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Critical appraisal sheet for randomised trial on intervention
©2010 Dr Ching-Chi Chi, EBM Centre, Chang Gung Memorial Hospital-Chiayi, Taiwan

Basic information about the trial

First author

Publication year

Title

Country

Funding source

What is the trial about?

Participants/Problem

Intervention

Comparison

QOutcome

Study design

Are the results of the trial valid?

Item Appraisal Comments
1. Was the assignment of patients to OYes
interventions randomised? ONo
‘ OUnclear
2. Was the randomisation concealed? OYes
UONo
OUnclear
3. Were the groups similar at the start of the | OYes
trial? ONo
(OUnclear
4. Was follow-up of patients sufficiently OYes
long and complete? ONo
OUnclear
5. Were all patients analysed in the groups OYes
to which they were randomised? ONo
(Intention-to-treat analysis) OUnclear
6. Were measures objective or were the OYes
patients and clinicians kept “blind” to which | [ONo
intervention was being received? OUnclear
7. Were groups treated equally, apart from OYes




the experimental therapy?

ONo
OUnclear

Are the results of the trial valid? OYes ONo

If the results of the trial are valid, how important are they?

Item

Results

Comments

1. What is the magnitude of
the intervention effect?

2. How precise is the
estimate of the intervention
effect?

Are the results of the trial important? JYes (JNo

If the results of the trial are valid and important, can we apply them to our

4. What are our patient’s values
and expectations for both the
outcome we are trying to
prevent and the intervention we

are offering?

Patient’s expectation:

patients?
Item Appraisal Comments
1. Is our patient so different OYes
from those in the trial that its ONo
results cannot apply? OUnclear
2. Is the intervention feasible in | [(1Yes
our setting? ONo
OUnclear
3. What are our patient’s Benefits:
potential benefits and harms Harms:
from the therapy?
| (Optional) Patient’s values:

Can we apply the results of the trial to our patients? 0Yes ONo
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TRty KA B OREE i B OBH EWME

BE Bf AETHESLSEFHFRLLGEEFRALENIE, FiE F47 04 RHAR
EHEMMLS AT OELSS PG EN, SHMLL 0B TR0 mg, FX 14, PREELSBERS
5657 Sl B I Amok B R AR A 5T 9T AR 4 o SRR K ELISA Sle M WAL B 4677 WE SR
do &y IR A& 4,10, 12 (1L 40010, 1L-12) R-F, R T HELLEARF 56% (14/25 41) , HHAH
22,7% (5/22 1) , M4 redi, 2 H AR FEL(X =5.38,P <0.05), 3% ﬁ‘TWN%%L»}imﬂéﬂw
$2,IL- 4,10 AT A5, IL-12 RFBAR(3 P<0.01) ;27 6 P& E4 4403 Ha o B F R L EF
HAXWE L, B, ZFALHFEL(P<0.01), Hit qag,ggg,g\,gﬁ%g.&g;;iﬁﬁtﬁ
£, AN TR AT X A E TR A X,

XKEE HEARAL mART;PHESS
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LA 3

Clinical Study on Treatment of Atopic Dermatitis by Integrated Traditional Chinese and Western Medicine .
SHI Yong-jian, ZHANG Chun-min, MA Dong-mei, el a1 The Second Hospital of Shandeng University, Jinan
(250033)
Abstract Objective To observe the clinical effects and explore the mechanism of the integrated traditional
Chinese and Weslerm niedicine in treating atopic dermatitis (AD). Methods Forty-sever patients with AD were
randomly assigned lo Lwo groups, the control group and the treated group, they were treated with conventional
Westem medicine (10mg Loratadine tablet, once daily) and with integrated medicine additionally given medified
Jiawei Danggui Decection besides Western medicine respectively for 4 weeks. Double-sandwich ELISA was used to
detect the levels of intereukin- 4, -10 and -12 (IL-4, IL-10 and 1L-12) befere and after treatment. Resulis The
total effective rate in the treated group was 56% (14/25 cases), better than that in the control group (22. 7%, 5/
22 cases) , shcmmv significant difference between the two groups (x* =5.38, P <0.05). Before treatment the ser-
um levels of IL- 4, IL-10 were significantly higher and level of IL-12 was lower in AD patienls as compared with
those in healthy persons ( (P <0.01); they all restored to normal in Lhe treated group after treatment but unchanged
"in the control group, sho“mg significant difference between the two groups (P <0.01). Conclusion The clinical
effect of integrated traditional Chinese and Weslern medicine is ascertainable, its mechanism might be associated

with the regulation on related cytokines,
atopic dermatitis; cylokine; integrated traditional Chinese and Weslern medicine

Key words
1 1k By 28 (atopic' dermatitis, AD ) I B L I,
BT NE R RIE T B AR, B8 AR
RBEF DI SR . BWH AR IR E R AR EH 1

[
LUERaE 2558 1994 4E Williams HC W &

A5 8 ) CITWM, Aupust 2008, Vol. 28, No.§
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3 HMARRME (DFAHEEBKRERTEY
EEMEm AR (2)4EH > 12 2, (3) iBIrni 4 A
PR BB 2 B AT 4 o

4 BIERARNE (1) PpEBHE S TR E I HE i 1R
B () &AL R B ERGE, (3)&F
BIRA N ARG H; (4) FRERERRERE
BE,

5 —fEVekl 47 {3 2005 48 10 A —2007 4
1 BUIFRASEEERERMLA AD BF . FA
BRI ERS AWE, PUESSH 25 1,58
14 ), 2 11 F; 48 14 ~32 &, F3(22.8 £7. 4) ¥ ;
SRR 3.6~12. 54, V(7.4 £4.4) &, H A 24
IR EMERE 2,15 BN BT IE, 12 Fif
MERER,7 G EOFESRES 7 FIHRTR
WIS sb ., PHZ54E 22 4,58 12 4], % 10 Bl 4F
1531 %, LH(21.326.8) ¥ :H/E3.5~13.0
£, 4(7. 1 +4.8) 4F; Feh 22 FlH MR E
b, 13 Sl T e, 8 FIMBTFRER,S filt
H EREREE.6 S MER S S{bEE:W
AMFHIANEARAEER, WARMEPHER LS
HEREL(P>0.05) . BANERAERA 15 H{ENARAE
X B (TR AR IRIIR R E R 2% H) , KRS 8 &,
207 &R 16 ~30 2, F1(24.5£7.8) %,

&

1 jAIFEE PTOESA A ML EK (W
RPEHRERGBELBSRIT)ME: AP 15
WEISg HALISg FE9g #HEI5g HIF
9g BiR9g HAISg AiSg N 15¢g
Mg HIHES21g BRIy HEEOSg
BRF 21 g 488,48 B 1 7, 6% 4 500 mL, 4+ (B
PRIRR. Fn DRABAE(FHRaIFaE, g
SR ETHZETARAT) 10 mg, R 1 R, WEHHS
MOREHLE 10 mg, BE 1 R, U EFHEYES
FZi4 A SR WAREERYIMETEREAT
AVRERTF (B MBI ER, R WERAAR) . B8R 1
W, ITiE4 B, g RS,

2 MWEATF (IL- 4,110, IL-12) KP4E0 P
HBE R TR SR AL 5 nL, BETEH/E
MATHRAHRE S, B0 (FHHE.L0N, EEREAR
PR ) LI 3 , 2 R S 380 ELISA 353 A&
BEARIRLE, :

3 TRCEERE RAAER(REN.F.
B ETART) AR E(EFBaE. B IR/ R ER

+ 687 «

JBE T4 BEZY I BEAL) FE 4 B (SASSAD) PR R
PRI 3R RS T R ER N 4 RO -3 ). B
F1100 mm PLHBAR R VAS ISR E, R R
PRERERAE -0 TR 10  RIZIRR R, ok ARE, il ER
EIlE 50 E 4 AdHTIR. AR THAXHAR
S FRAEEC A THEER (n) = GATTIERS -8
TEERMAVRITWERES x10%, E®:n A
100% , B4k .n S 70% ~99% ; 4755 0 B 30% ~69% ;G
Z:n <30% . QBBAEIEREMELEE,

4 TEURARREN 2FEHERTIESHT
o R ERHE VBRI, JBZ SRV I a4
DRI RERN R EE J58E . HEE,

5 Hit&orik SRFI SAS. V 8.0 HffifTat
TR EHA E 2 R, FAULESRA ¥ A8, 4
(B SRR FIRIRT B,

5 R

1 PRSI E PHEEZAH 25 FlEMRL
Bi(4% ), BEL13 $1(52% ) , 5745 9 $(36% ), KH 2
Fl(8%) ,MBRN 56% ;WHEHH 22 §l, ER O H, B
S (22.7%) , 5% 7 1 (31.8% ), T 10 #]
(45.5% ) , B8N 22.7% , WHLLE, BRH T
&2 ¥ (x* =5.38,P <0.05),

2 PHBERIFTTEARBE KT ESR T
B(3&1) VEHREIRITN IL- 4,1L-10 KB E
ETF A (P <0.05), [t IL-12 KPR TFHEBEA
(P<0.05), &iGyTIRVEZI4E 3 Fhépal A /KK
BAr{e; PEEESH 3 FORE FAREEFKEE
HFERITIR I, P ES A BN EH 1.4, 1L
10 FKP-RRAR, IL-12 K F-H &, ZERFHHEBL(P <
0.01), :

#£1  FERE R NESE M 1L-4,1L-10 % IL-12
AFTELRES (ng/L,% 2s3)

A g s IL-4 IL-10 IL-12
fEMERSER 15 27.25£6.89 31.74:8.24 41.36 26,75

HI 22 PN 49.1520,03° 48.18£10.13° 22,3019, 17
IS 47.52£8.50  50.79 £9.45 24,53 210.05

PEESE 25 PN 48.72£7,48%  51,65:10.24° 23 89:8.96°
FTEE 312328 01 33,17 3R R4DA 40,3040, 7604

o 5 BREERS ERAA LE4Z, TP < 0.05; SAHRITIT IR, 4P <
0.01; SSEEGHIIASFIS ez, 4P <0.01

3 REUBRABRERRN WHILHBITFRL. R,
EER,F. SO REIARE, BHREZUHARAR
R,

W o®
AD B—F 5 ZEKR AR ESE RARRAMEAESR

Supplied by The British Library - "The world's knowledge"




» 638 W IR

4587 2008 48 8 FI45 28 T340 8 ] CHTWM, Auzust 2008, Vol. 28, No.8

LNk RIS B RN A E 2 E BTN ,
R, LTI, BRI RIS, B A A
MEEAGHLFE , AL A B Z R R, IRk
Z LR E RS, T EL Bk 2 B, RO ME MLk, KSR B
3%, KT A0, TR AN 480 b B 5 DU EE 28
&, IEHA T AR PR ERER— B e, B —MER
MEEELIQAEE T, KEND AN, AD 25K
FRMERTERR, SHEEEATIRIL, RERK

RBE3ET 205 , WGTERT 2530 P A 1 S 14 A, A R BR
BHA AR, A B B B R B S AR i 4% 3
HHMTHHESE. RERC IR, SRR uH L
BIRG  BE 55 , 4 MR ETA , BEES3E ., SEIh L2, FHi%
S8, i RIBI A ARG I IR AR , 3 DA AG R
BERFTEEZH,

AD 7E{S NS R TN AL MR, BIREI A
BEERA B iR, ARSI, B KRR FE.
AT panek MRk E R, R IR0, S ABLE
JeFNR, T LEBURE . RItFERERTIE S
BT E4h % B A SASSAD F1 VAS iD4 sk, Wi
PR SRR, B E T AT T
ERREIT . DIRZR P ERERIRTAEMNTE Y
RAR TR,

B EEDIR LA AD JiF Th2/Tc2 M5
Y —FhR R TIR R R, Th2(Te2 ) sk i fa B F

R FRE N FEILAMRRMEN . BRMSATT.

FHERER,AD BESA M ABIAY The TR
i, BRRIA Thl/Th QERINERHRAT, — B Thi,
Th2 SAREIETER AT Th2 T S E AL S e IR
Ao Thi/Th2 THFEZIRBTF IL4 Fi IL-12, IFN-y HY
XK, R PE 4 B FE e A E S, 1L4,1L-10

Y% Th2 BIANIRE T, 1IL4 ik e SR

CD, *T /B H 5 Thl 1 Th2 iy EhREHE
BRI, X Th2 MR EE SEK S bk
PEFEM, BRI Thl AT HRER2, 1L-10 RN
RS 4N ( APC) P4 4RRR A F-4n TNF,IL-1,1L-
6.1L-12, GM-CSF, 354{L H 75, EiEi0H APC £
MHC- I #43-F B At e f) [B) )3 B -7 €D80 ,CD86 Fn%h
Fff4r3 ICAM-1 AyFEsk, AN APC fHLIRIRE D)
160 IL-12 2 [P B2 40 i 45 00 S0 35 A — Fh 440 B EX)
F L H IR e N R B Fh A, IL-12 B
Y4B R T itk B40E(CTL) fl g4
45 (NK) g8 s e i B -7, fE 8k Th O [{) Thi 408
416, 4 IFN-y & %, FHIM IL-4.IL-5 1 IL-10 &Y

A, R MR O Thl BIGEMA™ MY Th
N Th2 HARAS EL . Btk IL- 4 IL-10 AKCEF7, IL-12
FEAKTEAGIE T Z0 Th [ Th2 S8, AR HIHL IR S
B R M. Kimura M % %30, AD BESF
SR amE( PBMC) 5% T itk B AN e 2 2R M F =
4 IL- 4 KT8 B R TN . RATAYDIFEFH AD
IESMEM IL- 4, 10-10 KFEAF, IL-12 K TR, 5
HIEFEED fedr g0V PR LEMl, EET AD
AMEAEM Th2 47 W 3 & R85, S de T e M,
TESATTIG FISEL A A AD ME L MR FRERL
APREEH, T B AksE , AP HA.A
A5 SR S GHE VAT AT, ST R T RS
ArAYF AD B FIVLEI AT R ST AR SR B B ok
SRS R B R DI %, _
(B0 ORI o B 25 A MR S B B MR 4 3
SEMIEAR A, e SR E I A S )

$ £ X B
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£ FEHBERITWEAEL L- 4,110 % IL-12
KFTELRIEE (ng/L,z2s)
Rl ¥ e IL-4 : IL-10 1L-12

RRIERSER 1S 27.25+6.89 3L7428.24 41,36 26.75

TE 22 JBITE 49.15£9.03% 48, 18%10.13°  22,3029.17°
IGIFIE 41.52%8.50  50.79 29.45 24,53 £10.05

FEESS 25 I 48.7227.48° SL65210.24°  23.5928.96°
TR, 3121 4R 010833 17 48,8404 a0, 30 49, F6AA

i SEREER M IR EE, P < 0.05; SRAIABIFITIE, 2P <
0. 01; ST LG BIFIE HAZE, AP <0.01

R B First author 5%

| B Publication

| year 0%
Title  TEBGSHRE
o THIEN: B AT AR

Country r1g

Funding

source ﬁi‘%




Participants/

_ Probiem

Intervention

; Was the

¥ Comparison

g
o
:-:=

Atopic dermatitis

AR B
Loratadine 10mg

teratadine 10mg

SASSAD(O-3)RVAS(E)
IL-4TL-10: ¢ Ib-12:)

Randaomised controlled trial )

! randomisation [] Ne

f concealed?

W Was follow-
B UP Q’f

= patients

| sufficiently

long and

WUnclear

BYes 4 weeks
[INo
(7 Unclear

R cssignment of [ No 7
g patients te [ Unclear! :

B groups similar:[] No
b at the start
 of Tthe trigl?

FivE B R
B

Was the ‘W Yes

interventions |
randomised?

R A R et
FHEEH(P005)

Were the . | e.S

O Unclear

Were all
patients
analysed in
the groups to

M Yes
UNe
‘] Unclear

 which they
g were
i randomised? -
‘(Intention-
& to-treat -
| anal




® Were measures ' [Yes . N @ Weregroups I Yes

& objective or were Il No C o T T o S treated ‘[ Ne

% the patients and [ Unclear . B B cqually, apart (] Unclear‘
clinicians kept 0 B from the. i

® “blind" to which o B B experimental

§ intervention was -7 B therapy?

& being received? o i

] magmtude of - qﬂﬁgn‘f*&%ﬂ%%. ARE—FE
the FREEAE22.7% %ﬁ(NNT- 3)
intervention -

Beffectr  ommimam=mg
. EBETATIREES,

¥ How precise  preeise rEERE S 2561
g is the FaSE - 2241 i

® cstimate of | YiSs=t

& the :

g intervention

g effect?




B Is our patient [] Yes

& so different W No

Q from these in [ Unclear
& the trial that

its results

® What are our Benefits: ﬁi‘;‘{

8 patient's Harms: k{2 2] 43 B"LT%M’E%
potential

g benefits and

I harms from
® the therapy?

feaﬂbie in

: intervention []‘ N’Q .
[ Unclear .

(Optional) What Patient's values:

& are our patient’s m@ﬁﬁ%ﬁﬁ?ﬁﬁ?

values and EEREEREE

‘Patient's expectation:

§ expectations for
j both the
Joutcome we are  (JIBAGOREL(IL & itch)
B trying to prevent FERZL B
Bondthe ' (EBIOBA)
® intervention we
| dre: offer‘mg)
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