RAEEORE (BEESRHERY
K HEUWH) FTWCLAHEET B L) I &,
WGl & LTHIES T,

W24 BIZFA Y - X)) X THEsSN:
WG EHIBWTE, O WGl OREEZITT
MBS INLHE HN—TTOFEFEY, WG
TRAEROMIFELID Fv, RAREED TE
AN 12THAI Edb, WE2THHETSHZ
LA WGE2 & L THEEESIN,

W2HESAD0EE:. 7V 3 THOEIME
Plenary meeting Tid, WGl & WG2 & D FEN
FESH L bWENFTHA, BRI,
WGl DA M ERATI-TIETROL I LS
7z (WG2D & A4 bvEAa—7it LiREBH),
Title: Quality and safety of raw materials and
traditional processing
Scope: To create standards related to raw

materials at any stage up to and including

2013 2 A

harvest of a plant ingredient and collection of an
animal or mineral ingredient, and the traditional

processing of raw materials.

3. WG2ILH T BBREREDRN

WG2IZ B Tit, BAEIHO FRHIERHEE (PWL
Preliminary Work Item) 7SR EN T 5,

1) Quality and Safety of natural materials and
manufacturing products made with natural
materials used in and as traditional Chinese
medicine (TCM)* (BEE : K1)

AREE ITEBEFGOREEEEMEE, BB

(Starting materials) & & # & & (Finished
products) & D2 ODBRETHRIEL LI EWH D
DThbHB, FAVDFERTIE, ZDZODEKET
BRIETHETSTHEED L THE, Thid,
g— i3 [TCM B & OBGEETIX L2 (@
AETHLZ Ehb, MAIRIBaORILE
Y=o b LIEZFTH A,

2) Quality and Safety of natural materials and
manufacturing products made with natural
materials used in and as traditional Chinese
medicine (provisional) (3BEE : AXK)
HAOET - AFHAMOLERED, 4K R
BOAEE) LERREGETHTDLRTWED, Th
WKHZ THEER (¥ R) TORERIE, &
THRIBIT2REEERZIMAHLIET, L5k
ZEERIEE o TVD, HAZLTIE, MEIC

bIDE) mEAREOFETHEET LSO, F
1 YORELWETHLOELLT, TOPWIA
BELTWS

BAICE, EETRICBTAMEEHELT,
¥%od ‘«E%&&'@%éf&iﬁ GMP® 2% 0, &4
UL 2012 F 3 AICKET a0 TH B, TO
& ET i, B AHPIC/S (The Pharmaceutical
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Inspection Convention and Pharmaceutical
Inspection Co- operation Scheme) ¥ (ZfnB kg
TAIEHIY, PIC/S® Annex 7 "Manufacture
of herbal medicinal products” (B##Z 2013 4
1A LHSETH ) CHIBT56400TH 5B, 72,
FETHEESR GMP o8& LT, 3D GMP
PHET DY, COMOBEIILHEHECGMP O X
FHBOVHY, ThbESEL ISOELTO
[TCM &S| o TEEHOREXTE I LT 541R
KTH5,

3) General requirements of manufacturing

process for Red Ginseng (12%E : &)

BEOTEHHMO [TCMER] THLHaY
VY OBETROBENCORETDH S,

NG, 30oDWEIT 201243 BD WGEL web
RETRT, 0125808770 - F—nY
T D4 4 F Plenary meeting i2BWT, HE¥E
H (NWIP: New Working Item Proposal) & LT
DREOEELZB LB TH S,

WGZHNTE, SEDOLX 2 —Ya rPELR
A Ehh, INOORERBEONE HE
OBRRETED AT 2T T, HBATIE-X
LTwhb,

¥ /2, % 4 [6] Plenary meeting {213, 8EH» S
“Therapeutic equivalence of single herb products
for herbal decoction/preparation”, “Guidelines
for manufacturing safe and regular herb
preparations in individual clinics” @ 2 DL
P Eh, BRIFLINLTFETH S,

LTS

SET, PEIE 500 WG OWT, M— WG2
PRTIRBEREOFHRERZT - TELT, BlA’
BNLHICRAS, 7272 20134187 HoBE
FERERICBRINCEE? Tk, 5% K
EOBELEENCTI L2 b, BRREL,

EELHBEEOZEHORFHFLER E OBFA L LM
LT S EMRBRRENT LS, Lo T, &
%, HEPS WG2IIH LPREOERILORE
PHENLTESEYDE. ZOPREOEHEITH
HEDEIARBTHDA, EHFEHEOBBRT
HEFLETHL, 5%, BXREROBHE
BEEENRLRVWEY), BELTEHLTCVES
Vi

V sEER

1) WEHFRECRRIZBAMRE (20112020 F). F
EhEHIR2012FI12A20HS
http//www.cntemvideo.com/zgzyyb/html/2012-
12/20/content_68423htm

2) TEEHRRAEHOBRF-LNR—Y
http//www.ccemhpieorgen/

3) Good Practice in Traditional Chinese Medicine
Research Association F— A~
htip//www.gptemorg/

4} Handover Ceremony Held for China-aided Hospital in
Ghana (2011.1.1}. Forum on China-Africa Cooperation
Rl Y
http//wwwfocacorg/eng/zfgx/t783060.htm

5 HRPEHZEPAEKF—ANR-Y
http//www wicms.org/

6 HRMHAPEENPTPEGERGAESKEBRERT
(2012924}, WRPEAFRBAEE R —LA—Y
http://news.cqnews.net/html/2012-09/24/cont-
ent_19925526 htm

7} htip//iptradekey.com/profile_view/uid/6287705htm

8} US. Department of Health and Human Services, Food
and Drug Administration
Center for Drug Evaluation and Research (CDER)
Guidance for Industry -Botanical
Drug Products- (June 2004}
http//www.fda.gov/downloads/Drugs/GuidanceCom
plianceRegulatoryInformation/Guidances/ucmQ70491.
pdf

9) MediGene Announces FDA Acceptance of New Drug
Application for Polyphenon E
Ointment for the Treatment of Genital Warts (Dec
2005).
http//www.drugs.com/nda/polyphenon_e_051201.
himl

10) FDA. FDA approves first anti-diarrheal drug for
HIV/AIDS patients {Dec 31, 2012}
hitp//www.fda.gov/NewsEvents/Newsroom/
PressAnnouncements/ucm333701.htm

11) EsEIRE & P BIDBEGR 2010886

H=
http//www.cntemvides.com/zgzyyb/html/2010-
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08/08/content_37958 htm

12) MnfEREEE 11 MR RIS STy AR 201341 R
15 1%
http://health.people.com.cn/n/2013/0115/¢14739-
20210554.html

13) FDA. Dietary Supplement Health and Education Act
of 1994 (October 25, 1994)
htip://www.fda.gov/RegulatoryInformation/
Legislation/FederalFoodDrugandCosmeticA
ctFDCAct/Significant Amendmentstothe FDCAct/
ucm 148003 htm

14} American Herbal Products Association 2012
Membership Directory.
hitp://sageflip.com/20903/files/assets/downloads/
publication.pdf

15) PHE RS REAKM T . REREHH 2012 £ 4
A20H &
http://www.cntcmvideo.com/zgzyyb/html/2012-
04/20/content_59151.htm

16) BB#E, A E B KE - BMICBF 5 herbal medi-
cine DREHE LM T 2 BFH O MHEHE No710,
38,2012,

17) FREIP R AR B I ORE TR . P EPELR 2012 4

WEI19EBEH
http//www.cntemvideo.com/zgzyyb/html/2012-
10/19/content_66293htm

18) BEARE ST HAREFAKESGS FERUVEH
SRBHOUBEBROREERCETALE (B
BEMAmESSEESEE) (2012215)
http://www.prefibarakijp/bukyoku/hoken/yakumu/
yvakujiinfo/PDE/24yk(0216_jim.pdf

19) Pharmaceutical Inspection Co-operation Scheme &—
b~ hitp//www.picscheme.org/

20) Guide to Good Manufacturing Practice for Medicinal
Products Annexes {1 January 2013) 4
http//www.picscheme.org/bo/commun/upload/
icone/pdfgif

21) BREAHANEETHERAE WR2F 27240 &
AR EBEEBIE (2010 F£8T) B 5 PHHIH
http//www.sda.gov.en/gg201116/115.rar

22) BRR  RE  hRBERFERE B A FE . PEPK
W WI3ELIATHS
http://www.cntemvideo.com/zgzyyb/html/2013-
01/07/content_68889.htm

CYVIEE, 011E1LE 2 B8BET Y X R
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Wieland et al. Systematic Reviews 2013, 2:51
http://www.systematicreviewsjournal.com/content/2/1/51

Bibliometric and content analysis of the Cochrane
Complementary Medicine Field specialized
register of controlled trials

L Susan Wieland", Eric Manheimer', Margaret Sampson?, Jabez Paul Barnabas®, Lex M Bouter®, Kiho Cho®,
Myeong Soo Lee®, Xun Li’, Jianping Liu’, David Moher®, Tetsuro Okabe®, Elizabeth D Pienaar'®,
Byung-Cheul Shin'', Prathap Tharyan®, Kiichiro Tsutani®, Daniélle A van der Windt'? and Brian M Berman'

Abstract

Background: The identification of eligible controlled trials for systematic reviews of complementary and alternative
medicine (CAM) interventions can be difficult. To increase access to these difficult to locate trials, the Cochrane
Collaboration Complementary Medicine Field (CAM Field) has established a specialized register of citations of CAM
controlled trials. The objective of this study is to describe the sources and characteristics of citations included in the
CAM Field specialized register.

Methods: Between 2006 and 2011, regular searches for citations of CAM trials in MEDLINE and the Cochrane
Central Register of Controlled Trials (CENTRAL) were supplemented with contributions of controlled trial citations
from international collaborators. The specialized register was ‘frozen’ for analysis in 2011, and frequencies were
calculated for publication date, language, journal, presence in MEDLINE, type of intervention, and type of medical
condition.

Results: The CAM Field specialized register increased in size from under 5,000 controlled trial citations in 2006 to
44,840 citations in 2011. Most citations (60%) were from 2000 or later, and the majority (71%) were reported in
English; the next most common language was Chinese (23%). The journals with the greatest number of citations
were CAM journals published in Chinese and non-CAM nutrition journals published in English. More than one-third
of register citations (36%) were not indexed in MEDLINE. The most common CAM intervention type in the register
was non-vitamin, non-mineral dietary supplements (e.g., glucosamine, fish oil) (34%), followed by Chinese herbal
medicines (e.g., Astragalus membranaceus, Schisandra chinensis) (27%).

Conclusions: The availability of the CAM Field specialized register presents both opportunities and challenges for
CAM systematic reviewers. While the register provides access to thousands of difficult to locate trial citations, many
of these trials are of low quality and may overestimate treatment effects. When including these trials in systematic
reviews, adequate analysis of their risk of bias is of utmost importance.

Keywords: Complementary medicine, Randomized controlled trials, Data collection, Registries

* Correspondence: Iswieland@gmail.com
TUniversity of Maryland School of Medicine, Baltimore, MD, USA
Full list of author information is available at the end of the article
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Background

Complete identification of eligible controlled trials is an
essential step in conducting a systematic review, and
finding and collecting citations of controlled trials have
been aims of the Cochrane Collaboration from its incep-
tion 20 years ago. As part of this mission, the Collabo-
ration developed the Cochrane Central Register of
Controlled Trials (CENTRAL), a searchable database of
citations of controlled trials [1]. The Collaboration has
agreements with the publishers of MEDLINE and
EMBASE, ensuring that all citations of controlled trials
from those databases are republished in CENTRAL.
Cochrane entities (e.g., Cochrane Review Groups) also
regularly submit citations of controlled trials to CEN-
TRAL, ensuring that CENTRAL contains trial citations
from multiple sources, including not only MEDLINE
and EMBASE, but also regional and subject-specific
databases, as well as trial citations not included in data-
bases. Because of the Collaboration’s extensive efforts at
identification of trials from a range of sources, CEN-
TRAL is considered to be the most comprehensive
source of citations of controlled trials for inclusion in
systematic reviews [1].

The complete identification of eligible controlled trials
can be particularly challenging for systematic reviews of
CAM interventions. The disadvantage of relying exclu-
sively upon sources such as MEDLINE for trial identifica-
tion is illustrated by research conducted by Egger and
colleagues. Egger and colleagues [2] analyzed the charac-
teristics of 1,635 controlled trials included in a group of
n = 159 systematic reviews, including both conventional
and CAM-related reviews. They found that in CAM-
related systematic reviews, the proportion of non-
MEDLINE-indexed trials (41%) was approximately twice
that proportion seen in conventional medicine systematic
reviews (21%). If the systematic review authors had
searched only MEDLINE for trials, they would have
missed many trials, possibly including some important tri-
als, and the proportion missing from CAM reviews would
have been double the proportion missing from conven-
tional medicine reviews. Earlier research using various
‘gold standard sets’ of known trials for specific CAM inter-
ventions found that the percentage of known trials in-
cluded in MEDLINE was 58% for acupuncture trials [3],
31% for ginkgo trials [4], and 17% for homeopathy trials
[4). Ensuring that CENTRAL contains both MEDLINE
and non-MEDLINE citations of CAM-related controlled
trials is therefore important for the unbiased conduct of
Cochrane systematic reviews of CAM interventions.

The CAM Field maintains a specialized register of
citations of controlled trials of CAM interventions,
which is a ‘subregister’ of CENTRAL. In 1998, a biblio-
metric analysis of the CAM Field specialized register
described it as containing 3,774 controlled trials [5]. In
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2006, the CAM Field began an active program to im-
prove the scope and size of the CAM Field specialized
register. CAM Field staff and international partners in
this endeavor performed searches of bibliographic
databases and paper journals, and CAM Field staff
performed extensive quality checks and de-duplication
of all identified citations. As a result of these efforts, the
CAM Field register contained a total of 43,310 CAM
Field specialized register citations as of Issue 1, 2012, of
The Cochrane Library. CAM Field specialized register
citations can be retrieved from the Cochrane Central
Register of Controlled Trials (CENTRAL) database of
The Cochrane Library by searching for the tag ‘SR-
COMPMED' in all text. The objective of this study is to
describe the sources and characteristics of the trial cita-
tions included in the CAM Field specialized register.

Methods

In 2011 we drew up a detailed protocol (see Additional
file 1) that described the eligibility criteria for including
citations and the methods we had used to build the
register. The protocol also pre-specified the methods we
planned to use in examining the characteristics of the
citations in the register. A summary of these methods,
as well as the details of contributions of trial citations by
international collaborators, is presented below.

Eligibility criteria

All citations in the CAM Field specialized register are
required to meet the following two inclusion criteria: (1)
they must be reports of controlled trials, and (2) they
must be CAM-related.

We considered controlled trials to be studies meeting
the inclusion criteria for CENTRAL that were formu-
lated and agreed upon in November 1992 and are pub-
lished in Chapter 6.3 of the Cochrane Handbook [6]. We
considered trials to be CAM-related if they described in-
terventions that are outside the practices and theories of
disease and healing that are intrinsic to the conventional
Western medical model [7]. To retrieve citations of
CAM trials from MEDLINE and CENTRAL, we relied
upon the CAM on PubMed search strategy, which was
jointly developed by the US National Library of Medi-
cine and the US National Institutes of Health, National
Center for Complementary and Alternative Medicine,
and introduced in PubMed in 2001 [8,9]. In cases where
some uses of the intervention are accepted within
conventional Western medicine and others are not (e.g,
vitamin supplementation), the CAM on PubMed search
strategy generally does not distinguish between conven-
tional and unconventional uses of an intervention.
Therefore, for classifying interventions as conventional
or CAM, we followed the same operational criteria
we had previously developed for classifying Cochrane
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