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Original Article

Factors Related to Dropout in Clinical Trials of Acupuncture and
Moxibustion

Ae-Ran Kim*?, Moo-Sik Lee?, Jee-Young Hong®

'Division of Standard Research, Korea Institute of Oriental Medicine
2Depar’[ment of Public Health, Graduate School of Public Health and Welfare, Konyang University

Objective: This study aimed at providing preliminary data useful in reducing participant dropout and improving the
quality of clinical trials, by analyzing the factors related to dropout.

Methods: The data came from 15 acupuncture and/or moxibustion clinical trials (n=638; August 2005 to December
2009). Logistic regression analysis was used to reveal factors influencing participant dropout.

Results: Gender, age, treatment method (intervention), treatment frequency, availability of follow-up, and presence of
compensation treatment for the control group were factors influencing participant dropout.

Conclusion: Subsequent studies of large-scale acupuncture and moxibustion clinical trials should address dropout
factors that consider the character of each clinical trial, or general characters like participants’ gender, age, occupation,

and diverse diseases.
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Table 1, Distribution of Dropout Rates by Gender and Age

XS AT EA FA915A /3 E (Randomized
controlled trial;RCT) 4717} 867(14.5%), case
series 247} 5%(10.9%) 2.2 RCT AAdA &t
o] A veptovt BAH R folgh xfol= ¢l
©H(p=0.49), AX| LF M= Algo] 507(16.4%)
o7 hERT 34W145%) @ FAX txd 29
(BI%)ET 2 Hl&S Bk 943 7)3to] A

T B tixTe] HEE Adte n
A 2 dxz2ae] vt gl A AT e
AX1F EAA ALdsdth vl aFdAe] F

] A

A2 thzTo] 19(3.1%) o2
2 ok Aols HA

2o el wig e At

7]
Teeto] ¢ E9k1(p=0.33), 4AATF
o Foigt AEdA e ke TYdr|He] 823
(14.4%) 0. & th7] 3 9H(12.9%)°l ®l8l o =A Y
ERTh(p=0.72). = 47 ZulelE e Q1
e FegeEhe FZtdeldrt 1¥l A% 24
(7.7%), 2921 7% 617(16.1%), 32 Z$+= 28
H(12.0%) 2.2 YEPgoy FAHoRE folgt afo]
£ S0 tH(p=0.23)(table 2).

3. X|Z giHol| wE 2=t 2

A5 Wl e gk A 57} 80%(16.5%),
=287} 61(7.8%), 71Ek A 87} 58 (6.5%) wO.2
w7 vebkon], Aael wet 913 Aolg B

Unit: persons (%)

Variable Dropout Group Completer Group Total p-value”
Male 54 (18.0) 246 (82.0) 300 (100.0)
Gender 0.01
Female 37(10.9) 301 (89.1) 338 (100.0)
<35 years 23(9.1) 229 (90.9) 252 (100.0)
Age 35-49 years 34 (15.5) 185 (84.5) 219 (100.0) <0.01
50> years 34 (20.4) 133 (79.6) 167 (100.0)

“ calculated by chi-square test
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Table 2, Distribution of Dropout Rates by Characteristics of Clinical Trials

Unit: persons (%)

Variable Dropout Group Completer Group Total p-value”
RCT 86 (14.5) 506 (85.5) 592 (100.0)
Design 0.49
Case series 5(10.9) 41 (89.1) 46 (100.0)
Treatment 50 (16.4) 254 (83.6) 304 (100.0)
Assignment Group  Control 34 (14.5) 200 (85.5) 234 (100.0) 0.23
wait-list 2(5.7) 33(94.3) 35 (100.0)
Sham 77 (16.5) 390 (83.5) 467 (100.0)
Comparison .
group(Control) Active comparator 8(8.6) 85 (91.4) 93 (100.0) 0.02
Wait-list 1(3.1) 31(96.9) 32 (100.0)
Single blind 34 (13.6) 217 (86.4) 251 (100.0)
Blinding 0.33
Double blind 51 (16.5) 258 (83.5) 309 (100.0)
Participant Single-center 82 (14.4) 486 (85.6) 568 (100.0) 07
center Multer-center 9(12.9) 61 (87.1) 70 (100.0)
1 person 2(7.7) 24 (92.3) 26 (100.0)
Clinical research
coordinator 2 person 61 (16.1) 318 (83.9) 379 (100.0) 0.23
3 person 28 (12.0) 205 (88.0) 233 (100.0)
Total N(%) 91 (14.3) 547 (85.7) 638 (100.0)
" calculated by chi-square test
S THp=0.01). T3 X 87|37t WE & % 3% n| 727(16.8%) 2.2 §l= 799 197(9.1%)°l H]l
who] 357(14.9%), 35-0]/-51] W] 46 (13.8%), =4 Uepston FAHoR 46.} XME Btk

550l ¢-71]¥ko] 109 (14.3%) 2= 714
EZE BAT(p=093). A& YEcAe F 1-29]
4 A5t SRS 14%(6.5%), 3-43]9] X ol|A

H(18.3%) o2 e on AR frofdt A}
]—.a: 1.9 th(p<0.01).

2 BAIZ ] e B ¥ 5Ro| oA 158 m]gto]
22'8(11.6%), 15c]/dellA] 25%m| ko] 6675 (15.7%),
25%-0]A}o] 37 (11.1%) 0. & 15%-0]AF-255-n]| who] A
geto] 7h o FAH R %54 g 2kol= gl
tH(p=0.36). F A &35l W e 0304
6217} 397(15.1%), 72|<A] 10547} 127 (11.2%),
113] 0|4 143]7} 407 (14.7%) 2.2 YElgon 27
HoR folg Aol §11th(p=0.60). F2 %2

Rol wg FEaSe FA4ude| gt B9

H) 2=}

(p<0.01). & thETol ek B
ZFrgeto] 149(9.2%), A} L% Fgl= AL
(16.4%) 2.2 Yeh BAFCZ {23t ztolg B
% tH(p=0.02)(table 3).
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Table 3. Distribution of Dropout Rates by Treatment Characteristics

Unit: persons (%)

Variable Dropout Group Completer Group Total p-value*

Acupuncture 80 (16.5) 404 (83.5) 484 (100.0)

Intervention Moxibustion 6(7.8) 71(92.2) 77 (100.0) 0.01
Other 5(6.5) 72 (93.5) 77 (100.0)
<3 35(14.9) 200 (85.1) 235 (100.0)

Treatment period

(week) 3-4 46 (13.8) 287 (86.2) 333(100.0) 0.93
5-6 10 (14.3) 60 (85.7) 70 (100.0)

Treatment frequency 1-2 14 (6.5) 202 (93.5) 216 (100.0) <001

(per week) 34 77 (18.3) 345 (81.7) 422 (100.0)
5-14 22 (11.6) 168 (88.4) 190 (100.0)

Time of

treatment (min) 15-24 66 (15.7) 355 (84.3) 421 (100.0) 0.36
>25 3(111) 24 (88.9) 27 (100.0)
0-6 39 (15.1) 219 (84.9) 258 (100.0)

Total

treatment session 7-10 12 (11.2) 95 (88.8) 107 (100.0) 0.60
11-14 40 (14.7) 233(85.3) 273 (100.0)
Yes 72 (16.8) 357 (83.2) 429 (100.0)

Follow-up <0.01
No 19(9.1) 190 (90.9) 209 (100.0)
Yes 14 (9.2) 139 (90.8) 153 (100.0)

Compensation treatment 0.02
No 72 (16.4) 367 (83.6) 439 (100.0)

" calculated by chi-square test

Aol gol| A 50A T T Aol vl 2.358] =4 UE}
WTHp=0.20). Bl 1golx] FA4A tzae] 72§
= AR xR 0.314), 4 ti2FHE T} 0.154)
sEgdo] o = Yeida, A5y ME
A ARE v 57t 71Ee] X5 e 1.974)
%Kt} 5560 Frget
Elgton, BAHoR frofdt
Aol & HotHp=0.02). A& WEo| ¢ F 1-29]
o & F 3-43]9] Fx=ggo] 389H|E O =4
velson, SAACR felg zolg Hth

(p<0.01). FH#Zo] e A7t §le ZFET
3.58) =] %9t1(p<0.01), 2T B4R
7b hE B9 gl Aol Hlsl 0.34u) =] e
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WL THp<0.01)(table 4).

3
(100.0%) =7 2eatsiaL, o] dihgo] gle
T 827(13.0%)°] Zetstslon, o] git-g-ol
e Fregde %741
(p<0.01). &= FThEE ©
74(75.0%), LABHA| B2
getele a2 Bolon, Figh o] duks fol
g FEge 9A] fog ato]E Hth(p<0.01)
(table 5).
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Table 4, Logistic Regression Analysis on the Factors Influencing Participant Dropout

Variable Odds Ratio 95% CI p-value

Gender Male (vs Female) 1.233 0.720-2.112 0.44
Age (years)

50> (vs. <35) 2.780 1.389-5.562 0.04

50> (vs. 35-49) 2.345 1.255-4.382 0.20
Comparison Group

wait-list control (vs. Sham control) 0.316 0.010-9.581 0.87

wait-list control (vs. active comparator control) 0.151 0.012-1.941 0.08
Intervention

Acupuncture (vs. Other) 1.973 0.168-23.125 0.86

Acupuncture (vs. Moxibustion) 5.562 1.177-26.289 0.02
Treatment frequency per week 3-4 (vs. 1-2) 3.892 1.405-10.779 <0.01
Follow-up Yes (vs.No) 3.502 1.829-6.707 <0.01
Compensation treatment of control group  Yes (vs.No) 0.336 0.149-0.758 <0.01

2 AR R A REE 2EAe
SRS VAR YT FNE 53 LRES Ut

(A8 9 Azl 28 o2 =4 Yehdth 1t
So® §WelEg 583 AfUt 78, e A8
?l_

Table 5. Distribution of Dropout Rates by Occurrence of Adverse Events and Serious Adverse Events

Unit: persons (%)

Variable Dropout Group Completer Group Total p-value
Yes 9 (100.0) 0(0.0) 9 (100.0) <0.01
Adverse event
No 82 (13.0) 547 (87.0) 629 (100.0)
Yes 3(75.0) 1(25.0) 4 (100.0) <0.01
Serious AE
No 88 (13.9) 546 (86.1) 634 (100.0)

" calculated by chi-square test
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Table 6. Distribution of Reasons for Dropout

Contents Reason for Dropping out N(%)
Withdrawal of consent Voluntary withdrawal of consent 6( 6.6)
No effect of treatment 14 (14.3)
Difficult to make time (77
N(%) 27 (28.6)
Compliance Other combination treatments 6( 6.6)
Drug violations 7(77)
Protocol violations 28 (30.7)
Exceeds the number of absent 2(22)
tracking failure 6 ( 6.6)
Treatment maladjustment 1(11)
Refusing treatment 1(11)
N(%) 51 (56.0)
other Tooth pain 1(11)
Gum Pain 1(11)
Adverse event 9(9.9)
serious AE 3(33)
N(%) 14 (15.4)
Total N(%) 91 (100.0)
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