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Guideline on evaluation of Chinese medical research for treatment of attention-
dedicit/hyperactivity disorder in children

Clinical Evaluation Unit, Pediatric Branch of China Association for Traditional Chinese Medicine, Tianjin 300193, China

Abstract: The series of Guideline on evaluation of Chinese medical research for treatment of common disease in children were issued
by Clinical Evaluation Unit, Pediatric Branch of China Association for Traditional Chinese Medicine. It is developed to assist
applicants during the development and re-evaluation of pediatric medicine, in order to provide safer and better medicines for children.
The guidelines were developed by all 18 clinical trial institutions of traditional Chinese medicine (TCM), utilized the “consensus
meeting method”, which was recommended by WHO, and the consensus development program (GPP) principles of National Institutes
of Health (NIH). It involved phase II and III to post marketing re-evaluation in 11 kinds of pediatric diseases, such as acute upper
respiratory infection, acute bronchitis, bronchial asthma, recurrent respiratory tract infections (RRTI), anorexia, rotavirus
gastroenteritis, attention-deficit/hyperactivity disorder, tic disorders, enuresis, hand-foot-and-mouth disease, and eczema. It spent three
years from the first draft to the last version, after repeated revise, it was eventually released by CACM in October 2013. This Guideline
intends to address the position in the main topics of clinical development of new Chinese medicinal products in the treatment of
attention-deficit/hyperactivity disorder in children. The elaboration included possible claims, clinical study design, patients’ selection,
endpoints, safety observation, as well as other significant points. It aims at providing the possible guidance for sponsors and
investigators of clinical trial.
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Table 1 Quantitative classification based on TCM syndrome
SEARIAAE T B’ th T
FIE
B SNAP-IVE K 1~93  SNAP-IV 3£ 1~9 Tk 6~  SNAP-IV 4K 1~9 Wi /) 14~  SNAP-IV HE 1~9 Wi 55 21~
RAr<67r 13 43 20 4% 27 4%
Z3)-13) SNAP-IVEH10~18 SNAP-IV #H% 10~18 H 4 SNAP-IV EE 10~18 Ik  SNAP-IV #HE 10~18 T4
TS5 <64 6~13 4 14~20 43 21~27 %%
1T AR SNAP-IVE#19~26  SNAP-IV % 19~26 T4 SNAP-IV EE 19~26 k4%  SNAP-IV #HE 19~26 T4
T4y <347 3~10 4 11~17 4y 18~24 43
FIE
R 7 A IRIK2~3 d BAKIK4~5d BARIK6~T d
e W WS e 1k LSRR, I T e TR, 2% YO
z71 T R Z T NEENZ T, NS, il W=y, gk
TEAR AR5 I MR, NTREEILER AR, EREIJLEN  AFERR, KTREEBILER
15% 15%~25%.[f] 25%
TR G TR FROHH T il
AR I RO, KIS BT OO, RIS IR, RIS
KATRR L W RAELF K+, Ak KAEF-dmekik, HH 1K
P I KA, TTIRRFFE ). RN ORSMOEE, RRSCREE )L ARG RSMIEEER, MEDLRREE )L R
AR AN 552 W TR T A e Jse ) TR I0) I % = ) TR I AT % = )
EME T A JE I TGN JE T ATEB
T G EE P Sk T H e e S T P VA T
P I yiSiiaey PR fEfr
LR G R R 1/3 TR > 12 TR > 2/3
mEAETE T [ifEel i e [EE P RS
Jig r A G B /K DL NEEP W eL] B AT 5 DL )
PRRAN R T ARSI, AN REIE AT TR, AN RE T FREETEBUBR DR, BN HE
B G A L Jrite HH
X - 8 4 I 547 AT BHE S
MBS G PR o PRE D, s PRE LA R g, IR
i) I 547 AT 2%
i W JEAE KA IR
JUERAN T T /R DL I A7 TE MR B IR DR I
R R iiped G BT [ T+, TR
4115 ZRERMERE  AERARRR R, NS AR
ZAR LR AIE E R e 2y, WAL 4120 'Lﬁ%ﬁﬁﬁ@1@fiﬁ,§
B KK 70 BRI IR B, AR 4122 KU - 2 ai VAN
Y, R BAT MG k. ZRJLER 4123 ZlJLEH S
WMNEH E — R 25T 804 4.12.4 i) LE MBS AR
TR FH 25 I = S e 2 P i/ 7 5 38R P ik 4.12.5 Zil)LEBRRKRY
4.12 RIHEXBILIE 4.12.6  FIE IR RCRUAR AR A 2 %
ZHR I ELAE I 6 /\/MT 5 LAk R 413 RIERERIFEIAFETHEE A LU TE
TR G 245 24 ARG BT 5 PPN BORTE ) WA H, Ll 3 26 4\)% bt 56

ERE

guide.medlive.cn


http://guide.medlive.cn/
http://guide.medlive.cn/

#¥igdatz Drug Evaluation Research #5383 #5#1 20154810 A

479 -

S5 R N AR AR IR, H A e O e IT R,
WG SEIRAT 2, ARUFSZARTE A T A
B, R B2 AR (G SR )T . 69T WS4
WRIGHRAR R, NAMCREET L2, P H
B A, SREESRENGIERR. BEE
TR ) I RS 25 ) S BURAS R ROV, 7E45 24
JAMIZ G, HAN R R NATI ARG &, i e,
HHE N TR . ARRNEE ARG, 45K
BHE P RENEELR,
4.14 RERESERRE

5 N LA R s kg vh 24 307 24 i
B S VP AR ) M B2 P 2 A R,
415 EEHESTEHE
416 BAHAEHNIRREEMERNE
4.17 HhERYBRMM, FHITIRIEBIFET, W
REMERZ . BRI

IHAEEHENER: B
mEHE. HHER.

SEREREENER (UEREBAF): T #,
IAM. T5E. A . X AL, EEE. ANTIS. ANERK.
TRHE TR HEE. HRED. Rk M F.3k 5.
KRS FRKkIE. B B, B B, WA, BRI,
=R, 5k, MIRK. F = EHH. B K.
BR/R, B8 & B 1E. B/

. B &

Al BRIR. SR,

S 30k

[1] HExRaHzyREEEIR. 90 RR L 5 F
i [EB/OLY]. (2003-08-06) [2010-01-01]. http://www.sda.
gov.cn/WS01/CL0053/24473 html.

2] HE XS, 2538 BRI E
[EB/OL]. (2007-07-10) [2010-01-01]. http://www.sda.gov.
cn/WS01/CL0053/24529.html.

3] HExRaHZRERENF. RS 2R
76 MK %€ #8411 [EB/OL]. (2008-01-07) [2010-01-01].
http://www.sda.gov.cn/WS01/CL0844/27432.html.

[4] JHigHy. ICH 2y Wikt ERrE AR Z SR M), dbst: A
B AR AL, 2001.

[5] HEZEPELAEER. e NRIHE BT ARE b
EERRIEIS W b [M]. P AT BT AL, 1995.

(6] haehEZEs, PEJLRNE Werfar (S b
G E B 2t R, 2012.

[71 B IJLEEESEZIEGGIER M]. dbat:
JERUR 2B 2 R AL, 2007.

[8] FBAEWE. rp2yBr2yis Ko RN GRAT) M]. b

AU E PR 25 RH AR, 2002.

[9] B 5 T, P A GG B r) 3L 1) [ B 48 v 43 28
B RIBETAICD-10) [M]. 5 2 . Jbnt: ARDBA
AL, 2008.

[10] American Psychiatric Association. Diagnostic and
stati-stical annual of mental disorders [M]. 4th ed.
Washington DC: Text Revision. 2000: 107-108.

[11] FAREE R RE 2. b BEDRS ff RRe RS 70 2K L5 12 I b
HE M) 2B 3R B (RS RRERAR R AL, 2001.

[12] ZR3CHE. IKARIT B VEER(CG [J]. RS E 2,
1984(2): 76-77.

[13] ZEMESE, KA. PRHEITHRILER HEER
(C-WISC)FF [M]. Kvb: i ma P& th Rt 1993.

[14] ZXKR. WARTEES Y0P [J]. P EIG K2 B 2% 50
&, 1994, 10(3): 184-188.

[15] whaerp R 2E o LRy s IR PR 2240, /N L2k b
W )% J e o 2457 24 i U8 ¥ oE 5 PPN BOR SR
[7. ZiiPm ST, 2015, 38(1): 8-16.

[16] FRMME. VERESEE 2 ShEafG 2 Wi AR 2% [ SEH]
JURHER R 24, 2010, 25(12): 871-874.

[17] Wolraich M L. Vanderbilt ADHD Teacher Rating Scale
(VADTRS) and the Vanderbilt ADHD Parent Rating
Scale (VADPRS) [OL]. (2002) . http://www.nichq.org/child
rens-health/adhd/resources/vanderbilt-assessment-scales.

(18] XUSLE, A, PaGgE, A5 VEROI SR ghiErh SO
(Swanson, Nolan, and Pelham, Version IV SNAP-IV)EFHE
ZHBRARRIE [1]. SIERFIEEZE, 2006, 20(4): 290-304.

[19] Loney J, Milich R. Hyperactivity, inattention, and ag-
gression in clinical practice, in Advance in developm

ent and behavioral pediatric [M]. Greenwich, CT: J
A T Press, 1982: 113-147.

[20] Shaffer D, Gould M S, Brasic J, et al. A Children's
global assessment scale (CGAS) [J]. Arch Gen Psych,
1983, 40(11): 1228-1231.

[21] SkEWIN, W], FK3C. Vanderbilt SCREVEE 5 R AT
TR 2 S b LB IR R PP TP N 9], DL
HAARAEZRA, 2008, 16(2): 174-176.

[22] Leslie L K, Weckerly J, Plemmons D, et al. Implemen-
ting the American academy of pediatrics attention-deficit/
hyperactivity disorder diagnostic guidelines in primary care
settings [J]. Pediatrics, 2004, 114(1): 129-140.

[23] Wolraich M L, Lambert W, Doffing M A, et al.
Psychometric properties of the Vanderbilt ADHD
Diagnostic Parent Rating Scale in a referred population
[J]. J Pediatr Psychol, 2003, 28(8): 559-567.

[24] ZRARIE, 4558, BOER, 45, Conners SCBEAEIA )45 1)
WHR [J]. REIRROPIZEIGE, 2001, 9(4): 241-252.

[25] #&% a1, B O, BURAE, & FEEVEVTAIUR T EEVG YT
JUREE RG22 SRR Y7 RO 22 AR 0],
A URRR, 2008, 23(7): 499-501.

guide.medlive.cn


http://guide.medlive.cn/
http://guide.medlive.cn/

