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<Table 1> A1 B Th7h} i 54 (N=85)
. 2 AFALE] A E4
n (%) Mean+SD Range
A4 oz} 45 (47.1)
Uzt 40 (52.9)
o] 504 ©]3} 11 (12.9)
51~604] 19224 6424+11077 4088
61~70A] 35 (41.2)
71A| o4 20 (23.5)
A= 3t ¢ ofs} 28 (32.9)
158n 29 (34.1)
st £ 28 (32.9)
2 =3 45 (52.9)
A2 8(94)
Mu| AR 14 (16.5)
AR 10 (11.8)
7|& 894
A3 EE 2 ot} 17 (20.0)
17 33 (38.8)
270 17 (20.0)
37§ o)A} 18 (21.2)
92=0] 1007 9 =gk 32 (37.6)
1007+~300%H ¢ 31 (364)
300%+~5007+ ¥ 12 (14.1)
5007+ ¢ o] 4 10 (11.8)
w2z} Qlth 26 (30.6)
Qi 59 (69.4)
AYE G 7]7 1049 o]s} 32 (37.6)
11~204 29 (34.1) 16.26+9.664 1~30
214 o)A} 24 (28.2)
2 A 174 6 (7.1)
27 2 @7.D 2930997
370 31 (36.5)
47 o)A 25 (29.4)
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<Table 1> Continued

S2M Olsi=et 2 22l
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n (%) Mean+SD Range
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Y, YRK} - PYAIREISIRI| UMAIR M2 U SO|M o[zt 2 0l
<Table 3> Y/JAIH A& 9 FYA Y ATA o|gf =
KGCP &5 ABA o]l = Mean+SD
AAEY LA AA RS Adehe ol T A A A RS HA 9412416205
X5y sh] et Aol
2.5 YA AEFE FAl, WIAE Foo FAsHA Hrh= A2 AABL 9L 91.76+21.612
k.
3. QAR oA A7 8 FA FY shhs Al oFE S22 AR/ H 89.41+23.266
A& Ndste Aol
4. QA o] Folto 2 whA 3 S 44 BRI} Y7h Rejofst= Bl-§o]  84.12+30.091
=i i=g
5. QAR o A Lho] Zref 7| 7ho] o] = A& A &E AQAA g F3iTh 84.12+28.043
6. IO AFAL] 8 FAL A2 2o et AT (FHH L 83.53+26.036
HA)E vl wsh= Aot
7. 44N o] AP H = FANES FEE AFAZEH A 3wA He 82.35+26.397
8. F Aol WAl Zo] Fet E4allof & &t Fefrt STE= A 78.24+31.289
of thal HAI =] At
9. QA Fofoll Yt &, U ARHE F 7HA] o] 4o A& Fol A o 72.94+27.335
o2 AgH Aol
10. W7t ZFefshal Qe AR 5 LA Qi 50.00+30.861
dd7bedt 1L @RAIR ] B ARsT AU 2714 S B e A= gt 80.59+26.831
AP o5
12. QFAE Y 2 22 vhoh 22 53 9 WA Bt A H A A B 36.47+28.230
S 2 YFE i
13. AA R Y BE X 2o Al o 22§39 s A SRl A= 28.82+29.253
FEEH Aol
AT R 14 QAR o Folto 2 QA ol Al A A2l oA FEo] g %= 52.94+33.052
Atk
15. FYAoll= AAE A= W7H Aol S dAU ofZA 2 A F7H A& 5824+24.210
H-§-& F5dA] 7leHof Sl
e 16. QAR ol Frofsti, AT AEA G} 2 FR7|H 5 Ao BEE AR 71.18+33.073
UL S0l Y YRV ES HET F Uk
ol9jetiet  17. U @ YAt o] W AF Y X & o] 9o thE of W gt et Al FEHA]  49.41+43297
i
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<Table 3> Continued

KGCP &% AEA o] = Mean+SD

ATEIA 18 YAl AFAE o st A B 98 A £T 4 Y= BEA 70.00+37.161
o A=A 7F A5 Yt

ZarA 9. FF W7t AHAIE Fol g AIJetA} s, Uiz o] A Aol A& 3 48.82+42.940

IR RR o gjopgt & A o]}
20. U= QA ol ol & Aok Th, S Aol A& AR A 84.12+30.091

ot

i

44 69.559+29.46
KGCP : Korea Good Clinical Practice, SD : standard deviation.

M FAZE QAR ofd o B a3 A 2) F&H Olah=
=gk 29359t <Table 2>
A E 9 5949 384 o= E3d
2, HHE Y S9N OfsH= A4 <Table 4> A A8 AGAIR A 3
g T ALY 1A o= B2 53
1) A O3 ql-;](joﬂ 328;@ oz L}E}u;} A Uz‘ﬂ—E Z 9 OMP
A @] B4} ol A= 3.98 -l A] 332 L
AYE 9 5949 AT olfz EFE H  E Bt oY A4 E Uy, a7 o
S <Table 3> AAletSi Tt ATZ o]z ot= &S E5oloF & W&ol oiet FE23.06
21004 ol 69.56 0.2 etk 4 HOE B 0|5t H4E Uit A4 7
EYE F AAAEY S A GG e T A o] 5 FEoA = 3165 A 2.764,
o] Bo| M= 24 72948 oA Hf 94128 & o2l o] totef gt 35 2294, JE7|Y 4 &
2 Bt ol A4 vehyod, At e Holl diet 522767, SAY B B &
ot ALY =9 E3ollAl= 5000822 ¥ E22368 02 Wit 0|5t H4E Vet
T olste H4E Uetilth. o4 7Hee At
o] 59 G AT EEH NaE A 3) SAFSHY EH0| ME M Ol
Zbshe o] 28.827, A A EHoZ A7
3L FLEo| 36474 02 ThE FEEo] ula) o TYFHSHE A TE A ol =S A
§ 22 A5 velleh £43) 24} 0] €9 HEH A Fol 571(F=13.603, p<.001), &
goto] T3t F S M4 4941 Y0 A Hh 5824  9JA] HG SE(F=-4.833, p<.001), A5
Aoz P o]5te] AAZ Uebyth zpukg o (F=27.709, p<.001) el Al F-&fgt TR o] Qe
AHEA G99 ol H 3 of o3t g of| A= Fhod AL 2 Ueith
A3l gigt B> 4882702 W A4S |y



<Table 4> YA E AH=

iui]

OIEZ, YAAF - TYNTTERIC] YMAE MYR U SN OlHH=e BB 29!

A9 FHA o=

=

KGCP &% FHH ol = Mean+SD
AFA R Y E4 7 77 A &ro] Atet TR0l Jlrk= AFY 3.98+0.951
W A A AtAEo] Astaat g A 3.94+1.106
A& Aol AT A E 7]t 3.64+1.479
A7 A H A 2T A s 3.51+1.385
ol® Aol AP 9t A QA AR A F2/d22) 3.32+1.474
WA F ol stz 5 E4aloF T & 3.06+1.382
g 7Hs e fe T ol 5 APl FAZ WA 7h538 o] 5 3.16+1.557
WA o FAR B 7he AR 54 2.76+1.493
0] 2] 9] Tfjgk WIAE 7] o diH(hE X &) 2.29+1.396
AR7IY 9 dg A 715 vd A4, € 58 1Y 2.76+1.556

EAT} B A WIAE FAR o3& YA 2 off A 2H] T FA 2.36+1.58
A+ A QA A gt Ao A et AL 3.74+1.489
LA oAA A A Fef7 A o2 A Hrk= A 4.02+1.300
SYA o AEPS o, YGAIF o et HeHE o] = 3.44+0.906
A 3.28+1.361

KGCP : Korea Good Clinical Practice, SD : standard deviation.

4) SOHEIH EX0| M2 FBE ol

TS E40 e 84 o= E
A B A o] 57 (F=5.542, p<.002),
Z7H4 B (F=-3.095, p<.003), 2 & (F=-3.399,
p<.001), T4 B& ST (F=-5712, p<.001),
AZ-E8 8 (F=5.941, p<.001) o Al -5+ B
Aol Y AR YEsith

== 1004 THE o) 69.567%, FHA o=
54 Thof] 3288 02 Yeyith £ A7 A=
T Y] A} 237 SRSt o= 3 A
Aot Hlw S o 3A zpol7k §lTH22,23].
g, e (v ) oA gBAE YR 3 &
7 (Joffe) 5[24]% ATolA = AHTH ofs=
7784, 1A o|d = 44674, B2 (Barrett) [25]
o] Aol M= ABH ol 81.54, FHA ¢
3= 4.65%, TF9] AAAE YFO R 3 A
E (Jefford) 5[26]¢] AollA= ATH o=
7753, F0A o|F = 4570 07 B LA 3o
Hg| B5 22 o|gj =& Uetlct o] g3t 2t
© Y QA gAY AEE 2 FYA o
=7t AR AR Ble] Wk A A+
A9} FU8HA YEFSLTH22,27].

2T =d e QA" 543 S7HE A,
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How Patients in Clinical Trials Understand Informed Consent*

YEO Won-Kyeong**, YANG Sook-Ja***

Abstract

The purpose of this study was to identify how patients with chronic kidney disease understand informed
consent and related factors for clinical trials. Data from a paper-based survey was collected from July 1,
2017 to April 30, 2018. The subjects for this study were 85 adult patients with chronic kidney disease who
were participating in clinical trials. Surveys were conducted by a tool modified from QuIC as designated by
Joffe in 2001. The QuIC consists of two parts: objective and subjective cognition. These tools were modi-
fied for this study. The average score for the objective understanding (OU) of informed consent for clinical
trials was 69.56; the average score for the subjective understanding (SU) of informed consent for clinical
trials was 3.28. It was found that health literacy predicted OU (F=27.709, p<.001) while SU was predict-
ed by additional information (F=-3.095, p<.003), question (F=13.603, p<.001), and informed consent
(F=-4.833, p<.001). In conclusion, the results of this study indicate that the understanding of informed
consent for clinical trials among patients with chronic kidney disease is relatively low. Accordingly, alterna-
tive methods that consider each patient’s health literacy levels and related factors need to be considered in

order to improve their understanding of informed consents during the clinical trial process.
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