Original Article

M) Check for updates PISSN 2383-6415  eISSN 2383-6423
www.bionursingjournal.or.kr

Journal of Korean Biological Nursing Science 2020;22(2):213-221 https://doi.org/10.7586/jkbns.2020.22.3.213

uiRhSe - 2|
selratm 75t

Role Performance and Related Factors of Clinical Research Nurses in New Drug Development

Park, Jeaeun - Kim, Shinmi

Department of Nursing, Changwon National University, Changwon, Korea

Purpose: The purpose of this study was to explore the role performance and related factors of clinical research nurses (CRN) in the
process of clinical trials of new drug development. Methods: Study participants were CRN whose affiliation was in non-capital areas
and who had been working longer than three months at the time of the data collection. The data collection was conducted with a
semi-structured questionnaire development by Hwang & Go, 2011 comprising 16 items of participants’ characteristics and 60 items
of role performance via in-person and online. Additionally, opinions which would be necessary to establish the CRN role were ques-
tioned for the future. A total of 141 questionnaires of 151 questionnaires responses were analyzed using descriptive statistics, t-test,
and ANOVA for data analysis as appropriate. Results: The level of overall role performance was above average (5.61+ 0.90) with the
highest in subject care (6.04+0.96) and management and the lowest in self-development (4.39 + 1.52). The only factor affecting
overall role performance was employment status and the only sub-category affected by factors of employment status, and some
general characteristics was self-development. Conclusion: From study results, it can be concluded that the CRN seem to perform
their proper role. Nonetheless, self-development should be considered as critical aspect for better CRN competency, which is an im-
portant aspect toward improving the CRN role performance. Additionally, efforts to improve the level of role performance must be
established through stable employment and concrete departmental placement as suggested in this study.

KeyWords: Nurse’s role; Clinical trial; Drug development
TEFR0: U A USAL YAIF, i, gt

Oo

M 2 29 018 01 2017 TH] 6.6% Z7}5ko] 3

1) A1) ke A ol 2ol 41 £k

oé:
ot
ol

o
r_\ll_.
rlr
Do

1. 90| TM 2ol 2714519 (Corona Virus Disease-19)2} Z-o] 2 Al A1 2]

ofste] wrelst chigol S Ao ST BeH AR 5

Sl
7]5]_%_

(e}

2 o] SN A 2e 2|7 QS A Heti
Aleparo] 271l et kel Alote] obAAT A4S AIBHEBS okl 2wl Slat OJokE Al He £wE
(e} o S

b7] 1%k QAR 944 T3] S7h5tan QIeHI A AARL. WA Qlek SfeRE Aol OlobE o) bt fE

g m{n

Corresponding author: Kim, Shinmi

Department of Nursing, Changwon National University 20 Uichang-gu, Changwon University gil, Changwon 51140, Korea
Tel: +82-55-213-3571  Fax:+82-55-213-3579  E-mail: skim@changwon.ac.kr

AR 2.0] AR S & 2 Bto] SRS
*Thisarticle is a revision of the firstauthor’s master’s thesis from Changwon National University.

Received: August3,2020  Revised: August 12,2020 ~ Accepted: August 20,2020

Thisisan Open Accessarticle distributed under the terms of the Creative Commons Attribution Non-Commercial License (https://creativecommons.org/licenses/by-nc/4.0) which permits
unrestricted non-commercial use, distribution, and reproduction in any medium, provided the original work s properly cited.

213



214

ZAH5Jl whE ZHSARF89.7% R T AAISHAL Sl
2 et CRCS] ahg ok 25 Aol ot A2
&+ 715 AH(Clinical Research Nurse, CRN)2}al 5} 71 9]o])
F7EAL %‘%’\]3‘ 04—_% 7 }ﬁ/\} o ‘3}“5}71] %E]—?—i Ak

a5
e e L %Alfa EELEEE
oflA] T Aot B 0| QA Trels 2 olop st
7. 58] 21 AlopRS $15 QPR L B o] Fol 2 4
S -9 58 QAR Hie] Hajo] 1 AXT glolls] CRN
o] olahe T% FaaL oIk CRNS AT thaiAte] APd ol m
A, QAR Biste] APE T AT A 70 o 2
222 ofsya} gl AHbR) RS PESHE A0 ekt
onfs) o= QA Aut e B3] 1AM 150 §
49158 Q17 A} 7k5 o whetel 2)4] 9 7)) Fal] )
ol QAR A3k Lodal7le] 23sheHol. QAR 74
Folls el AT 24, Aol oFRO) N4 43} pHIE B4 1
% oltg

Q17 Ehlo]e] gHS st 212 ol g Aol
A7 Bl RN ool hofol 24502 Acie} o

e ER oA T B, 295 AR 59 92
FEAHOR AL R7HH 0 2 WA A7, ks

=
£ 59 JgEn 37| QIeHl1-13] o]F R A Ao g

CRNQ| ofgho] 57 B A|AE|AL 9l oL, A =il A= CRNO]
gt 242 71 2 i g5 ol Aofel gl e CRN2 &

2571 71hE R TH] Algo] Aols)
A Zl% Aol A] A CRCS] 2 2)57]4
2] o] {1a] b7k FAPH 0 FAIE A
% Gl Aleolc 4k CRNo| AR §15-5 stotahiz o] mgo]
= QA Tl AERASE Tl 79 3 4 gtk o]
A7 2571440k g Qe Aelsla 41 7

ollA] Qo] ol Bl CRNE AhHele] ofeku 7]ak

Az} |

www.bionursingjournal.or.kr

o] S0l uhek 1 o glel o] ok el glek olefar
AL 200 2 QAAHO) A A5HE e T 4 9l YA
o] Wl 5910 2 2§32 qlck utehA] QAT ] 2
A S % 4= 9l CRNS ool el vl s gl

1o
o
i)
o
e
fo
o
)

297 2%
IH CRN94 g e 4TSI HTL Slo) aElolor g
et 1%CRN4 Pt 420 1‘41'611?%

2 CRNS SR 354 2 228 el 4
Fot o] 434 ok

2, A7 Oy
1 Q1770] AR CRNS.2 23] Aol o] At 2}
2 Bl Aoje] RSt 42 o 2 sk 97
S AEaY) S8l S T2 9l Aol wE Fwsklr
A SA 2221 GPower 3.19.7& ©]-8-310] ANOVAE I3t
I} 7] F75E0.25, 72425 05, 1789 80, Ak =30 2 A4t
gt ﬂﬂ 1597 0] AFEE| ATt Tk A HH13]o| A= 134782 g
2 At ot AukE BATsal QI ofef] & ol A

= F& B4gelA ASES Aotete] A 1708 2.2 2w 4
& Aglstont ol s exatdl 3 edlo £ AR £42
A3y Ax AR 151782] &
7]

2l AR A A1 22 AT 11
2% BBtk
39787
1) eias 2 29l

©J81) 7491 2912 Hwangi} Go 137} CRCO) ofal4a) 24
291 ZAP] SIo ALTHALA A-ol ool A8 2 4 &

https://doi.org/10.7586/jkbns.2020.22.3.213



Q1S RS ALE BT AL 28 A 2 AT thafo] ] S X
of {25 CRNOJ2H= Aol Hl3o0] A7} B AR 474 gk 2
& 39} o] F A3 U2 7k TS 191, CRN 5918 T
Apo B 140 2 49 BE GE-S oo R slo] 217}0] 98
o] AAH .2 CRNO] ofgt whel A7) Tt Uh821%], CRNe]
ofaka} Qlto] QLA o] ojmsti vhE Fee] Lpeh=x)
HAH o o] AEAS FesHE oHeR], 7]e o)A 5o
dhel Ak o7 uheho 2 4ste] thA] ZkETstms: |
21, CRN 521of7] 4701 AJE)2 o] oiHar] BISH= 142
4 2 g 310

N
—

!

1219
ru 0

& &
::'. =

1

SN

/\] Hwang} Go[13]7} CRCE] &&=

e 490 ool AHEaIc of

PS8 o B
ot ) 4 21

e

o2y

'1>, ox,
o=
i)
2 ot N H ox

_?L
X
o
%
S~
Z
r°|'

0

°-|-'
2

—|—‘

°ﬂ71

r{n
..T‘
oo,
>
el

ot
rr
OOP\INI

N
)
rlo
i r{n

=hs
e m[o
_,d
Fp
i

r
|
= rr
~
>*I
mlm

N
i
_O|L

|r

12

Y

N

2

ofo

2
= o
Y
ol
-
rr
fo

M
o
M
Bl
T
off
ol
oo
g
jucd)
o
|K
L”é
i
2
1o
%
ot
J
S
g

>
=
ro,
1o
12
oft
Jo
N

oot o> o
2 o2
T

ox

e G o
4> =
) Ee)
| e
o 2 rH
&
i
ot
N
rir
ol
O
o2
o
)
2
-
)
=
[

E
lan
@
=
-
]

a) gk 7 A Eate] A AlEw
H A 3Lof| 4] Cronbach’s a= 970]%ich

3) QA 1715 ALO| D|2f{of ChE O A
= "E‘_?LE?LE sk Wéow AE7HE0] CRN| v]eof
?j

i
1:19
I‘_R
ii
fou
_,>:
1o
=
£
<
)
=)
1o
P

1o
o°1'

)= ye]

'é'
s 190 CRN 5919 427} ekl z}%%@% L4519
T}, CRN®] v]e ¥ 7454, CRN 1]2ho] 2o
CRN 9555 A] A28 417 7)2:0) 37} 3

A AR A K Y8} 39 CRC A3 B33 2413 i
EREE ek el £ )
B3 A7 UG 2 AT ol el thstel Ashla, Soist

www.bionursingjournal.orkr

215

€ PARRE AP0 SRAS G Sihont 48 3

o ekl S oh31of Ao Setel Al £
T A G Uhg W AT Fo] o] chato] nsteli, 4
2 93 Folh A MBS AWSHES Sl wa

A
B
=2
=
o
1o
Ao
iy
o

[Sa]
)
HU
At
iz
ol

PSS 25,0 BA| T2 1S AL}l

RS Tha e oAk kA

I, WS, Bt EEHUALE o] 8-sto] AbEsklnh

T3 A e et BEAALR ARESIGITE T A ke] ARt
w2 ghraf o] xlo] 7172 independent (-test, one-way
H & A ‘S—:

Scheffé test= AIA|5}5IT]

An f{
_16>?: re
3 e
boes
B
=%
ol
Iy
ro
Sha
1

ox

b
[*]

18 flo

(a3

6. 22/% 124

QI Cofshin 7| B eI 91U19] $918 e 5 47
£ A8} THIRB No.: 1040271-201910-HR-030). £ 7= A H%E
of A 1% wol EH*FXPP 4EAE A2 AT B AT
of that ArEiel Bo) 715ste] AT o] 5 QA AT
i e Ao 918 2 el A LA ot ol
o) ¢8-S ik A1l AR 2451 gron] ME
$2 OO B SE T S YH ARE AFEHO 2o g
AL

=2
=
S
o
K1
>~
011
_|_,
g

A+ 23

1. CHARRLC| EM

2 AT AALS] 5402 Table 137} 2ok i AdAR= 14178 KL= o
A(100%)0]%}om Bt Aw-2 35.01+4.814 %k 7]&o0] 851
(60.3%) 0. & u|Eo] B|3)| T Wkl 3l ShA} 807 (56.7%), HE
TP} 33%8(23.4%), A4} o)A} 287(19.9%)420 = LEgTE Fols
ot 22516+ 45.677F0]9] o TER| G2 S A 655(46.1%),
A A 628(44.0%), T A 1478 (9.9%) =0 ek A=
7hQl s Adro] 83H(58.9%) 0 & 71AF Wkl 7]} 3718(26.2%), <)
ZIAIHATE 217(14.9%)<=01 ATk WA 4= 5007) o L o] 7]
of 5= CRNO| 1217(85.8%) - = 50071 w]wkoflA] Hof o ge-

https://doi.org/10.7586/jkbns.2020.22.3.213



216

]
=
rlo
oy

gl
o

Table 1. General Characteristics of Participants (N=141)
Variables Category n % Mean+SD
Gender Women 141 1000
Age (yn) <30 30 213 35.01+481
31-35 45 319
36-40 47 333
>4 19 135
Marriage No 56 39.7
Yes 85 60.3
Education Associate degree 33 234
Bachelor degree 80 56.7
> Master degree 28 199
Salary (1000 won) <2000 22 156 225164567
2000-2500 72 511
> 2500 47 333
Location Chungcheong area 14 99
Honam area 65 46.1
Youngnam area 62 440
Department Clinical trial center 21 14.9
Individual researcher 83 589
Others 37 26.2
Number of hospital beds <500 20 14.2 75748 +390.47
>500 121 85.8
Employment status Permanent worker 27 19.1
Contract worker 114 809
CRN career (years) <3 60 426 4.18+3.25
3-6 42 29.7
>6 39 27.7
Clinical trial numbers for the last 3 months <5 62 440 740+5.02
6-10 50 354
>11 29 206
Subject numbers for the last 3 months <10 32 227 46.82+68.94
11-30 43 305
31-50 22 156
>5] 44 312
CRN education Yes 59 418
No 82 582
Effect of CRN education Helpful 129 915
Not helpful 12 85
Document for CRN role* Job description 43 30.5
Job statement 29 206
Standard operation procedure 53 376
No 47 333
Unknown 30 213
Working condition* Private office 107 759
Personal computer 121 85.8
Paid leave 102 723
Insurance 52 36.9
CRN education support 102 723
Others 17 12.1
CRN=clincal research nurse; *multiple responses.
Ao 2 Uit 184 FH% Ak 1453(30.9%), 374 277 S HE AT A S 4682+ 6894501900k A
(19.1%)5=C. 2 LFER{TE CRN 77492 et 4.18+3.2500|3l1L 5 of = O @7 827(58.2%) 2 B 55 W A 9-HL
FL 3N EERE Bt A A = Bt 740+5.027, 223 O] #34ar wsof Ao thigh e of = Ik 1297
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Table 2. The Level of Role Performance of Clinical Research Nurse

(N=141)

Variable Numbers Range Minimum Maximum Mean 5D
of ltem value value

Role performance 60 1-7 290 700 561+£090
Subject care 21 1-7 220 700  604+£096
Coordination/Advocacy 11 1-7 2.10 700  558+1.10
Administrative work 19 1-7 2.00 700  574+091
Self-development 9 1-7 1.20 700 4394152
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Table 4. Opinions on the Future of Clinical Research Nurse (N=141)
Category [tem n %
CRN development potential Yes 107 759

No 34 24.1
Requirements for CRN role improvement Quialifying examination / Others 10 7.

Include to professional nurse 20 142

Establishment of affiliation period in hospital 55 39.0

Transition to a permanent position 56 39.7
Appropriate qualifications in performing CRN task  Associate degree and nurse licensure 40 284

Bachelor degree and nurse licensure 59 418

Master's degree and nurse licensure 10 7.

Nurse licensure and CRN education 32 227
CRN =clinical research nurse.
7132 2 5 13][27] CRNS| PF2Q1 219 Aol s s A gt A4H Jrsol tisiMe BE oS 43she
o 3| A7 |sold Pk TE B AT L AT HY AT AT $EOR JTLYS 5T Y & 5 U A 92 Apsl
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