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Abstract

Purpose: This study aimed to evaluate the performance of Clinical Research Nurses
(CRNs) and the importance of their roles at the Regional Clinical Trial Centers (RCTCs),
Method: A questionnaire focused on the role of CRNs was crafted by a researcher and
the content validity was verified by a panel of experts on clinical research, The subjects
of this study were 91 CRNs and Clinical Research Coordinators (CRCs), who were
Korean registered nurses working at nine RCTCs, 77 subjects yielded valid data were
analyzed using descriptive analysis, the Mann-Whitney U test, Spearman's rank order
correlation coefficient, and Kruskal-Wallis test, Results: The performance of CRNs and
the recognition in the importance of their roles were statistically significant different in
age, education, CRN careers, positions, employment status and the phase of clinical
trial, The role of direct caregiver was performed most often by CRNs, The role of
coordinator of care and research (pre-study) was considered the most important role but
performed the least frequent, Conclusions: The role of CRNs can easily be differentiated
from CRCs who are not registered nurses, The domains of CRNs should be clearly
identified and established, Moreover, research should be carried out on CRN training
programs to cultivate competence in CRNs,
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(Table 1) The general characteristics of the experts  (N=9)

Character ~ Category n % Mean
Sex Male 1 111
Female 8 889
Age <40 5 556
(Yn) >40 4 444 S
Educational  College 1 111
level Bachelor 2 222
Master 4 444
Doctor 2 222
Present job Clinical trial center 6 667
Pharmaceutical company 1 111
Clinical research organization 1 111
University 1 111
License Medical doctor 2 222
Registered nurse 7 778
Occupation  Medical doctor 1 111
Clinical research nurse 5 556
Professor 1 111
Others 2 222
Career <15 4 444 18
(Yn >15 5 556
Present <5 2 222
job career  5~9 5 556 71
(Yn) >10 2 222
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6097, 370 AE(33.3%) % 40-59184, 47l AlE](44.4%)= 24-39

(Table 2) The characteristics of the Regional Clinical Trials

Centers(RCTCs) (N=9)
Character ~ Category n %
Number of 24~39 4 444
beds 40~59 3 333
>60 2 222
Official title  Clinical Research Nurse (CRN) 2 222
Clinical Research Coordinator (CRC) 7 777
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, A ATFEYYolH 2}
7N(77.8%) T Table 2).

o

2) hAKRIO| QIFALS|EHN EA

gAA= & 7Mo% RS oyolott. HFARLS 32314
2 26304(39%)7F 7P BRI Theo @ 31-354)(28.6%) A
71EA} 407(51.9%)01943, M ER7} 37948, 1%) 0] 0H, WS
Jus S} 4886230002 71 wekm AAb 169(20.8%),
AR Z¢o] 138(16.9%) 202 ERITH(Table 3).

(Table 3) The demographic characteristics of the subjects

(N=77)

Character Category n % Mean
Sex Female 77 1000
Age <25 5 6.5
(Yn) 26~30 30 390

36~40 17 221

>4 3 39
Marital Single 37 48 1
status Married 40 519
Educational ~ College 13 16.9
level Bachelor 48 623

Master 16 208

% 1}91 % A Ee it 7d e, dFtEAt

oRAEe Hd 2d oidE 39 nvkpl 39MeR
50.7%% AR, AHAIFAE AFNSAEA ZFAE
o F 1@ ILEE 39 nuR) s4He R 70 2%2 RS
AT ASlE RIS SSHOLAeR TP weker,
% FSAPE 1383, 3%)01912tt1 a ¢ #g
2}, d??d, °4$7P§Ah TAAT, AT T2 YER
AlFAlo] 5778(74%) 0103, A7F2] 207 (26%) 2.

\%E}bkv} ww t 4 B E9skn %—t— AT FE
T 6TV, EAN FEEe dTe AT Ha
gl 20712 Jehton, b ayztaalel 3 "@dske o
FE= H2 oA A 202 Jepdch 84 93Eia JdE
ATte] eAERE ASAAAIEHET 0.557], 14 0.7570, 274 0.9

M, 373 2.670, ¥ 2 Al F 24} 2171 YERT €
T B39 J3x FE= NEE Idat FHe 10,7349l H,
A8 F FAx} FHFe 27,3302 YEltti(Table 5).

gl

(Table 4) The work-related characteristics of the subjects(1)

(N=77)
Character Category n % Mean
Total career <1 2 26
(Yn 1~3 8 104 Zr T
& e (range: 7mo-30yr)
5~10 28 364
>10 25 325
Career as a <1 16 208
CRN(Yr) 1~3 283 299 2yr 6mo
3~5 23 299 (range: 1mo-12yr 8mo)
>5 15 195
Present job <1 26 338
career 1~3 28 364 1yr 7mo
(CRN of the 3~5 17 221 (range: 1mo-12yr 8mo)
RCTC) >5 6 78
Position Nurse 55 714

Head nurse 1 13
Manager 5 65
Others 16 208
Employment Permanent 20 260
Contract 57 740

(Table 5) The work-related characteristics of the subjects(2)

(N=77)
Character Category n % Mean
Experienced BE test 39 506
clinical trials Phase 1 49 636
(multiple Phase 2 51 662
choices) Phase 3 67 870
Phase 4 or PMS 53 688
Number of 0~4 46 597
ongoing trials 5~9 23 299 425
(work alone) 10~14 7 91 (range: 0-20)
>15 1 13
Number of 0~4 64 831
ongoing trials 5~9 8 104 247
(work together) 10~14 3 39 (range: 0-20)
>15 2 26
Number of 0 51 662
ongoing 1 15 195 155
BE tests 2 6 78 (range: 0-3)
(per month) >3 5 65
Number of 0 45 584
ongoing phase 1 20 260 75
1 trials 2 6 78 (range: 0-7)
(per month) >3 6 78




(Table 5) The work-related characteristics of the subjects(2)

(continued)N=77)
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Character Category n Mean X]EEX}— 036—]_ —/T—_O__E_ _}F‘SEE]' o 7 __.?_ 1/}5]"}()‘]'\:]— '?J*J'/\]f‘ﬂ
Number of 0 40 519 232} Jsto] 74 Z=asitiy sl Aoz Uehton
ongoing phase 1 26 338 90 = = - A TR
2 trials 2 5 65 (range: 0-15) HAHEZAD), ASA, AHNZATA 9T £o8 Fesitin
(per month) >3 6 78 2aheich
Number of <3 e PIANF AR AT PIANF AN A WA, A ),
ongoing phase 3~4 23 299 2.60 2oaAz ARasd ge A 74 G899 1 sgwel Za
3 trials 5~9 9 117 (range: 0-12) Chan S = = TR S
(per month) >10 2 26 S5 AFEW, A A DAl AAE zleal ot
Number of <8 63 818 FYert Vg A dehon, A0aATA, A, g
ongoing phase 3~4 10 130 217 Za O OIAIALE SIIALE A
4 trials or PMS  5-~9 2 26 (range: 0-44) HEEAD, 7 @A < ’\]‘é_ﬂﬁgl}, AGAE A A e
(oer month) >10 o 26 Al WIAE AP & FI=T YeRT 8% 7
Number of <5 31 403 T, AR AA AW Sl AR A HEe] A4 F
newly enrolled 59 16 208 asktn Azkle Ao yehor], fu$sA), $8 ©
subjects 10~14 11 1438 10,73 A A FaAl, weAl, AANEATAL, A4 SAle) ol
(per month) 15~19 3 39 (range: 0-100) Alel e N _ N
>920 13 16_9 el ]b;:x %_]531]— og ‘6‘3._1—7]' UH:/} T;]'
No answer 3 39 Zh g gl FProl Fowo| AT Spearman?] ¢
Number of <5 9 117
ongoing 5~9 4 52 ,
) (Table 7) The correlation between performance and
subjects 10~14 11 143 2723 ,
importance of four roles
(per month) 15~19 6 7.8 (range: 0-160)
>20 44 571 Role Spearman's rho
owse 33 e o
— . - - - v y/ r=.553, p{.
BE test: Bioequivalence test, PMS: Postmarketing Surveillance Bliest exaahie =607, p{ 01
Coordinator of care and research r=611, p(.01
2, HE Ao Aol ZSREO A Coordinator of care and research r=574, p{.01
(pre-study)
) ) . Coordinator of care and research r=631, p(.01
ol 7bA @ dole] Fame} Faxe] Aol olns] 9l fon study)
3 Mann-Whitney U 7S AAE AH(Table 6y, ZE g Coordinator of care and research r=509, p(.01
AN Z85rt SRzl s #A UERtHp-=.000), (e ias i)
(Table 6) The difference between performance and importance of four roles
n Mean rank Sum of ranks U(p)
Educator Performance 77 61.75 4755,00 1752.000
Importance 77 93.25 7180.00 (.000)
Advocate (ally) Performance 77 59.96 4617.00 1614.000
Importance 77 95.04 7318.00 (.000)
Dileat caregiver Performance 77 6227 4795,00 1792.000
Importance 77 9273 7140,00 (,000)
Coordinator of care and research Performance 77 58.34 4492 50 1489 500
Importance 77 96 .66 7442 50 (.000)
Coordinator of care and research Performance 77 56,11 4320.50 1317.500
(pre-study) Importance 77 98.89 7614 50 (,000)
Coordinator of care and research Performance 77 65.40 5035.50 2032.500
(on-study) Importance 77 89.60 6899 50 (.000)
Coordinator of care and research Performance 76 5958 452800 1602.000
(post-study) Importance 76 9342 7100.00 (.000)
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o] 579(74%) 22, Kim(2008), Shin 5(2007), Hwang(2008)2]
ATellA LrERd whe} o] AlFA 9] H]go] g IRIF F
AR, A AFNA AT AL Awe] Y 9 A g
ek dado] #A Vel oy, o8] A7ksate] At
7F BRI Aoz vehg, dAfztzAbe AR AYE BHAs)
7] % A4l =Y 2 L8] st s a7

54 5 4 HAE Y BEATFE
Er3Hos grlstddetl, 349 A 678 thdAH87%)7F
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WAt € 9 g3t Jde AT FE BT 6.724=,
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= 2 vae] B o STk Aol JdEe #IE £ A3

A dstn e A7 dAEE AFAAE Fd 0559,
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Hwang(2008)9] A7-olA A=2& 32 Hd 6.06%, I &
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Aol ofs) AxHelokl Fawsl WolAs Aoz, BF 1
B4 W} g QadTaToEe Qe dmzkanle
9PE F O ARssi RReE Ade Fa AFEAN

= T
ARG A e At ARSEES e Wks Aol
dad Aold
W, AR AA A EAY AR A g o

5 o
27} Qs Fowt 7P w2 ol wk, FdEE vt
2 ZloR veidt) o AE A A gl 4R
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SFE(p=.0160) F8E7} B ALE Ao, FP=E
sHeo] e folg AolE Holx Ui ol tpgAel thR
ol YT AFABA I 9”1 wo] ol

T

Culelelsh sk @ 4 gl AR DB 5 e 48
H

3 A7EA 2eHAel o] Hasim

Q,
—
R
Ei
lo,
kl
q
X
12
m;'L‘
o,
jin's
I
4
02‘:‘,
ol
rlr
O8]
o
o,
>
>,
)
o
N

(p=.035) L}E}”itﬂ szm oeE Bl Helstel AR
of Fofshz F7193A1Re] A @A v W2 Aloldl &
oFdA HeAlE ek B9t 8] whedl Zlew A7
o mebd F5 ddARe] SAME Aritsslte] dF-E 3t
ofehe A7t dasha st

DI AN A Sl PPN Rt ¢ o
A2l S (p=.003)% ATFRIAL 2HAH(P=.035)°] EFETF
FAETE w2 debden], 31354 olske] thdRHETEES
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SAF B Rl tdAkp=.040), BtH o dAkp=.002)¢] 3
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A= ﬂhﬂx}ﬂ B 107380100, A3 F A
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A A e AR o= SR et
Fawe] 4%, BAE AN A DA QAARARA o
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($E, 2 WA PPARABA, BRI, ARAEAT
A, A2 WA AR o Fant ekt
Selo] ¥24% RE A% Gololie FAE Qo] ¥e

Ao® YeE o (p(.05), AHBEATAE Alold w5,

P

PR EA, PFARLAA Al 71 ol stefo] &
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