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2 AbgEU AR o] (o] ofE ARSFAIAH, FHATAR) dGAFY A
A FHAS oAsHA e S(o]e, 2020), AT AA o] X AR A F=
Abels A Sl Al skl ol ok HE e EAIZF tiFE L v
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24 P5S A= Aoz YER T (Lee, C., et al, 2021)

ATk 9o HAES & dHAA gt vHHAAL T A9
9 ZAFel A 2015~2019 A-AF 509 T 4078 0] 164712 AF9NE SR ES
HASal ARATHORI, 2020). 1992358 2002174 13671 9] Z2A} H1A 4
A % (Reynolds, 2004) 13%7} Aol A AF-utsi )zl WA}, vt
AT} 3,2478 S A AR A A (Dyer, 2005) A ~E R AFYLE
Fshsk A9 g Qle] WA HlE2 WAE 109914 E=AE 50974 = UElSk
o TYotAol AFAE tdeRE g AFol A= 59.4%, HolA 2ol A=A}
o] 68.9%7F == ATA] 40%7F AT E 13] o] rial HarE vl
U TH(Felaefel et al., 2018; Okonta, Rossouw, 2013; Yu, L., Miao, M.,
Liu, W., Zhang, B., Zhang, P., 2021). Wk $-gueloxs U &
gk o2k Ar9ukaeo] ek A= Frolry] o Ht.

T e A ATAtElEE wle] S st A oA A9k
ZAfoll A e ATE] A2 A 9159 AR do] ARk e A
dolew yepton, A5 deats dor g AT s d9vra e
= WAE7] A YIRFEY Wt desithe dAAT AR (oldd, A
7, oA, 20165 AHAIHL, 2013)F o] AUAUTE. o<k FAleAl Bl&E A &
of e AFE= AF, BY, 4A, 2AFEALE (A, Hd54, F
o, 2010; WA, A, 2006; WA, 2008; AEA, AP, 2019; F
%, 2018) tigo= g A7) e, &2A Aol =a, &4

askal, el 7EA7F Srbskar, &ElF ude] w3 s
7b Za hﬂrL AT A7E YERTE, whde] FEANES

It

ot

AFa8 Y AHA Q92 884 WA (Ethical Sensitivity),

24 313 (Moral Distress), &#]% % (Ethical Climate)

7 A =9 wzAo]l & Jlo figk oz =Ao] dor},
‘HAEA #da P olgke FoolE AMEst= =2 (Milliken, 2018), ¥



_ o 1
(H™Hl, 2005). s AFoAe didAd dgigk A,
A2 A A3 A48 55 TFs 4
f7]o]aL(Weaver, Morse, Mitcham, 2008), &lZ oA} AA A
A2 (Wittmer, 2000) 2AFAA Al HQd Foln 2
HAs= THolal(Clarkeburn, 2002), =% 7HAE %
== FETHRest, 1986).

12 ool oot Worlr 2L
o
rr o
1o
o
%

oM > oo oo g
o o 1o ok

e

d

2
o
AC)
a2
o
o

1451 eld Wl FEaY 3
oM, €A wadel FAY g FS
9 A WA olRsl Asle] Meede Q45 Eal
Jelt AZeA Ha, Aol weE wadd @9=

=2
>
i3
o
ol
o,
rir
Mo
AL
e, 2
Sl
2
il
(o]

P
ko
[
k]

HAcH(Litzen et al., 2010). S JITALE
= 584 1Ay ARAlgte] YA qlghAd ol

Hohar yEepgoh (A AoF, A, 2020). =
+2]4 g ol 24 fad, &9

1=3
, 2019). == HA 9o st

o mo & & g 2
o
fol
09:,"

>~
ol

o ok

>~
R
lo
Ho
ik
oy
O
o
>
=
£
a8
>~
>
k]
ox o ©

ﬂﬂ;i&}oll.tlojz}oltjﬁo;osi;righo:-{n-mmz
2

OB do AL Rl do N ooX & oo ol O e o

o
&2 3
o
(‘Dni
- =
= 2

=94 313 (moral distress)t IFEAF 2A=27F oj@A sl Ao 24

i oAMAA S W AIRE, ARE B dAefake] v, 719 Aoy A,

Al AbE, YAl AARAY F=H, AgY = o afgk d9E
3]

PatA| Fsh= A =A H= AR 2

al., 2005; Han, 2005; Jameton, 1993). ZtSAl:E xS H 33| ofsh=



oxl ¥ o

olo
K3
i
ul
W
fr
k1
N

Lee, Cho, Park, H., 2009; Huffman, Rittenmeyer, 2012). =974 i
AARA o TP, AP, Aoy, 3 A= 49
T 21 (Deady, McCarthy, 2010), zts9] A3} 3z} w7} #3te = 2y
zste] Azt A= A4 %3 ti(Corley, Elswick, Gorman, et al,
2001).

A WA =94 ade BEd dAaE A
o gk ks, OLE%] =5, Aol 7t

oAb, #HYA EE A HEHH
94 u¥E Agstta R vH(0Oh, Gastmans, 2015; Prompahakul,
Epstein, 2019). &214 ®WAAol =&55F =94 uurt AA
el a(Kim, Ahn, 2010; Park, Oh, 2016), &&l%4 4L ¢utygo=
1At s =y 37l =4 YEeES Y (Corley et al., 2005; Pauly,
Varcoe, Storch, Newton, 2009). =r¢] ZF&Ale] =9 aixof #3t A=

it it wolul S8, AAAE o RE FAEH oM (Austin,
Bergum, Goldberg, 2003; Corley et al., 2005; Deady, McCarthy, 2010;
Ohnishi et al., 2010; Pauly et al., 2009). TuWe ZA$ AxHF,
%ﬂﬂ@,%ﬁeﬂHA wuA s #gk Ad5-5o](Han, 2005; Kim, Ahn,
2010)¢] B arElovt, ofA7MA] ol A IdATIIEANS] &8 d WA,
EYA aue] #g A= o] Fo XA Sk

SYZEY FAZTEY e Y F Uz A fEdoz 22 %o
ool &g EAE owA vhFEAd o 24 We FTHE JAAEA
Aol &ElA AAAR S ofwA deAd IS vAe FAHH =24
EAoltk(Victor, Cullen, 1987). H¥TEE ATFHLES &4
AArAA A, FEE mAH, g9 Bl AokS: FH &Ed 39 BEs
AASFE 98-S 3 (Victor, Cullen, 1988). &ElFEE ols| @A #le}e]
FEAEE FRskaL, Qe &1 deEntE sadte] AR AAAEE
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Fola, FAYLES HYAH Yss FHet(AlAE, olEF, 2014).
FHTES S840 dwol Fololn, WA & EAE wFolof
ezt "idk %22 e FHE A4S FLFEHOE(0h, Gastmans,
2015)8 ™, 4o &84 W5 FFS AANHFTE 98-S gh(Victor,
Cullen, 1983). A€ &4 d&v HIFSE ANdFE 95
S} (Victor, Cullen, 1988). IrSAE 7Hadels 3 w xz o] 3¢}
FTEA o d3¥¢s oW A Y AFHRAHoAN A HEYFTEES

AR5 Bk (olson, 1998). T4l o8] Azte $elFEE & 24
gk JAbEA S vE=A A (A, 2Adsh, 2011), AL &9
Pee v deEA (53], A, 2015).

YFES vy A Aol &HFE o] =eaE dhAp h vy
Eboh(Ened, Amad, 2019). 24 &EFE7F =4
= dde &94 Pes ST, 17, 2015).
FS oz 3 AN 2AFE ARAdTFE 37U
el Al Aew YR (EAS, olTA. =95, 2011).
ALsrs S dder 3 AvedMes &894 TEZF vlad s

S WAA FAHAIZE, 2018). IIALE FOR Sk o
T SFEFTEZF =94 e F¥S nXua B3 uh(Hamric
et al. 2012; Hart, 2005; Liitzen et al., 2010; Olson,1998; Pauly et al.,
2009; Zuzelo, 2007). 2% E B T+ 44, AQFH, 244 fdFEs}
97 ay o] gES nxE= ZHow vElWTtH(Atabay, Cangarli. Penbek,
2015; Schluter et al., 2008).

N
L™

vy
o2

TEC a8/ gEAY &84 e EF 93 AW, Eg
= T Ogs wds 93-S v H(Barnett, Schubert,
2002; Koh. Boo, 2001; Schminke, Ambrose, Neubaum, 2005). Al}3} &
s Abel ElA dglel #ek Aol HEFEZE Wil QAR &7F
gl dgFs vA= Ao YEMRTH(Hassanian, Shayan, 2019). ©]A#
A A FEFES &84 d9el ks Fa 1o Wi 3 A
wo g MEAd FeE HolA Hrh (Wimbush, shepard, 1994).
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H o

.

o 71%2& Fich.

Im. A7 MEd 71&

= Rest& Narvaez ¢ &8 3% 2dlS 7wtow

3 Millikend] 7% 715

Milliken(2018)2 Rest & Narvaez =Y &5 ds 7wto g 3o
FaAe] &9 39 SAHRAHS 494 3H(context), <12 (perception),
kS (response), 2@ (outcome) = MEA RFL AXSAT <Figure 1>.
e & FYAECd BAE AEF Adds TR 2 s AT
A 8 AE Yrlstar, Q1A & S EAlske &S24 A4 A
24 NS FE, 35, FAE udg. 9T & AME wsi
YA g & x3sta, AW 2E &84 9ot EYF a1y
S5 9ujsit}t, olF =Y g2 ERRIFe #A FoA =YH AdS
23 Ao ARS Fa Zojadlor Esla A&FHoR FPEela &=
LAoR, FEASRE ERIES dilste 2RSS U o =Yz ouE
A2k &8 A WA g8 FuEE s Aolil FsaAAA HAFoltt
(=9, 2000; Liitzén et al., 2006). &2]4 RS =E2 P94
g of Fofl met F 4 d9lel =94 a1 AR Ehdt
Context Perception Response Outcome

Professional
Responsibility
(Codes of Ethics)

Lack of ‘

‘ Inaction/

Sensitivity ‘

Ethical -
Sensitivity =

Rote action

‘ Incongruent
‘ Care

Moral Agency ‘
L~

Ethical action

Blocked Moral

Agency

Moral Distress

Figure 1. Conceptual Model of Milliken base

Rest & Narvaez (2018)
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Milliken®] =92 % mds 7wtog &x My uFo] ZAsL +4
Beeto] AR Aagd ool & JhdH &5 TFsEsivh
Milliken =®lo]l 7]%38te] 212 arz &4 RS, 27 2r=
Araddelet =94 uadEs AAseld. =YA dde 954
dEHAA Agom AHATNN I des desidivth. o7l A#
ATE Ve R FYIFEVF &9A HA] A4, wks, Ayl d-d
Sadhs AE #Adste] olE FhEiv. ol NdA =& 2835
ATEde], &4 94, #YUFE, =93 aHE detsta A3
Qe FEFE A= ajde Aosidint. ol e Aol & Ao HdA
7182 W Eu<Figure 2>
Context Response Outcome

Ethical Ch mate
=

Perception ‘
|

Responsibility £ Ethical
(Codes of Sensitivity
Research Ethics)

Professional ‘

‘ I mMoral Agency | s

Research
Ethical
Behavior

I~ Moral Distress

Figure 2. Conceptual Framework for the Phase 1,
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1. AT4A

= ATe YAl Folste dRATIIEALE ddeR &9 Ut
4, =94 ¥, YRS Hofeta, =94 Pojd B2 Arad Pl
ek v aclol el 22 oujet &S detetr] Hs FA AT
AAAT WS ol 83 H4 Hd A54A (The explanatory sequential
design)®] EFATEHES 283 H=4

A= Mixed Methods® 67FA2] W& (Creswell, Klassen, Plano
Clark et al,2011) % The explanatory sequential designg #-&3}o] (18
3), IdAA e &4 Aasy 2 BN EE, g4 AT S g3t
RaL, 2dAle e B Auay E FAEA TedH)E Sl A F

e ANE A4S APSsh,

Quantitative Beeliitad Qualitative inf
Data Collection prame —| Data Collection S RIEnces
and Analysis y and Analysis k2N

Figure 3. The Explanatory Sequential Design
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FAATO dEA AAVES QAT UREALR gk Z] 19 o]l
o, A4 dAATNEANE St e AR, AT 545 oldstaL
dololl Folgh zpolth, tdAbe] S Q1T ARSI W Q1A B4
e ATE @S &84 I, FYUTE, Y4 1x9 A=
vletalr] $13F 2715 ANOVA 749 ¥ 3 G power 3.1.9.29] A3}
A= 0.25, FoA4T 0.5, A4 90%E 7ITo=2 & w Qe A4
AFHGA = 231 o2 AEHY L GEES 20% L ko] 2897 o
A5E T

FAAT] LA FAPA A T dAAT F AE Hal
A2 AT BAE olsetal AAAT Fofo] g Ao|th. EAATIF
oAz = 3ol wEk ofxre] Zpol7) ot APy 2pal el o]opr &
i8] 24 7135 F7] fA Lw5E 67 olste] <o) uigrAsirar
vrelLE (Holloway, Grlvin, 2017) o] #a1dte] 1158 69, 379 1E&
1o F e EALTFES TS

BoaToAE FRsbE A ARAE Ags, dud 2 4Ry 54y
7833 #LFE (12889), AT (1023), #I4 0gy 2%
), o4 1H0D)9 ARoE PRI, BE 59 £7E A% H
& wa Agsn
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D &ed 94

Litzén et al.(1997)9] Moral sensitivity questionnaire (MSQ)Z
Han,Kim,J. ,KimY., et al (2010)¢] &= ZFs Al Al ElG3lst sk K-MSQE
T S = S Rt 27«5—% Likertd 74 #HZ=, 2zt £33
tete] ‘A= FoeA & °ﬂ"1 ‘AHo=m FF THo=
TAET. AFTE =TS & 75. H7de]  w=5S  9ve, Han
5(2010)2] Ao A AlFEE Cronbach's a=.760]%0om™, W A=
Cronbach's a=.85°]3)t}.

2) GHlTE

Broome et al.(2005)9] A-#1ukad ol &gt A=A (Scientific Misconduct
Questionnaire-Revised, SMQ-R)9] & FTE 12w8S WHY-9 Mo Ax)
(Brislin, 1970;Yu, Lee, Woo, 2000)% A =] we HEAE
Tt A Heksto] ARESRith. 32 Likert 4 AR 4=m-9- =T},
3=}, 2=4t}, 1=v]$- Yt} =& SA3H, Broome et al.(2005)2] ol A
A#FEE Cronbach's a=.710]¢9lew, H AFox = Cronbach's
a=.79°]At}.

3) =YA a1y
Wocial & Weaver (2012)o] ol&l 7f&rel =924 113 %A (Moral Distress

Thermometer, MDT)+=, =92 3o ok Fo&E AF3dy, 2523 X3slo]
AT < AL 294 a¥e] HAEE 0~108((8lS~ FHehHhS &
FABIES Hojth. e LAl BAE A =SS 294

247t e oulat, A44e] §7hE el A1gHh,

4) A9

Broome et al(2005)¢] <A-{ubaiole] sk AEA(SMQ-R) <14 =
AGLutey o] T3 10wFS 4 Hgste] AMEsYY. £ 1=4%

Ak, 2=A9 gu, 3=FF Ak, 4=AF Yt} & AF %=+ Cronbach's
.84 o]glom  E A5to A= Cronbach's a=.899|%T}.
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2021 59 6YHFE 5¢9 24U7tA dE <

R

5
T

+ 157

R

2~
<<
s

A= IRB
tuel e &lef 7si

4, A5 =7 49
1) 19-A:

i

S 2897 Al Hylom,

=]
2619 o] EHEAT<Figure 4>.
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&) ATeRAt A NAA, FUEE, =Y
Pearson’ s correlation coefficient &
o dvgel@ele £YH my JFee gFAARNoR B,

2) 29A AHATF

AAAGF] AT F AJHF A5E Braun Clarke (2006)2] A
£ (Thematic analysis) JHiel wel 6dA= A5k}

A AA= el FeiAE dAR, B dEWES A7 AF
AArtatdlar, A= dds olafsta AAA ou|E Foletaix AR E
HHEA o w ojom ESQlelglth. F WAle ZYE AlAete dAE, AR
T8sttta e = FiESo AYetal B Qe Z=7)e] BRos 27
A= A AAS ARG, Al A= FA 2] dAR, FAEE Ay
EE HoHE EobA FAE =i, Ul HAle 4 AE GAE,
A& 55 HUA ZZte] FAES gRlsta, FAEL HAA A9
A4S sttt oA WA= FAE Jolstal WHshes dA=, 7}
FAY EAS At AWAQl olobrlE vEo] FAE A et
FHstth. FAE FAle Wi AN L A5Ho] gla, FAY
ogulE fA ot F J=E itk AN HAl= R E st
AR, A7 EAe A8 A5 vt o R AT o ddsta, A+
Aol B =77 HEF EAste] =it

FrAToh AHAT Avol A Felh ATV U B 2L

a1

O 1 v
%3S Fetters, Curry & Creswell( 2013) 7} #|A| %+ 92 (connecting),
2373 (Building), $78( Merging)®] Wi ol&3ste] HE X, Holy ¥
5 faZeole 39 dEFs AMEste] FEdith. WHHE T Ad454
Aoz A A3E o2 dolA Haskglar, deoly #His &3
TES &4 dHelyE A4 dHolH=E WEste] 7 A%E Hud F RS



Agkelth, viA Y 3 HaEgwels 3 sgeR A4H Fds F5ho]
247kl A B AR B A2 AR o] HEE TEHEE
=E8HA T

Ao A8 F Ade FHATIE HY) A 2o R
Sandeloweski (1986)¢] A A8k 7|<=ol whe} AZ A (Credibility), g4
(Fittingness), #AAFFsA (Auditability), <l 7FsA (Confirmability)<]
47FA] SHE o]-&ste] H7lskitt.

A (Credibility)s A7) fa A= HZNA A7 HE&S
Soote] IR ARSIl B At AFSSE S5 A jlo]l AW E
Zl=skaith. ALY Hdoly HFo] wiAle AAE 27 93
HE= JHF A34E S0, 43 (Fitti
7leekal A g Wgo] oAl AT B A} dAsk=A o
gl AAE ARG, AHAT dE7] 58k w
ARZRY EE3 437t H4deA] sews i
(Auditability) SHE 93] A7 WHFEH EAAAG7MA] 2pAs] dHgstar,
AT Aol A Foxte] W A4 A&7
527 A5 ¢ UAEE 5
AT 1
AN B ¢
A2 AT 7ol
A, As

Az,

i

rob
Aot 1
ol

=

ox o @ o
(ool 32

Off
L - )
_O‘E

ol
-/

3
e

A A A AEE A

o W
N,

Lo
_] 0

8. ATA +H

AFAE PFAT RoplA 109 o F TRE St glolM PPATHEA
o el W FRF AN} FFS 2FT Yom, ATFEA @ 0
4 F3e e el QPATABAS WS ANAA, dFEe B
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A7 Az

2 Ao AR JdAFSALe] duby B x 13 gk, AT
A= = oJAdo] 2619 (100%)©] 9 th ﬁt%%% 36.617.454101 3L, 40
i (26.

5(26.8%), 36~404] 60
] (23%), 304 wwt 47‘33(18.0%) TOME}. E—‘?— 713 3AF T Yol
2438 (93.1%) )AL, EgH Yol 1898 (6.9%) oAtk 2ELe Jjel A3a &
2= 1439 (54.8%), HWY 2% 118W(45.2%) 02t 1% A= O3 =9
20073 (76.6%), et =9 327 (12.3%), A& =<4 299 (11.1%) ] AT},
A AE2 H 4.55+£3.990]0ar, 3 H| T 1008 (38.3%) .2 7MY W
a1, 5~109 wwk 679 (25.7%), 3~51 mwk 577 (21.8%), 10 o]t 3749
(14.2%) 010, AT HHE& Hit 6.48+4.45d0]9 L, 5~10d w3k 91
H(34.9%), 1093 o] 679 (25.7%), 1~3\d wwk 579 (21.8%), 3~5d w7t
467 (17.6%) o] ATh< Table 1>.

Table 1. General Characteristics of the Clinical Research Nurses (N=261)
Variables Categories N(%) Mean+SD
Sex Female 261(100)
Age(years) < 30 47(18.4) 36.65+7.45
31~35 70(26.8)
36~40 60(23.0)
=40 84(32.2)
Type of hospital Tertiary hospital 243(93.1)

24



General Hospital 18(6.9)

Affiliation Hospital 118(45.2)
individual investigator 143(54.8)
Education College 29(11.1)
University 200(76.6)
Graduate school 32(12.3)

Clinical Career >3 100(38.3) 4.55+3.99
(years) 3~5 57(21.8)
5~10 67(25.7)
=10 37(14.2)

Research Career 1~3 57(21.8) 6.48+4.45
(years) 3~5 46(17.6)
5~10 91(34.9)
=10 67(25.7)

Ao A AT EALY] AN AE 5L
AAE FAAE 1S o4 o F= 26178 (100%) o]dkAT. A% A &
= 1~33] 1879 (71.6%) 1L, 03] 429 (16.1%), 43] o]
p)olAtt. & & WP AT A F= 53A o]atrt 119“3(45.6%),
~1074A] 889 (33.7%), 107A] o]AF 549 (20.7%)°]Ac}t. 3 & HA 5=
g2 4= 59 o]sl 1047 (39.8%), 5~1078 7878(29.9%), 1078 ©]X} 7973
(30.3%) 01 tk. A AFH] AP HALE AFs A} e 7YY FAAY
o] 25078 (95.8%) 1L, F=rATAE S =7h7|HAel 957 (36.4%), R
7hekA] A 139 (5.0%), 71 267 (10.2%) 2] Ak, AF-9uk ol =
o 8.01t1.66 o2 94 o]/de] 10578 (40.2%), 6~8% ©]3} 1407 (53.6%),
5% o]sl 169 (6. 1% o1k, AT 9] Akl A2 Aok 1599 (60.9%),
AT 1027 (39.1%) o) ATk, g 3] E<F AFEHY ATt Akl G
M= 2~5H 12298 (46.7%), A& AATE 657 (24.9%), THH 329 (12.3%), 10
H ool 287 (10.7%), 6~100 W vk 1478 (5.4%) o] ATH<Table 2>.
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Table 2. Working Characteristics of the Clinical Research Nurse (N=261)
Variables Categories N(%) Mean+SD
Completion of training
for clinical trial workers Yes 261(100)
Number of research 0 42(16.1)
ethics training per year 1~3 187(71.6)
=4 32(12.3)
Number of studies <5 119(45.6) 6.52+3.54
conducted for a month 6~10 88(33.7)
=107 54(20.7)
Aaverage number of <5 104(39.8) 9.22+2.45
enrolled people per month 5~10 78(29.9)
=10 79(30.3)
Clinical research funding Pharmaceutical companies or 250(95.8)
institution medical device companies
(Multiple checks) National institutions such as the 95(36.4)
Korea Research Foundation ’
Private organizations 13(5.0)
others 27(10.3)
Understanding of <5 16(6.1) 8.011.66
Research Misconducts
(scores) 6~8 140(53.6)
=9 105(40.2)
Experience of Research Yes 159(60.9)
Misconduct No 102(39.1)
Cases of Research None 65(24.9)
Misconducts by the Once 32(123)
research team .
2~5 times 122(46.7)
6~10 times 14(5.4)
=10 times 28(10.7)
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ATodA QFATFUREAL] AT B FFaANLS AUF VYA eR
ol 7hsekA FREJT. ol T3t vEhd A&l 4T
S AFF/HE3 FA] 647(25.4%), AZDA vSA7F 4972 (19.4%), A

3371(13.1%), #A7} = /Hﬂd A A 2871(11.1%), oﬂ%x} zF
2270(8.7%), = <tdk 197(7.5%), u§ F=/%A 167
(6.3%), EFFAI9e] PFxo] o 871(3.2%), AHHMoﬂ gk F-ggkgk 7Y
W 771(2.8%), rdst 4x(1.6%), oA FA 121(0.4%), ¥Y Al=E &
A 171(0.4%) ©] A TF <Table 3>.

Table 3. Factors Related to Research FEthical Behavior of Clinical Research Nurses(multiple checks)

Factors N(%)
Workload/Excessive studies 64(25.4)
Not fully aware of Protocol 49(19.4)
Noncompliance of subjects 33(13.1)
Complex protocol different from current situation 28(11.1)
Lack of Investigators’s participation and interest 22(8.7)
Pressure on enrollment 19(7.5)
Lack of education / ignorance 16(6.3)
Difficulty in cooperating with other departments 8(3.2)
An inaccurate concept of a research misconducts 7(2.8)
Complacent 4(1.6)
Absence of ethical consciousness 1(0.4)
Hospital system problem 1(0.4)

Total 252(100)
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G RUEE, g WA, mEH uw, a7nas)

QAT EALY] S FEE Hy 2.7710.371, &9 9gAde Hd
4.76+£0.58 =Y ¥ Wb 3.98+£2.58W, AFSWrEASl= WLt
1.55+0.45%3 ] 1 tl<Table 4>.

Table 4. Ethical Climate, Ethical Sensitivity, Moral Distress, Research Misconduct (N=261)
Variables Mean + SD Range
Ethical Climate 2.78+0.38 1~4
Ethical Sensitivity 4.76+0.58 1~7
Patients centered 6.04+0.68
professional accountability 5.78+0.68
Conflict 4.50+1.03 1~7
Meaning 3.94+1.13
Benefit 3.15+1.04
Moral Distress 3.98+£2.59 1~10
Research Misconduct 1.5440.45 1~4

dvtd EAe] wE §YFE, S A, YA iy, AF9era e
= <Table 5>¢} 2t} & FTE ﬂtﬁz zfol & H

2 EALS 7|3 (F=2.46 p=0.015)% 33} FFHPo] =dvh. &2 3

o7 ApolE Bl digAte] dwbA 542 gldtk. =YA avel] fefd

AFol & KAl tdate] dntd 542 AR (F=5.06, p=0.002) ©]Att.

A3 304 w]Rko] 35~40A4] mRERTE, 40A] o] E T} 94T Oﬂ:,lﬂul—zsgﬁ

of o3k ApolE Bl thdAtel dnbd 542 £5(F=9.97 p=0.002) 3 15

AL (F=4.61 p=0.01DTF. AFS HA A3 izt £49o] gt R =

Xt

E

g
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Table 5. Ethical Climate, Ethical Sensitivity, Moral Distress, Research Misconduct according to General Characteristics of CRN

(N=261)

Ethical Climate Ethical Sensitivity Moral Distress Research Misconduct
Variables Categories
MeanSD t or F(p) MeanSD t or F(p) MeanSD t or F(p) MeanSD t or F(p)
Age <30a 2.77£0.39 0.04(0.987) 4.60:0.56 1.86(0.136) 5.002.13 5.06(0.002)° 1.46:0.45 0.98(0.404)
(years) 31~35 277041 4.75+0.56 4.1442.56 a>be 1.58:0.45
36~40 b 2.790.36 4.85+0.65 3.40£2.59 1.520.46
=40 ¢ 2.78+0.35 4.8120.54 3.39+2.68 1.58+0.46
Type of Tertiary Hospital 279038 2.46(0.015)° 475+0.58 0.84(0.400) 3.93+2.59 1.03(0.304) 1.55+0.46 0.21(0.830)
Hospital General Hospital 2.57+0.32 4.87+0.57 3.2842.65 1.52+0.45
Affiliastion ~ Hospital 2.75£0.37 1.570212) 4.84+0.61 3.45(0.064) 423+2.68 3.83(0.052) 1.64:0.46 9.97(0.002)°
Individual investigator 2.80:0.38 4.70+0.55 3.60+£2.50 1.47+0.44
Education College 2.70:0.44 0.94(0.391) 4.68+0.64 2.85(0.060) 3.48£2.86 0.42(0.660) 1.49:0.44 4.61(0.011)
University 2.790.36 4.74+0.57 3.9242.54 1.52:0.44 a<b
Graduate school 2.75:0.42 4.99+0.55 4.0342.69 1.77+0.48
Clinical >3 2.780.37 0.04(0.91) 4.70:0.56 1.47(0.224) 42942.52 1.85(0.138) 1.53+0.46 0.53(0.659)
Career 3-5 2.78£0.41 4.8120.65 3.96+2.54 1.60:0.45
(years) 5~10 2774036 4.74:051 3394245 1.50+0.46
=10 2.79+0.38 4.9240.61 3.5743.01 1.56:0.44
Research 13 2.8240.35 2.20(0.088) 4.66+0.52 1.62(0.185) 4214243 1.61(0.188) 1.49+0.49 0.47(0.702)
Career 35 2.7240.40 4.68+0.60 4,0442.61 1.55+0.42
(years) 5~10 2724037 4.82+0.61 4.03£2.60 1.5440.45
=10 2.85£0.37 4.84+0.56 3.30£2.67 1.59:0.46
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g WA AT B 54 U #UFE, 494 Wy, 294 1, A7
W)

A% pd 4o e gelEE, fud Wgd, =98 1, ATsug el
2poli= <Table 6>2} T}

HEFE Fog 2polE HQl At AFHd 54 AAT &Y S
(F=7.83 p=0.001)°]1At}. A% HA A3 n& 345 43] o]ido] 1-33], 03
=T &4 Al folg Apolg: HQl didAte] ARA 5

g2 axof] ok ApolE HQl gzt AR 5A4L g & 19
(F=3.73 p=0.025), A7-9I9rad9] Abell A& (1=2.23 p=0.022), A7

9 Al 52 (F=2.69 p=0.032)°]At}t. AL HA A3 3 & WA AT 571 6~101
o] 57 oldtHtt =Y Z uyr}t kv, AFEY A uta e Ald = AE Q)
ATk o] 6~109 ¥ 10W o] wET =YA vyl Witk Ag-9nka e
8k 2po] S Bl thatAte] AEEA EAJS Ao uiale AE (1=2.89 p=0.004)3}
ATEe AFAa e Al 2(F=3.56 p=0.008)°]ATt. AL HA Ay AFEH
ANkl 9] Al 7 251 o] s gl wETE AF9Nka9E =gkt
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Table 6. Ethical Climate, Ethical Sensitivity, Moral Distress, Research Misconduct according to Working Characteristics of CRN

(N=261)

: . Ethical Climate Ethical Sensitivity Moral Distress Research Misconduct
Variables Categories
Mean+SD t or F(p) MeantSD t or F(p) MeantSD t or F(p) MeantSD t or F(p)
Number of Research 0a 2.64+0.38 1530001 4712055 3.69£2.26 1.56+0.43
ethics training per 13 b 2.77+0.36 ' C%b 477+0.58 0.20(0.822) 3.7942.57 1.78(0.170) 1.54+0.47 0.07(0.933)
year 24 ¢ 2.98+0.36 4.77+0.64 4,69+3.03 1.56:£0.42
Number of studies <5 a 2.83+0.33 4.7440.54 3424253 - 1.52+0.46
conducted for a month  6~10 b 2.7240.40 2.40(0.093) 4.82+0.62 0.52(0.597) 436+2.62 T 1.61£0.48 1.32(0.270)
=10 2744042 4.73+0.60 4.1342.56 1.50+0.40
Average number of <5 2.78+0.39 4.74+0.56 3.85£2.73 1.49+0.45
enrolled people per 510 2.77+0.39 0.03(.966) 478+0.62 0.20(0.821) 4354251 2.22(0.110) 1.62+0.46 1.84(0.167)
month =10 2.7840.35 4.79+0.56 3484245 1.5340.45
Clinical research Pharmaceutical or medical 2784038 0.59(0.574) 4.7740.58 0.27(0.789) 3.9442.60 15200.131)  1.54£045 0.35(0.730)
funding institution device  companies (N=250)
(Multiple checks) National institutions such
as the Korea Research 2.74+0.38 130(0.193) 4.77+0.58 0.04(0.971) 3.9142.65 0.10(0.924) 1.59+0.46 135(0.177)
Foundation(N=95)
Private organizations(N=13) 2.65+0.39 1.22(0.223) 4.83+0.60 0.40(0.688) 4924278 1.48(0.139) 1.52+0.46 0.24(0.814)
Others(n=27) 2.85+0.35 0.99(0.322) 4.67+0.68 0.93(0.355) 3.93+2.83 0.09(0.931) 1.54+0.46 0.09(0.929)
Understanding of <5 2724045 4.67+0.53 4.4442.61 1.6240.53
research misconduct 6~8 2.78+0.35 0.22(0.803) 4.74+0.57 0.67(0.511) 3.9742.55 0.75(0.474) 1.56+0.46 0.55(0.575)
(scores) =9 2.79+0.40 4.8120.60 3.6942.65 1.5140.44
~ Yes 2.74+0.34 4.73+0.54 4.1742.53 . 1.6120.45 .
Experience of 1.96(0.052) 1.02(0.311) 2.23(0.027) 2.89(0.004)
research. misconduct No 2.84+0.42 4.81+0.64 344+2.64 1.44+0.44
Cases of research None a 2.86+0.44 4.84+0.67 3.20£2.62 137+0.42
misconduct by the Once b 2.80+0.33 475+0.59 3344235 1554052 .
rescarch team 2~5 times c 2774035 2.22(0.066) 4776+0.52 0.96(0.427) 4.1442.45 2‘62(3;):2) 1.61+0.44 33 6220008)
6~10 times d 2.75+0.33 4.8140.50 4.64+2.87 1.6120.50
=10 times e 2.6140.37 4.58+0.62 4.6142.94 1.64+0.41
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Table 7. Correlation of Ethical Climate, Ethical Sensitivity, Moral Distress, Research Misconduct (N=261)

. Ethical Climate Ethical Sensitivity Moral Distress
Variables
r(p) r(p) 1(p)
Ethical Sensitivity 0.14(.02)*
Moral Distress -0.01(.79) 0.22(.0003)**
Research Misconduct -0.15(.01)* 0.14(.02)* 0.28(<.0001)**

(p<.01)** (p<.05)*
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Table 8. Factors Related to Research Misconduct (N=261)
) Research Misconduct
Variables
B SE B t p F P

Ethical Climate -0.153 0.071 -0.126 -2.15 0.032*
Ethical Sensitivity 0.069 0.047 0.088 1.46 0.146
Moral Distress 0.038 0.010 0.217 3.60 0.000*
Affliation - Individual 0101 0054 0111 -18 0064
(Reference group/ Hospital) investigator
Education College -0.229 0.115 -0.137 -1.77 0.078
(Reference group/ graduate o 538 <0001
school) University -0.261 0.087 -0214 277 0.006*
Experience of No 0035 0067 0028 040 0.9l
research misconduct
Cases of research Once 0.173 0.096 0.129 1.86 0.064
misconduct by the 2~5 times 0204 0079 0225 25 0010
research team )
(Reference group/None) 6-10 times 0.163 0.131 0.080 1.24 0.216

=10 times 0.173 0.110 0.118 1.57 0.118

R*=19  Adj R=156

eH nde] JES WAL 82 <Table 99 Poh. wHH siso] §oa
FHABAE B &EA U, ANt et AddAE YERA giskoy &
AoANA =93 axete] #AAALS Ve SEFEHanric et al., 2012; Litzen
et al., 201005 SHHTE, Y% 1¥E TEVUTE AAstY dFIATN =
Attt ARk AR B4 5 w2y A aHdd {3k xfols Hl AF, g
9 A AT, A7 At AE, ATEY ANk A FE 3]
A Tttt ol AT NkALY AP HEHTE 7S (dummy variable)

o

2 Agste] EAT. 2xke] 594 HAS 98l Durbin-Watson #S -3 4
_]

F 1.943% 20 7M7h] A7) Ado] e Ao w yelyth. &2} 3A (tolerance)
7} 0.42~0.932.%2 0.30]4o =2 yetytom FEAF #AQIz (Variation Inflation
Factor, VIF)%= 1.07~2.332.2 10& |A] &o} tF FAA FAE ¢ o=

Surelsl, Aol feld WMaw Uehdth. feld N
1 A4t 27ea, AT A4 Be4E w
]

v uk o 35~404] W Rky} 404 o] AbH.TH
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Table 9. Factors Related to Moral Distress (N=261)
_ Moral Distress
Variables
B SE B8 t p F P

Ethical Sensitivity 1.062 0.261 0.237 4.07 <.0001*

Ethical Climate 0.125 0.401 0.018 0.31 0.755

Research Misconduct 1.379 0.341 0.242 4.04 <.0001*

*

Age 31~35 -1.120 0.455 -0.191 -2.46 0.014

Reference group/ 36~40 -1.851 0466  -0300 -397  <0001*

> 30 years) =40 1905 0441 0343 432 <000l*

Average number of 6~10 0.186 0.356 0.033 0.52 0.60

enrolled people per 548 <0001
month (Reference <10 0216 0359 -0.038  -0.60 0.54

group/< 5 )

Experience of No 0146 0374 0027 039 0.9

research misconduct

Cases of research Once -0.341 0.547 -0.043 -0.62 0.53

misconduct by the 25 times 0510 0443 0098 LIS 025

research team 6-10 times 0580 0747 0050 078 043

(Reference group None) 0 v os 0890 0624 0106 143 0.15

R¥=224  Adj R*=183
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Table 10. General Characteristics of Focus Group Subjects

gHoR 4Eor 1188 69, U
AHe n ooyl 33 7|FH AL
, BadE S 41 2490, A%e W
Atk WG FFEL ARY £ 39
ANAATTTAL AHEL HA 3ol A
AT TSI 1290l

. . - . Research
Group  Subjects Sex Age Education Affiliation Major part
career(years)
i Hematoonc
1 GIPl  F 57  Gradute school ~ndividual 16
mvestigator ology
GIP2 F 30 Graduate school Hospital Oncology 8
G1P3 F 41 University Hospital others 10.5
G1P4 F 42 University Hospital Oncology 9
L Individual
GI1P5 F 56 University investigator Neurology 11
G1P6 F 34 University Hospital Oncology 4
2 G2P7 F 42 Graduate school Hospital Oncology 14
G2P8 F 38 University Hospital Oncology 15
G2P9 F 43 Graduate school Hospital Oncology 6
G2P10 F 41 University Hospital Cardiology 9
3 G3P11 F 40 College Hospital Oncology 5
G3P12 F 39 University Hospital Oncology 10
G3P13 F 36 Graduate school Hospital Oncology 3
G4 F 4l College Individual =gy 13
mvestigator
ivi Rh tol
4 G5 F 57 Graduste school ndividua e 13
investigator y
L Individual
G4P16 F 29 University investigator Oncology 3
G4P17 F 36 College Hospital Oncology 3
_— Individual :
G4P18 F 41 University investigator Cardiology 14
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ABSTRACT

Factors Related to Research Ethical Behavior of Clinical Research Nurses

: Mixed Method

Lee, Hye Young
Dept. of Nursing
The Graduate School

Yonsei University

1. Introduction

As clinical trials become internationalized and commonplace, interest in clinical trials
is increasing. In addition, research integrity, which refers to the responsibility of
researchers to conduct honest and sincere research, is considered more
important(Broome, Prayer, Habermann, et al, 2005). Clinical Research Nurses(CRNs)
who perform clinical research practice at the forefront of clinical research have heavy
ethical responsibilities. At the same time, CRNs must contribute to the progress of the
intellectual body through the results of ongoing research, so conflicts inevitably arise
between the current value of fulfilling their responsibilities as nurse and the future value
of the intellectual body. Therefore, based on the overall analysis and abundant
understanding of research ethics behavior of Korean CRNs, we intend to provide basic

data for the development of research ethics education programs for CRNs.

2. The purpose of the study

This study is a study using a mixed method to analyze factors related to research
ethical behavior and identify their experiences for CRNs who conduct clinical research.
The specific goals of this study are as follows.

In the first stage of quantitative research

1) It identifies the research ethical behavior, ethical sensitivity, ethical climate, and
moral distress of CRNs.

2) It analyzes the relationship between ethical sensitivity, ethical climate, moral

distress, and research ethics behavior of CRNSs.
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3) The factors affecting the moral distress and research ethical behavior of clinical

research nurses are identified.

In the second stage of qualitative research

1) The experience and related factors of research ethics behavior of CRNs are identified
through focus group interviews.

2) Explore whether the factors identified in step 1 are suitable as factors related to

research ethics behavior of CRNS.

The third stage is the integration stage.
1) Data from quantitative and qualitative studies are integrated to compare and contrast
the found results.

2) Interpret meaning to gain a more comprehensive and accurate understanding.

3. Theoretical framework

Based on Milliken's moral behavior model, based on a review of previous studies,
and revised and supplemented to establish a conceptual framework for the research
ethical behavior of CRNs. Based on the Milliken model, ethical sensitivity was set as a
recognition factor, and research ethics and moral distress were set as a result factor.
Ethical behavior is a dynamic inter-relational process, and its contents were grasped in
qualitative studies. Based on previous studies, this was added in consideration of the
fact that the ethical climate is an element related to ethical processes such as
perception, response and outcome. Using this conceptual framework, ethical sensitivity,
ethical climate, and moral distress were identified as related factors of research ethical

behavior.

4. Research method
1) Research and design

This study conducted quantitative data collection and analysis(a descriptive and
cross-sectional research) in the first stage by applying The explanatory sequential design
among the six methodologies of mixed methods (Creswell, Klassen, Plano Clark et al,
2011), and described qualitative data collection and analysis (a descriptive and analysis)

in the second stage.
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2) Data collection

A) Step 1: Quantitative Research

This study sent an electronic survey to 261 CRNs who joined the Korean
Clinical Research Coordinator Association from May 6 to May 24, 2021.

B) Step 2: Qualitative Research

Participants in the focus group interview secured 11 prospective participants by
directly contacting the subjects who expressed their intention to participate in the
qualitative study among the contents of the questionnaire in the quantitative study. In
addition, using the snowball sampling method, 7 people were introduced to them to

express the related factors of research ethics, and a total of 18 people were recruited.

3) Data analysis

A) Step 1: Quantitative Research

The analysis of quantitative data was statistically processed using statistical program
SAS 9.4 statistical software, and analyzed by frequency, percentage, mean, standard
deviation, one-way ANOVA, Scheffe's test, Pearson's correlation coefficient, multiple

regression analysis.

B) Step 2: Qualitative Research
The focus group interview data of qualitative research were analyzed in six stages

according to Braun and Clarke (2006)'s Thematic Analysis method.

C) Step 3: Integration

The integration of related factors for research misconduct s identified in quantitative
and qualitative research results was integrated using the three-step strategies of narrative,
data conversion, and joint display using the connecting, building and Merging methods
suggested by Petters, Curry & Creswell (2013).

5. Research Results
1) Quantitative Research Results.

A) Characteristics of CRNs

Among the study subjects, 261 (100%) were women. The average age was 36.6+7.45.
As for the working institution, there were 243 tertiary hospitals (93.1%), and 18
general hospitals (6.9%). There were 143 individual investigators (54.8%) and 118
(45.2%) in hospitals. The degree of education was 200 university graduates (76.6%), 32
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graduate school graduates (12.3%), and 29 college graduates (11.1%). The average
clinical experience was 4.55+3.99 years, and the average clinical research experience
was 6.48+4.45 years.

261 people (100%) completed the training of clinical trial workers. The number of
annual research ethics-related training sessions was 187 (71.6%) one to three times,
42(16.1%) O times, and 32(12.3%) 4 times or more. The number of monthly research
projects was 119 (45.6%) with 5 or less tasks, 88 (33.7%) with 6-10 tasks, and
54(20.7%) with 10 or more tasks. The average number of enrolled subjects per month
was 104(39.8%) with 5 or less, 78 (29.9%) with 5-10 persons, and 79(30.3%) with 10
or more persons. The average degree of understanding of research misconduct s was
8.01£1.66 points, 159 (60.9%) with experience in research misconduct s and 102(39.1%)
without them. In the number of cases of research misconduct s by the research team
during the year, 122(46.7%) from 2 to 5 times, and there were no cases at all. There
were 65 (24.9%), 32(12.3%) once, 28(10.7%) more than 10 times, and 14(5.4%) under
6-10 times.

B) Correlation between ethical climate, ethical sensitivity, moral distress, and research
misconducts.

The ethical climate of CRNs averaged 2.77+0.37 points, ethical sensitivity averaged
4.76+0.58 points for moral distress averaged 3.98+2.58 points, and research misconducts
averaged 1.55+0.45 points. Research misconducts had a significant positive correlation
with ethical sensitivity (r=0.14 and p=0.02) and moral distress (r=0.22 and p=0.003),
and had a negative correlation with ethical climate (r=-0.15 and p=0.01). Ethical climate
had a significant positive correlation with ethical sensitivity (r=0.14 and p=0.02), and
ethical sensitivity had a significant positive correlation with moral distress (r=0.22 and
p=0.003).

C) Factors influencing research misconducts and moral distress.

The regression model for research misconducts was significant (F=5.38, p<.0001), and
the explanatory power of research misconducts by variables was 15.6%. The influencing
factors of research misconducts were ethical climate, moral distress, degree of education,
and the number of cases of research misconducts by the research team. The moral
distress regression model was significant (F=5.48, p<.0001), and the explanatory power
of moral distress by variables was 18.3%. The influencing factors of moral distress were
ethical sensitivity, research misconducts and age. The higher the ethical sensitivity score,

the higher the moral distress score, and the higher the research misconducts score, the
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higher the moral distress. Moral distress scores were lower than those under the age of
30 to 35, under the age of 35 to 40, and over the age of 40.

2) Qualitative Research Results.

A) Characteristics of study participants

The focus group had 18 participants, all of whom were female and belonged to the
tertiary hospital. The average age was 41.2 years old. There were 12 members
belonging to the hospital and 6 individual investigator. As for the education level, there
were 3 college graduates, 9 university graduates, and 6 graduate school graduates, and

the average experience as a clinical research nurse was 9.25 years.

B) Focus group interview results.

As a result of the focus group interview, 6 themes, 14 categories, and 36
subcategories were derived for classification of research misconducts by CRNs.
There were two categories of ‘diverse types of research misconducts’ and ‘distinguishing
research misconducts’ in the theme of ‘situation of research misconducts’ and ‘difficulty
of overcoming negative emotions’ and ‘difficulty of conflict over judgment’ in
advocating patients. Expectations for environmental change for reduction Three categories
were derived: ‘I hope education will increase’, ‘I hope ethical awareness will increase’,
and "I hope to participate with responsibility’and‘Work with responsibility’ and ‘Making
Together’

3) Integration and interpretation

The factors influencing research ethical behavior of CRNs were converted into data
from 18 sub-factors and 2 survey contents of each tool of quantitative research into
qualitative data, integrating the results with focus group’s 6 themes and 14 categories.

Based on the conceptual framework, quantitative research data were divided into eight
sub-contents in the joint display strategy stage, identifying similarities in six themes of
qualitative research and 14 categories, and integrating connecting, building and Merging,
and finally derived six core themes according to common attributes. The final six key
themes are ‘Inefficient Research Ethics’,*Weak Ethical empowerment’, ‘Patient Advocacy
based on Responsibility’,‘Participation with Responsibility’, ‘Challenge to Overcome

Moral distress’ and ‘Experience of Various Levels of Research Misconducts’.

6. Discussion.

This study was attempted to analyze the factors related to research ethical behavior of
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CRNs who are conducting clinical research at the forefront of clinical research and to
identify their experiences to prepare basic data for research ethics education programs
suitable for the situation in Korea. It was explanatory sequential design and the
discussion through comparison with the research results and previous studies is as

follows.

1) Characteristics related to the incidence of research misconducts with CRNs

The subject's degree of understanding of research misconducts was 8.01 points, similar
to that 97% of the studies in Pryor, Habermann & Broome (2007) showed a high or
very high understanding of research misconduct s. In this study, 60.9% of the cases
were experienced in misconduct of the study, which was higher than 43% of early
scientists, 52% of mid-career scientists, 40% of Chinese researchers, and 59.4% of

Central Asian researchers, lower than 96.2% of Nigeria researchers.

In a study of research coordinators, Pror, Habermann & Broome (2007), 18.3% of
cases of direct experience in research misconducts and 21.9% in educational medical
institutions. However, looking at the incidence of misconduct s of the following items,
excluding this, the incidence of misconduct s of the procedure-related plan was 43%,
and enrollment-related 36%, but direct experience cases were reported low at 18.3%. On
the other hand, in this study, the incidence of research misconduct of the plan related
to the procedure, except that there is never, was 63% and 60% related to enrollment,
indicating 60.9% of the experience of research misconducts similar to the actual one. In
this study, only CRNs with more than one year of experience were targeted, and in the
study of Pryor, Habermann & Broome (2007), there were no career restrictions, and
64% were nurses, but other occupations were included, indicating a difference in the
survey results. There are differences in measurement results depending on whether
research misconducts include Questionable research misconducts(QRPs) in addition to
falsification, forgery, and plagiarism, and there are many differences in incidence
depending on whether they are self-reported or observed (Xie, Yu, Kai Wang, & Yan
Kong, 2021). Research misconducts are often intentionally hidden by detection and
punishment, so the measurement is inaccurate and the possibility of observation is very
low. In addition, even if research misconducts are observed, this may be inappropriate
observations related to competence and power, not lack of ethics, and may be
observations of fake negatives (Xie. et al, 2021). In the case of including common
research misconducts, such as Questionable research misconducts(QRP), it is not easy to

measure actual unethical research misconducts only by questionnaire. Through the focus
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group interview, it was found that the research misconduct of the plan occurred due to
the dynamic situation of the patient, the situation around the study such as doctors,
other departments, and Investigators. In the focus group interview, CRNs understood
various research misconducts, including procedural plan misconducts, unavoidable plan
research misconducts considering workload or situation , document misconducts due to
poor plans or plans, and patient failure. In clinical research, both deviations from the
plan and misconduct of the plan reported to the Research and Deliberation Committee
were judged as misconduct of the plan due to mistakes or errors, not intentional, or
misconducts due to errors of third-party clients. The tool to measure research
misconducts asks for intended procedural misconducts or misconducts of
enrollment-related plans, but as confirmed in focus group interviews, they also tended to
equate the misconducts of plans due to mistakes. As a result, the research misconduct
experience and research misconduct score are considered to have been increased, and
graduate school graduates and hospital members have higher research misconducts scores
for research misconducts because they are sensitive to research misconducts and are

conducting high difficulty.

2) Relationship between research misconducts and ethical climate, moral distress, and

ethical sensitivity.

Research misconducts showed a significant negative correlation with ethical
climate(r=-0.15, p=0.01), and a significant positive correlation with ethical sensitivity
(r=0.14, p=0.02) and moral distress(r=0.28, p=0.0001).

A similar previous study of hospital nurses showed a positive correlation with ethical
behavior as a mediating factor (Hassanian, Zahra Marzieh & Arezoo Shayan, 2019), and
this study showed similar results to a significant negative correlation with research
misconducts. The ethical climate is a kind of organizational work atmosphere that
reflects organizational practices, procedures, and policies on ethical situations
(Koskenvuri J, Numminen O, & Suhonen R., 2019). In the focus group interview,
contents related to the team atmosphere dealing with research misconducts, difficulties in
collaboration due to lack of understanding related to research, strengthening ethical

consciousness, and the ethical climate of making together were derived.

Previous studies on ethical sensitivity showed a negative correlation between ethical
sensitivity and unethical behavior (Lee, C., Kim, S., Choi, K., & Kim, S.2021), and
ethical sensitivity and ethical behavior showed a positive correlation(Yulianti, Emma, et

al, 2021). As such, there is a relationship between ethical sensitivity and ethical
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behavior. In this study, ethical sensitivity and research misconduct showed a positive
correlation, but in multiple regression analysis on the influencing factors of research
misconduct, ethical sensitivity did not explain the research misconduct. Through this, it
is believed that ethical sensitivity did not affect research misconducts, but on the
contrary , ethical sensitivity increased due to experiencing research misconducts, resulting

in a correlation.

Ethical sensitivity showed a significant positive correlation with moral distress (r=0.22
and p=0.003). This was consistent with the results of previous studies showing a
positive correlation between moral sensitivity and moral distress (Da-bok Noh, Sun-ah
Kim, Sang-hee Kim, 2013; Ok-Hyun Kim et al, 2019). The higher the ethical
sensitivity, the higher the moral distress, which is believed to have failed to develop the
ability to solve ethical problems through frequent exposure experience to ethical issues,
and argues that it is necessary to increase ethical sensitivity rather than focusing on
reducing moral distress (No Dabok, Kim Sun-ah, 2013; Kim Ok-hyun, 2019). It is a
common result that ethical sensitivity is high and moral distress is reduced, but
contradictory results are also appearing, so it is thought that the mediating effect or
contradictory relevance to failure to ethical behavior should be further studied.
Nevertheless, it is unlikely that nurses who are ethically sensitive and use strategies to
solve ethical problems will experience moral distress (Corly, 2002), and it is necessary

to reduce moral distress by increasing ethical sensitivity.

The patient-centered, a subcategory of ethical sensitivity , was the highest with 6.04
points, similar to the patient-centered with 5.69 points in studies by Kim Hae-ri and
Ahn Sung-hee (2010). This trend can be said to reflect the values that nurses provide
patient-centered nursing, respect patient rights, make decisions with patients, and value
honesty (Han, Sung-suk, et al, 2010) and respect the patient's position in any situation
(Ye-sook Seo, 2003). In the focus group interview, we were able to examine the
subcategories of ethical sensitivity, such as patient-centered, professional responsibility,
good deeds, and meanings, and were derived as the theme of ‘overcoming inappropriate
tasks and abilities and defending patients’,” Responding flexibly for patients’ included
patient-centered, good deeds , and meanings, professional responsibility in inexperience
and complacency, conflict occurred in inexperience of plans due to excessive work, and

patient-centered content was most expressed.

Moral distress has a significant positive correlation with research misconduct s

(r=0.28, p=<).0001) was present, but no related previous studies were found. However,
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in light of the fact that moral distress interferes with the ability to defend patients
(Choe K, Kang Y & Park Y, 2015) and shows a negative correlation in autonomy,
communication ability, and cooperation (McAndrew et al, 2018), it can be seen as a

similar aspect to these results.

In a study by Nam-Joo Jen (2021), moral behavior and moral distress showed a
positive correlation, and it was found that nurses with high ethical sensitivity and high
moral distress had high moral distress when exposed to ethical issues. The increase in
moral distress due to failure to engage in moral behavior can be seen as a result
similar to the positive correlation between research misconducts and moral distress in
the results of this study. Due to the inter-relationship between these ethical acts and
moral distress, it 1s believed that research misconducts increase as moral distress
increases in the influencing factors of research misconducts. In the analysis of factors
influencing moral distress conducted to further confirm this, it was found that moral
distress increased as research misconducts increased. Therefore, in order to reduce
research misconducts, it is believed that moral distress will also decrease if ethical

sensitivity is increased and ethical problem-solving ability is increased.

If moral distress is not resolved, you will experience helplessness, guilt, self-criticism,
and low self-esteem (Deady, Richard, and Joan McCarthy, 2013), and in focus group
interviews, you will experience negative feelings such as guilt, fear, shame, upset,
resentment, and resentment. On the other hand, moral distress is a negative experience
for most nurses, but like a study that increases the growth and development of
autonomy and expertise (McAndrew et al., 2018), CRNs tend to reflect on themselves

and increase their expertise based on these experiences.

In conclusion, strengthening ethical problem-solving capabilities by increasing ethical
sensitivity to reduce research misconducts will reduce moral distress and continuous

ethical education will be needed to create a positive research ethical climate.

3) Factors influencing research ethical behaviors.

Six themes based on a conceptual basis were derived in the integration process as
factors influencing research misconduct s of CRNs.

The "inefficient research ecthical climate" is thought to be because CRNs have a large
workload, experience high work intensity due to increased difficulty in planning, have
difficulty judging and handling themselves through many delegations, and experience

stress from research misconduct s caused by uncooperation of various departments and
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research teams. Therefore, additional studies on the working environment and various
roles and relationships of CRNs within the organization are needed, and various research
climate-related studies should be continued to change the current research climate, which

1s biased toward treatment and weak consideration for research.

‘Weak ethical empowerment’ was derived, which is similar to the research results in
many cases where research ethics education was conducted conventionally and
informally, as well as intentionally violating research ethics (Choi Yong-sung, 2007). It
was found that changes through autonomous behavior of the entire research team are
needed, not just research ethical education, and ethical empowerment for the entire
research team is needed. Empowerment is suggested as a way to strengthen individual
competence through changes through autonomous actions of members of the
organization. This acts as an important variable that increases work performance and
organizational commitment and increases job satisfaction. It can be seen that
empowerment is required to induce active activities in a rapidly changing environment
(Song Myung-sook, 2013). Therefore, it is considered necessary to introduce an ethical
empowerment improvement program that is not suitable for the current situation and can

lead to active changes away from conventional ethics education.

Ethical sensitivity was derived as 'patient advocacy based on responsibility’. Among
the categories, patient-centered content accounted for the majority, and patient-centered
was also the highest in measuring the ethical sensitivity of quantitative research, which
seems to be in line with the ICN Code of Ethics (ICN Code for Nurses, 2013). As
such, strengthening the responsibility of CRNs and patient protection will reduce
research misconduct s. In a study by Eklund, Wilde-Larsson, Petzllll & Sandin-Bojo
(2014), competency and workplace atmosphere were identified as factors influencing
advocacy. The working environment is an organizational characteristic of an environment
in which work can be efficiently performed (Lake, 2002). As in this study, as
inappropriate tasks and abilities have been derived, it is believed that the protection of
subjects will be strengthened only when the working environment is improved for
efficient work performance. Institutional and policy support is needed to improve the
working environment of CRNs, and additional research should be conducted. A
systematic curriculum is needed to enhance the capabilities of CRNs, but there is
currently no curriculum for CRNs other than training such as clinical trial workers, so
they are complaining of many difficulties as they are learning in the field. Therefore, it
is considered that related institutional and policy changes are needed to create a

systematic curriculum to enhance the capacity of CRNs.
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‘Participating with Accountability’ was derived as an element that could explain moral
behavior. ‘Participating with Accountability’” was derived by integrating the category of
actively expressing opinions and professional responsibility to work proudly and
responsibly to improve procedures in which protocols do not reflect reality or cannot
proceed due to lack of communication between clients, researchers and companies. Plans
have been developed mainly by clients, raising problems that do not reflect the reality
of practice. In the past, there were not many opportunities to participate in the
development of plans, but recently, various clients such as Parexel and Pfizer have
participated in the development of plans as advisory. The participation of such CRNs in
the development of plans is a desperate direction, and active participation is considered
to be a good opportunity to develop expertise. However, despite this opportunity, many
CRNs are hesitant because few experienced CRNs have played a role in developing and
consulting plans. Therefore, in order to prepare for the role of advisory on professional
plans related to practical performance, it is necessary to develop educational content that

can develop the capabilities of CRNs.

The theme of ‘Challenge to Overcome Moral distress’ is thought to have been
derived because CRNs experience various negative emotions and conflicts in the face of
research misconducts, while reflecting and overcoming them. In a study by Kim
Ok-hyun et al.(2021), moral distress relief program should be developed, such as regular
meetings to share moral distress experienced by them and discuss solutions with others,
or practical ethics education to create a positive ethical climate. I agree with this, and
research ethics programs for experience sharing optimized for the field of clinical

research and research ethical climate should be developed and applied.

The theme of ‘Various Levels of Research misconduct Experience’ was derived
because CRNs experienced various levels of research misconducts, such as minor
procedural misconducts, unavoidable procedural misconducts, and documentary
misconducts. As seen in the subcategories, the experience of Questionable research
misconducts(QRP) occupied the majority rather than serious research misconducts that
directly hindered the authenticity of the research, such as plagiarism, falsification, and
forgery. Research ethics in a broad sense includes Questionable research misconducts as
professional ethics for overall research, so education to increase ethical knowledge and
ethical sensitivity is needed to prevent research misconducts (Hye-young Hwang, 2017).
Current research ethics education mainly deals with a narrow range of plagiarism,
falsification and forgery, and the issue of subject protection is intensively dealt with

only in bioethics education (Choi Kyung-seok, 2009). Research ethics education suitable
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for reality should be organized to include all the contents of the protection of the
subject, research misconducts, and Questionable misconducts. In addition, nurses spend a
lot of time with the subjects in the medical field and often face ethical dilemmas
because they play the role of advocates (Hye-young Hwang, 2017). CRNs are also
advocating clinical research-related subjects in the medical field and experiencing various
ethical dilemmas, so it is believed that education that includes practical contents through

various ethical contextual casebooks should be organized.

7. Conclusion

This study is the first explanatory sequential design study in Korea to identify the
factors related to research ethics of CRNs who play a pivotal role at the forefront of
clinical research, and to compare and analyze the collected quantitative and qualitative
research data with focus group interviews.

It can be confirmed that each CRNs is trying to strengthen her capacity to overcome
moral distress, advocate for patients, and practice research ethics in clinical research
situations. Many of the difficulties in the field related to the research ethics of CRNs
are problems related to the research ethics climate of the research team working

together, other departments, etc., and the problems related to the working environment.

In conclusion, it is necessary to develop and apply a practical research ethics
education program that can help the CRNs in charge of practice conduct research ethics
and maintain research integrity, which can help to strengthen the competency that is
currently being worked on individually. However, more importantly, it is considered that
policy, institutional, and organizational support are needed for the efficient and
cooperative change of the ethical climate that cannot be changed individually and for

the change to a good work environment.
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