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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.

• The author(s) have no real or apparent conflicts of interest to report.
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• PEFG
• ,-./012345678239:;

• <=>?)@AB9CDE:;

• FGHIJK

• ,-LMNO7EPQ9RS:;4JK

• TUVW4:;

• XYVW4:;
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TAUG与CDISC Standards

• QR
• NS
• TU

Ø Z[>?\-G]VW^
Ø Z[>?_`ab<=>?4c<=>?9RSVWdZ[e_f<=>?9abg^
Ø Z[>?_hijklm@noQ9pqrsp>?t,uv^
Ø Z[>?wixykXYETUz{|}9~��E�4�l����4���~�
��9���d�_�����������`./�9�,l�}����4
���923^

!"!

TAUG

SDTM

ADaM

QRSCT

CDASH



• VWXYZATAs?49[6EFG\]^_`IabIcdeIfghi6

ü jk?2[klmn@TAsGklof>I-.

• pqrYATAs?2[G
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https://www.cdisc.org/standards/therapeutic-areas
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背景

• 尽管CDISC开发了一系列标准用于支持临床研究，但是仍有一些针灸临床研
究可能涉及的特异性的数据没有标准化，比如针刺干预细节、针刺过程发生
的一些特异性的设备类事件等。

• 这些非标准化的数据不利于多个针灸相关临床研究数据的整合和共享。
• 探索中医治疗相关的治疗领域标准制定的流程、方法。
• 2015年启动针刺治疗领域标准。
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概述

Ø !"!#$%&'()*+,-./

Ø !0TA1!23456789:;78<=>?@AB/

Ø =C!0DEmedical device and device exposure>FG/

Ø H>1&IJ!0KLMN&ODE-.PQRS<=>T*/

Ø TUVWXYZ!"[\<=>]^M_`ab!"FG-cdSe+-.f
ge-.hiKjPQe-.klmXY-.<=1nklo

Ø Hp&qrstuv!"<=>?@FG.

Ø This is an acupuncture-specific Device TAUG.
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TAUG- Acupuncture 章节
qwx-c

§ yzV{|!0FG>'}wx-c~S
§ SDTM. Domains: TA, TE, TV, TD, TS

q!0iK�
§ ��V'}8�m��!0<=iK>��
§ CDASH & SDTM. Domains: MH, PR

q!0-.fg

§ ��V�!"!��e��<=>]^�TM�`FG��s>�!0(2�) m�
!>��e��e��e#���e�����* 

§ CDASH & SDTM. Domains: DI, DO
q!0-.kl

§ yzVXY>!"!klM_`¡!e¢!e£! o¤¥¦�t§~>+,-.
klM#¨©ª«)¬§>®¯m/;°±1nkl.

§ SDTM. Domains: DE
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TCM Acupuncture 章节（续）

q!0iK
§ TUV!0 (DE'(+,-.�)PQ>XYdS
§ ²yzV=tiKPQ>³´µ¶
§ CDASH & SDTM. Domains: DX, FADX, DU

qiK·¸
§ ¹t-./1nkl;º»¼½ ¾RM!"¿;ÀÁ#¨ÂÃÄ;�¡iKo.
§ ÅÆVDX, DEmAEÇÈÉÊË�T=Ì>��
§ SDTM & CDASH. Domains: DX, DE, AE, FAAE 

qÍÎe{ÏmÐÑ
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建模的主要概念--确保常见针灸实践的可扩展性

pÒÓHÔÕÖMÔµ×ØmSMEsÙÚVÛ(XY>!"?@FG-co
pÜÝ>Hp&Ôµ'ÞWßàZpámT*hone-case-that-reasonably-fits-most” 

modeljMâÒSDTM>ãäåæçWèéZM#$êsth²#$ëÜÝìí¨
çîæjïðÇ!"FG-c>ñòo

pó~=Cqôõ!"h0ö÷��!jeø! ùXYmùúûüÉ>]^o

pý1þ�*>!"FG�Mÿ!"Å�V'Þó~]^>#ÑMÒ$TAUG��%
T*M&'q

Ø � ¡¢: £¤¥¦ §¨�©(MA)Nª� (EA)
Ø ��«¬®�«¬¯.
Ø ��°±.
Ø ²³}´9µ¶·¸¹�cº»¼·¸.
Ø � ½o9¾»¿�5ÀÁ4ÂÃÄÅ¿�¯ÆlP¼.
Ø � Ç¢EÈ¢.



案例描述

• s<3tu-.&'vwxAyz{|6
• }~, ��, ��, �������6
• ������-.��-.&'6'��8�6��2�6��16�&'6
��&'��30��D

• ��12�6������A�9 �20�D
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16!"#$%&FADX Domain

                                                

                                                                                                                                                     

                                                                                                                                                  DX domain

DU domain

聊箿梼

謃箭玻拗嫆廇

奝謃箭暜 粪謃箭暜

謃箭廅耽

Response
癌業许嵘遠蔼

縐掾，碐掾堯隨詵囇塟
哳沿蜿踑，暱鲔蜿踑
瓒梼笈赍曒蜿踑

颦陳硽盅塟
勃廅耽

謃ⅵ夸嗰鏟媵浠梼漭恢
践盅塟摈胆靠廅耽

衿摈囇巻塟哳沿
蜿踑，暱鲔蜿踑 詵囇鋡劙

疯迭恹癌凉迭/傀迭蔼

怜晶

輆龆忌藒

詵囇荅巻淋樥逇砇疰轚塟敦沐
詵囇荅巻淋樥逇砇疰轚塟敦沐

謃箭菍廅颦陳
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针刺治疗–Device Exposure (DX) 

-.¡¢:  
• 2t1þ>!"�*(ëM!00)*�²+,E&-Ð>'¯ÏMu$ÜÝ.
!0*�mapped¬VDXDOSE.

• ôõ/00ö÷!"(MA): 0)*�1X&120ö'3;ð3!(4¶>o5
60)*�#$121þ>7!(89:!);<e56!Ç(_`ä!) =D;
>(4¶o?NMÒMA�@AÐ¸0)*�M1X²1+üÉMRNÒ��>
���MBCVDXDOSE ·Ðo

• ø!:D?ø!1Ò$TAUGãäåME&ÜÝF�V'ÞTU��(ëGDOSE
·Ð>�so2tø!M0)*�#12!©öHI>øJ(Ð¸o

• ÜÝ>KL&MM�ONñ~OÉ!0*�"PO*�#Ð¸>!"�*ÅÆQ
Ro
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针刺治疗–Device Exposure (DX) 

&'�£(¤-�£):¥¦M§¨��&'A©ª�£.
• ùÔÕ�T>ÖSMÜÝT½w»>iKUVÖË&WêX+YEôõ!">
-ÐZ72'¥ÙÚMRE0)*�[\Ð¸MP]µÑ>ON>TAUG.^ì
/PQÖËDEprocedure-Ð.

• ùAMÜÝJ6.DOSE·Ð_`E0)*�M.abiK>ccUVÖËd
eENSV ·ÐhPLDUSAMccUVÖËab�fjM¤Þghi\��jk
lTAUG'ª.

• mabiKnv!opq/ÖËM;»¹tµÁ®¯;°±Ìõ�AE;-.kl
DEN©ªnvZ7cc>iKÖMOÉ>abiKUVÖË+de¬DXDUR
·Ð. 
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ir6s>ó~HI vs ½w»Þ´¸HI
– the SDTM model is flexible and allows realistic data mapping strategy.

q 2tirìt-6>ó~HIMuÞ½w»ÒuÞKv�¦Òþ'wó~HI
xZ7!0.
§ k�ÉÊ¬./�Ë23d�º¹�cN�ºµ¶·¸EÌº��ÍÎ���Ë^µ
¶·¸9ÏÐEÑÒÓÊ/«¬QÔÌº�Î9ÏÐEÑÒÓÊ/«¬^

§ 5Õk16º�Î)Ö6�ºµ¶·¸9��«¬×ØÌ4)ÙdÚ�ÛÜ:�ºÝÞ
9��dÛßÔàµ¶·¸9��«¬@×ØÌFÍáâDXSCATãPäåæç«
¬ØÌèdwt�9��>�äéê��«ë9ØÌdÛìíî?|9ADaM78¯^

q Þ�¸HI>yzRº»N{MvÖÒþ'º»>iKKvÊË²Âvu1þ
h!"¿ÒiKm|3Èº»1¡·¸>8}m~���$�º»2iK>�
ê(yzHIjo

§ kºï¼·¸9ðñ23f�º¹�cN�º·¸E�Ë��ÍÎòó¶./^

q ßtCDASHMÏ�F�VüÉó~HImÞ�¸HI>CRF��o

针刺治疗–Device Exposure (DX) 
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针刺治疗–– MA
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针刺治疗– EA

• --DOSEãPfä ô¡¢õ®9dÛölm ô¡¢�ÛP¼9�©��÷
Gdø5��Sù�úP9ûP^

• üTAUGýkþÿå<=è!"Û�G-lm#"9�©d5Õ$%w&¶�
'%íî:!d(_h)*+,^



22

针刺治疗– 针刺反应 in FADX

Ø!"iK&WvL>'Þ§~?@�p&!0ÒHIx>��M�À�EW��Zo

Ø��&�qº»!0g�¶<ê>�e�e�e§�M��ÒHI�äv���
ø>��M$�!"¿Â��!�äv�ª�oâ��V!0!�±´¨Ð (�) 
>�Ìo

Ø���#¨=Ì¬!0>iKL�M"P#$12�BÿÀ�!�ÐÑ (MASS) ;
ON{|ÐÑZ7íÐm{|o

ØÜÝ12FADX�>FATESTeFAORRES(���ÞHI&W��o

ØC�q'ÞHI&Wv���Mê�uÞHIa���h&'ó~HImÞ´¸H
Ijo
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针刺治疗– 针刺反应 in FADX

!"#$%&'()*+,-./0123456789:;QS<=



24

针刺治疗– 针刺角度和深度 in DU

Ø å¯��Ê�MÜÝ.!0��m ���-.PQ>µ¶:hFAjZ7�TM

Ø E&M!0HI>��m �+,E&W¡6>ù¢4£¤�Zo

Ø Û-.·¸BL23äød¶kà/¸0�~1��2Õd3�Ç¢~4ä90¢d§�È¢
ä0.5-15(16-33mm)

Ø R¥MSMOs,E!0��m ��t]¤fgMN1&Wµ¶Zfgo

Ø ùAMa2ðbÙÚMTA×ØJ6.¤¥56I¦I\>]¤>e#§¨>!([
\) 5�h��m �jde¬DU:�o
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针刺治疗– 针刺角度和深度 in DU（续）

• üTAUG6}9#$)d� Ç¢EÈ¢k¹�c7¬8�9:9ã¼d;<Ç¢EÈ¢.
/f<-�º·¸9d8�=�9¹�cID^

• >�d?��`�9� #$@9fAB�  §�ïCã���2Õ9DE^FÛG]
GH�Û./�º¹�c9CDdA5Iù=�9¹�cID^

• $%JKÜ:LMNO9!"dÛPúE��:P_Q9�ÉRé^
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CDASH-针刺治疗 eCRF –主要穴位
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CDASH-针刺治疗 eCRF –个体化穴位
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CDASH-针刺治疗 eCRF –个体化穴位（续）
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CDASH-针刺治疗 eCRF – 针刺角度和深度
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内部审阅和公开审阅comments
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q ÿ©ü¬���Y: 84
§ !0iK��: 25 
§ 1nkle-.klm-.PQ=Ì��: 14 
§ wx-c��: 19 
§ iK�: 3 
§ -.kl: 1 
§ !³fgq2
§ '}Íª/�Y: 20

«¬®¯YZqCDISC°±²-
https://www.cdisc.org/standards/therapeutic-areas/traditional-chinese-
medicine-acupuncture

https://www.cdisc.org/standards/therapeutic-areas/traditional-chinese-medicine-acupuncture


Acupuncture TA Team
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Thank You.


