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<Table 1> A8 T2} i 54 (N=85)
. 2 AFALE] A E4
n (%) Mean+SD Range
A4 oj =} 45 (47.1)
Uzt 40 (52.9)
o] 504 ©]3} 11 (12.9)
51~604] 19224 6424+11077  40~88
61~70A] 35 (41.2)
71A| o4 20 (23.5)
A= 3t £ of s} 28 (32.9)
15n 29 (34.1)
st £ 28 (32.9)
2 =3 45 (52.9)
A2 8(94)
Mu| AR 14 (16.5)
7152 10 (11.8)
7|& 894
A3 EE 2 ot} 17 (20.0)
17 33 (38.8)
270 17 (20.0)
374 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)
gl 59 (69.4)
AYE G 7)7 104 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 @7y 2930997
370 31 (36.5)
47 o)A 25 (29.4)
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<Table 1> Continued

SN Olsi=et 2 221
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n (%) Mean+SD Range
A QYAE FIFE et 51 (50.0)
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<Table 3> YJAI A A& 2 FYA Y ATA olgf =
KGCP &5 A o]l Mean+SD
AAEY LAY AA RS A ek ol T A A A RS HA 9412416205
X5y sh] gt Aot
2.5 YA AEFE FAl, WIAE Fool FAsHA Hrh= A2 AABEL 9L 91.76+21.612
ek
3. QAR oA A7 8 FA S shhs Al oFF S22 AR/ oH 89.41+23.266
A& Ndste Aol
4. QA o] Folto 2 whA g S 44 AN} Y7h Reefjofst= Hl-§o]  84.12+30.091
23 Qlot
5. QAR oA o] Zref 7| 7ho] o] = A& A& AQNA g F3iT 84.12+28.043
6. I AFAL] 8 FAL AR 2o et ad(FHH L 83.53+26.036
HA)E vl wsh= Aot
7. 4N o] AP H = FANES FEE AFAZEH A 3w¢A He 82.35+26.397
8. Aol YA o Bt Efor & W& Frojrt FHE= S 78.24+31.289
of thaff A= ] At
9. QA Fofoll Yt 5, U AR HE F 7HA] o] 4o A& Fol A o 72.94+27.335
o2 AgH Aol
10. W7F Zofstar Qle A7+ A 5 ¢ Sith 50.00+30.861
dd7beet 1L dRAIR ] B fRst AL 24 S B e A= et 80.59+26.831
AP o5
12. QA Y 2 22 vhoh 22 53 9 WA Bt A A AR 36.47+28.230
o2 AFH S
13. AA R Y BE X 2o Al o 22 539 v A SRl A= 28.82+29.253
FEHQ Aol
SAT R 14 QAR o Folto 2 A Lol A A A2l oA 8ol g %= 52.94+33.052
At
15. FYAoll= AN A= W7H Aol E AU ot ZA 2 A F7H A& 5824+24.210
H-§-& F5dA] 7leHof Sl
e 16. QAR ol Zrofsti, AT LEA G} 2 FR7|H 5 Ao BEE AR 71.18+33.073
2 g ol Y YRV ES HET F Uk
ol9jejtiet  17. U HF YAt o] W AF Y X & o] 9o thE of W gt et Al F5HA]  49.41+43297
sttt
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<Table 3> Continued
KGCP &% ANH/A o] = Mean+SD

ATTIA 18 B MolE ARAIF] Aol E
of QigHA7} 218 9L,
pranes 9. %% Y7k ARAIE 2ol S ATFLA Stol, b o] A4 Aol A% 2 48.82+42.940
oEy  oaoput & Aolnt.
20 U AAI RO Fol 2 U] GATHE, FOIA0] HES ARTAS A 841230091
o,

S AEE BT A= g A 70.00+£37.161

i

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

A FA7E QAR Y Fole o BRI A 2) X Olsl=
223 SHol %t <Table 2>
AE % T F23 olsj=ef £3HE
2. HEE % SOIM Ol M <Table 4>°f AR WFAHA
gt ahg A gk e] 20 o3 =9 Fat> 53
1) AN Ol E q_}ggoﬂ 328;‘4 oz L}E}uq. A US}E =) olAP
AN 2 B o A= 3.98F oA 33242
AgE 95X AR ojsi= FE 2 Ha ol AeE UE oY, a7 o
£ <Table 3>°f AT A o]aj=e] 3= T EFdfoF T Gl HE FE2 3.06
B2 1004 ol 69.56 22 ettt A4 HOE H4t olstY HE Uedlth dA 7He
EFEF YA EY SAn GG e A HAT 0|5 FEoM = 3167 MM 2764,
O ol Ha 72948 Hdf 941280 o] ditel et F5 2294, ARV A &
2 Bt ol A4E vepllou, At el ol id 522764, &A% B E ¥
3t gAY =9 £l 5000802 H  F22368 22 Bt o|5h M-S HERH.
 olste] HE YeEtdlth o 7 e A
o]59 YYo= YINES BEA ARZ A 3) SAFSIY EHoi| ME A o=
Zh5he Rio] 28827, HA Y A EHOE A7t
She BRo| 3647902 2 YRE ws vl FIHSTAY B4 02 AR ojs =g A
£ R AL E Uehillth 45 BT olele]  HEF AT el §7](F=13.603, p<.001), &
goto] T3t J e M4 494140 - Hh 5824  9JA] G S5 (F=-4.833, p<.001), AL 55
Aoz P o]5te] AAZ Uehyth zpukg o (F=27.709, p<.001) el Al -&f3t TR o] Sle
AER G Gl i FEAA = AR YERHT.
H3lof t3t 2324882802 Yo HE



AEEERe] YA HEE H SAM Olsiz=et 2 292

<Table 4> A S AHE 9 = 0] 4 o] 277 o]F) =

KGCP &% FHH ol = Mean+SD

AFA DY =47 77 A &ro] Atet TR0l Atk AFY 3.98+0.951

W A A AtAEo] Astaat gk A 3.94+1.106

A& Aol A7 oA sHA E 717t 3.64+1.479

WA A H A 2T A& 3.51+1.385

ol® Ao] AP 9 tfAelA Q1A AR A F2/d=22) 3.32+1.474

WA F ol Fedste 5 E4alloF T & 3.06+1.382

g 7Hs e fe T ol 5 APl FAZ WA 7h538 o] 5 3.16+1.557

AFA o FAR B 7hsg AR S 2.76+1.493

0] 2] 9] Tfjgk WIAIE 7] o diH(hE X &) 2.29+1.39

Au7IY 9 dg AR 715 vd A4, € 58 Y 2.76+1.556
£ T} B WIAE FAR 9 E 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 Fef7t A o2 A Ak A 4.02+1.300

FYA o AEPS o, YGAIF o et MeHE o] = 3.44+0.906

A 3.28+1.361

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

4) SOHEIY EX0| K2 FBE o

TS EQ0 e 84 ol g
A B @ o] 57 (F=5.542, p<.002),
Z7H4 B (F=-3.095, p<.003), Z&(F=-3.399,
p<.001), T4 B & ST (F=-5712, p<.001),
A7 &8 (F=5.941, p<.001) o Al G-&J5+ B
Aol Y AR YEsith

== 1008 THE o) 69.56%, FHA o=
54 Thof] 3287 02 Yeyith £ A7 A%<
T Y] A} 37| SRS iAo = 3 A
Aot Hlw S o 3A zpo]7k §lTH22,23].
U, e () oA geAE YR 3 &
7 (Joffe) 5[24]% Aol = AHLH ofs=
7784, 1A o|3) = 44674, ¥ & (Barrett) [25]
o] Aol M= ABH ol 81.54, FHA ¢
3= 4658, TF9] AAAE YFO R 3 A X
E (Jefford) 5[26]¢] AollA= ATH o=
7753, A o|F = 4570 07 B LA 3o
Hlg| B5 22 o|sj =& Uetllct o] g3t 2t
© 3 QA gAY AEE 2 YA o
=7t A ALl Ble] Rk A A+
A9} 5 U8HA YEFSLTH22,27].

2T =d Y 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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