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errors between the experimental and control groups.

Validation of the Effectiveness of Education for Obtaining Consent in Clinical Study

Ji Eun Kim, Mi Sung Lee, Sul Hwa Kim, Ji Hye Yang, Seung Ah Go, Cho Long Lee, Soo Yeon Yang, Hae Joo Shin, Bo Ah Kim,

Human Research Protection Center, Asan Medical Center, Seoul, Korea
Purpose: To validate the effectiveness of obtaining consent education on errors in the consent process and to develop the

Methods: From February 2019 to February 2022, a 30-minute, 1:1 face-to-face consent education developed using the ADDIE
model was conducted on 78 nurses as principal investigators. An informed consent audit tool, which includes 6 items developed by
Asan Medical Center Human Research Protection Center, was used to analyze errors in obtaining informed consent process. Data
analysis was performed using the SPSS ver. 25.0, and the Mann-Whitney U-test and x’-test were utilized to verify the difference in

Results: The participants consisted of 42 in the experimental group and 36 in the control group, with no statistically significant
difference between the 2 groups. Both 2 groups showed the highest frequency of documentation errors, followed by format
errors, errors related to a suitability of investigator, participant, or participant’s legally acceptable representative, witness and
confidentiality issues. After education, there was a significant decrease in both format errors (p=0.002) and documentation errors
(p<0.001) in the experimental group. The proportion of participants without any errors in all items was higher in the experimental
group (35.7%) compared to the control group (5.6%), and this difference was statistically significant (p=0.001).

Conclusion: The obtaining consent education program was found to be effective in reducing informed consent errors. This study
emphasizes the importance of education, suggesting the need for its expansion and accessibility, as well as the necessity for all
researchers conducting clinical studies to receive the obtaining consent education.

Keywords: Education for obtaining consent in clinical study, Informed consent audit tool, Informed consent education program
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Fig. 1. ADDIE model.

Table 1. The most common errors found in internal audit (2019-2022, Intervention study excluding Clinical Trials for Pharmaceuticals and

Medical Devices)

No. Category Contents No. (%)

1 Informed consent procedure Consent form documentation errors 62(10.8)

2 Informed consent procedure Errors in obtaining consent records 52(9.0)

3 Informed consent procedure S-LAR/impartial witness-related issues 27 (47)

4 Source documents Inconsistency between source data and CRF 26 (4.5)

5 Qualification and Training CV documentation issues (including signature/date) 22(3.8)

6 Informed consent procedure Obtaining consent/reconsent process issues 19 (33)
S-LAR, subject's legally acceptable representative; CRF, case report form; CV, curriculum vitae.
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Table 2. General characteristics and dependent variable between groups (N=78)

Variable Experimental group (n=42) Control group (n=36) X p-value
Education 236 0307
Bachelor's degree (0) 1(2.8)
Master's student or Master's degree 40(95.2) 31(86.1)
Ph.D. student or Ph.D. 2(4.8) 4(11.1)
Employment period of current hospital 469 0455
Less than 5 years 3(7.1) 4(11.1)
51to less than 10 years 21(50.0) 13(36.1)
10toless than 15 years 10(23.8) 8(22.2)
15 toless than 20 years 6(14.3) 7(19.4)
20 to less than 25 years 124 4(11.1)
More than 25 years 1(4) 0(0)
The number of research participated as a principal investigator 3.64 0.162
Less than 4 42 (100) 33(91.7)
410 less than 7 0(0) 128
7 toless than 10 0(0) 2(56
Research ethics training
Yes 42 (100) 36 (100)
No (0) 0)
Values are presented as number (%).
Table 3. Differences in variables between experimental and control group (N=78)
Variable Experimental group (n=42) Control group (n=36) VA p-value
The error of Informed Consent Form template 5454+24.50 3531+77.26 -3.03 0.002
Errors or Issues related to an appropriate investigator, participant, or 2.24+4.65 7.65+26.71 -0.55 0.580
third-party participants (such as witnesses or representative)
The error in documentation of the Informed Consent Form 46.38+115.42 95.97+148.83 -3.89 <0.001
Confidentiality issues of the Informed consent process 1.69+4.32 5.64+25.46 030 0.768
Values are presented as mean-standard deviation.
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Table 4. The difference in errors of Informed Consent Form between
experimental and control group (N=78)

Variable Experir(Yr]gE; group Con(tr:(ilg%oup X p-value
Errors in Informed Consent Form 1034 0.001
Yes 27 (64.3) 34 (94.4)
No 15(35.7) 2(5.6)

RIS 23}, B %‘%‘)ﬂ/ﬂ LF7FHAEA] o2 dvd A= A
q

QR LA 10}— EH“XH ng°1 %911 ol= A4
= 2'1

o] AFofA= thgAte] He] B 9 Aol F=gAd AL
Y3 YAATE £t 7HSARE U0 R BoA 7S
il%‘—,% 7idbstal Ald¥stict. ol & $sl ADDIE 28-S

02 510 oA w5 T2 IS vRSt, T avE i
Sk
BN L& A 5 FAH A4 05.0] Ho|S LA 2

£

WS Aol Bt 35.31477.269] 2577t Ao i& &
= B 5.45+24.502 Aoty o= Ezﬂ o= 905
Zpo| & HoE] 0 (p=0.002), 524 &S =
Mg st g4 8457 FA 31144 /ﬂgo}‘_} |

e

=0

VYETHIAASIIRE) 591 FAH] & P 52 <
FoRH g QRG] A ULHRSL FAT 5 AU
ol IRBS} YHATLHE Flet ERAYA G /o2
S T8 54 4] AHGH] et ol mklolg)

(p<0.001), Al-ZoHi ¢ WHH4 ?:i#oﬂ o= EJH 71111
LFE= YA HE oF F 7P B2 2570l sidotgirt. ol
Shim¥} Lim*9] AtoflA = ERIE|gl 0w, 5o I-goj A &3]
HAgoks @ F R SO A/ g7t 715 EA] g2, T
HAto] Aol sl A+A RS 7153 5ol At ol#gt
A= AFAENA 5YA 714 7] tigt w59 B]/d
< 7FxoM, YA WS T2 W] P4 QAR FIA &
Joll TAE W8-S ZTAIAF TS AJALSITE
FA WS AT FYFEA} AL, HE )l 9
Q7o FYA HRJAFE o] 7= K3t Ao|7} gl= A
2 Uetgth 594 S A8t S Aol A

1:!1%][—

https://www.kairb.org

IRB S0 7 196] o1 =190, Fort 80}
O THAALE A ohe A7V 2 0|29l whd 5
SRS} A, TleISl W A 0.5 Aol Hlshie
Oﬂ% AP A 5O VYA 25 SIS
% M A7 Uekom, ol A Wl Ako] AlsH]
olow W8 A%0] 95 vmolE T} ATt T ol
A7AEo] ofeha, FoR B0l Sl RS Eake %
MR ATE O R AAS SBote] B wE &
e 97Isk 7o) wasit
B4 T Fol WA FOIHE 057 U7 A) gL of
79 Hlgo] §2l5H S7H5HATHp=0.001). o= oA 3L
2 5 BIHE0F A%V} A AastASS ofnleict et
4 B9 2801 4] B2 B HS BAE Y
LR oleiet Ak 7ks A7 ol
BE ATAES YO T A

2o

2 Ate] A A3kstr] 9ol s 875 24, A,
o, A, Brleke AAA HE 232 ADDIE 23S -85t
et o] Aol A LSt BolA WS T2 IHL AFAUA}
Zt = E

IS ALY BolA A4 07 =olA 77| Q7S
244 a3t e %ZH%IO] gelElon, AFHIX

BAHSo] 4ol et B4 AT 952 sPskd] E2o]

O

re

wﬂ, 1 A= A9 JJr EHZS—TLEE T-E5}o] E—%ﬁiﬂé
gRIFH Zolm = %016 HAAE o2 g 594 i

Aol aE Brlshs A7vt W asi) &5 °4%L°ﬂ*1£
PARE AA5He] 78-S A|gstT 1 g3FE v HUe=

A2 Sagstel B4 RO HEHE He FeeHA B}
o]— JJJ_S_7}- th-

£, AL S A BRE ARE} A, YA A
4 Aok Be 49 ATANA FAH LS AT
e AP 2 ©1% 8sl7] 9 T Aol e @7

9] AT =opoll ¥ A
AFAE tiAfoZ 28191 FolA i
VYA, Fe A8 Sk E, %i xZHY

Toh e

2 42 AL, Bt
EYES U] 5
5 g g

AgsAY, 2okl 18T} R ae S =

|

HL?E
<t
ot 1 o



A2 2 92 e YUT SUM U Al 58 A

ol

Journal of KAIRB 2023;5(2):51-58

REAs Eﬂ% Egste] A w8 Bt Ao AT
8ok gt

%Lxﬂow AT SH IS o
& D2 @S AR, FF Aol
AATE 46@6}—3— = %Lxl—ﬁ o= o FHelet &
A WG Z2 I s Ao] Wasith ol 53 A
TAES 5O HE +F 58 FAAZL 5 UL Byt opY
o}, RS Wl Baska Ao EEAL AT 5 9l
o}, A7) o]t Folx =
D}%HOF 31, ATAEL AA| YAATE S5 Holl &
A WEE ol5BHe s g olof gtk Bl FOA A&
24 HE 9 79 AR B8l F714 0= lHo]E =
olof gttt o] B3] ATAEL A4 RS Hgo R g4
o] QLA YHATE AT 5= Y A 02 AT

e
2
o
.

rr

0|34=(CONFLICT OF INTEREST)

AAES o] =83} Paslo] ol s BA Y 50| e
At
ORCID

Ji Bun Kim, https://doi.org/0009-0003-3889-8549

Mi Sung Lee, https://doi.org/0009-0009-8035-1364

Sul Hwa Kim, https://doi.org/0009-0005-8994-5418

Ji Hye Yang, https://doi.org/0009-0003-8642-1438
Seung Ah Go, https://doi.org/0009-0003-7676-8518
Cho Long Lee, https://doi.org/0009-0002-5687-7568
Soo Yeon Yang, https://doi.org/0000-0002-6160-3337
Hae Joo Shin, https://doi.org/0009-0004-7172-2737
Bo Ah Kim, https://doi.org/0009-0007-5330-2570
Jong Woo Chung, https://doi.org/0000-0003-0765-9134

REFERENCES

1. Moon HL. Informed consent: ethical considerations. J Korean Soc Clin
Pharmacol Ther 1996;4:111-4.

2. Shim M, Lim Y. Novel classification of the informed consent process in
clinical research and the ways to improve each detailed stage. Trans!
Clin Pharmacol 2009;17:5-26.

3. Jeong IS, Shoh JH, Gook SJ. Evaluating the quality of informed consent
in clinical research. Korean J Med Ethics 2010;13:43-58.

4. International Military Tribunal. Trials of war criminals before the
Nuernberg Military Tribunals under Control Council law no. 10 :

58

15.

16.

17.

20.

21.

Nuernberg, October 1946-April 1949. Washington, D.C.: U.S. G.PO,
1949-1953.

. Goodyear MD, Krleza-Jeric K, Lemmens T. The declaration of Helsinki.

BMJ 2007;335:624-5.

. KuIH.The analysis of the Nuremberg code and D eclarations of

Helsinki and catholic aspect of research ethics. J Korean Bioethics
Assoc 2009;10:33-48.

. Miracle VA. The Belmont report: the triple crown of research ethics.

Dimens Crit Care Nurs 2016;35:223-8.

. Regulation: enforcement rule of bioethics and safety act [Internet].

Sejong (Korea): Korean Law Information Center; 2023 [cited 2023 Aug
20]. Available from: https.//www.law.gokr/LSW/eng/engLsSc.do?men
uld=2&section=lawNm&query=%EC%83%9D%EB%AA%E5%ECIIC
9%A4%EBIAE%ACEX=08y=0#liBgcolorO.

. Regulation: common rule, 45CFR46—PROTECTION OF HUMAN

SUBJECTS [Internet]. Code of Federal Regulations [cited 2023 Aug 20].
Available from: https://www.ecfrgov/current/title-45/subtitle-A/
subchapter-A/part-46.

. Park HW. Effect of Bioethics and Safety Act in medical research. J

Korean Med Assoc 2013,56:665-75.

. Asan Medical Center. IRB SOP Version 17.0. Seoul (Korea): Asan Medical

Center Institutional Review Board; 2023.

. Regulation: PHARMACEUTICAL AFFAIRS ACT [Internet]. Sejong (Korea):

Korean Law Information Center; 2023 [cited 2023 Aug 20]. Available
from: https://elaw.klrire.kr/eng_service/lawView.do?hseq=40196
&lang=ENG.

. Park MJ. Development and effects of Professional Education Program

for the Practitioner of Integrated Health Promotion Policy by ADDIE
Model [dissertation]. Incheon (Korea): Graduate School of Gachon
University; 2017.

. Lee JH. Development and later task of informed consent principle on

medical ethics. J Korea Bioethics Assoc 2011;12:43-59.

Kim JY. Analysis of the currently operating educational programs of
legally licensed training institutes to set up a standard education
program for clinical trial employee in korea [dissertation]. Gimhae
(Korea): Graduate School of Public Health, Inje University; 2018.

Xu A, Baysari MT, Stocker SL, Leow LJ, Day RO, Carland JE. Researchers'
views on, and experiences with, the requirement to obtain informed
consent in research involving human participants: a qualitative study.
BMC Med Ethics 2020,21:93.

Kang DY. A study of development and effect analysis of copyright
educational program based on ADDIE instructional designing Model:
focusing on pre-serving teachers in Middle Schools [dissertation].
Seoul (Korea): Sookmyung Women's University Graduate School;
2020.

. Jonassen DH. Typology of case-based learning: the content, form, and

function of cases. Educational Technology. Educ Technol 2006;46:11-5

. Kim NH Park JP, Jun SE. The effects of case-based learning (CBL) on

learning motivation and learning satisfaction of nursing students in a
human physiology course. J Korean Biol Nurs Sci 2015;17:78-87.
Abbass RA, Ramezani M, Moonaghi HK, Hossein AA, Saki A, Esfahani H.
Effect of training program based on ADDIE model on pediatric nurses’
performance regarding blood transfusion: a randomized clinical trial.
Evid Based Care J 2022;12:54-61.

Asan Medical Center. Experience of HRPC. Seoul (Korea): AMC HRPC
Newletter; 2022.

https://www.kairb.org


https://www.law.go.kr/LSW/eng/engLsSc.do?menuId=2&section=lawNm&query=%EC%83%9D%EB%AA%85%EC%9C%A4%EB%A6%AC&x=0&y=0#liBgcolor0
https://www.law.go.kr/LSW/eng/engLsSc.do?menuId=2&section=lawNm&query=%EC%83%9D%EB%AA%85%EC%9C%A4%EB%A6%AC&x=0&y=0#liBgcolor0
https://www.law.go.kr/LSW/eng/engLsSc.do?menuId=2&section=lawNm&query=%EC%83%9D%EB%AA%85%EC%9C%A4%EB%A6%AC&x=0&y=0#liBgcolor0
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46
https://elaw.klri.re.kr/eng_service/lawView.do?hseq=40196&lang=ENG
https://elaw.klri.re.kr/eng_service/lawView.do?hseq=40196&lang=ENG

