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Associate, CRA)¥ <lA1d 3ty o]E(Clinical Research Coordinator,
CRO)Y HEHE ¥ FS gotst=d vk =& g3 dojA oju st
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o] Fdqot= mAIR A HAT. =l FE vmrt EARY Ags
20023 o] 7}a2 A F7bske] 20051 18571, 2007 2887102 HE3] 7t
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V. 4 3%

1. CRA$}t CRCY 7MAEA

CRAS] H+t &> 7+ 29.664], CRC Wt 32.2841%0 a1, AFL 2z 1+358}o]
60.5%, 92.9%, B8-S thFo] zbz} 77.2%, 57.1%% F AT T 7 B
XL, AE= F AL BF 1-3de] 7P B2 FES AASY. A Bt
4= (RAZF 0.7462.% (RCO] 0.357 KU} ©] wobth. <Az R ws 3
RC7F CRARLT} ] A Q). <3iE1>

J
o e

3E1. CRA%}F CRCO] 7HI5A

CRA CRC t-test(p)
o (%) (%)

38 = 4(3.5) 1(0.8) 2.285(0.131)

o] 110(96.5) 125(99.2) -
ol (A <28 28(24.6) 26(20.6) 19.260(0.000)

28~32 70(61.4) 51(40.5) -

>=33 16(14) 49(38.9) -

A (EEAAF)  29.66 (2.947)  32.28(5.942)  -4.388(0)
2 AR 26(22.8) - -

9 32(28.1) - -

e 34(29.8) - -

7} 13(11.4) - -

K 9(7.9) - -
AF oF3} 30(26.3) - -

75 3} 69(60.5) 117(92.9) -

= 15(13.2) 9(7.1) -
&g AENE 2(1.8) 38(30.2) 35.146(0.000)

EES 88(77.2) 72(57.1) -

st = 22(19.3) 15(11.9) -

7)€t 2(1.8) 1(0.8) -
28 0d) =<1 16(17.6) 20(18.9) 0.186(0.911)

1~3 45(49.5) 54(50.9) -

>=4 30(33) 32(30.2) -

A (ETHA)  2.96(2.042) 2.73(2.152) 0.710(0.479)
A o] %] 0 51(44.7) 88(69.8) 18.207(0.000)
B(3) 1 45(39.5) 31(24.6) -

2 14(12.3) 7(5.6) -

3 4(3.5) - -

e (EeEEA)  .75(.807) .36(.586) 4.228(0.000)
Az <1 34(32.4) 71(57.7) 14.726(0.001)
QIE-AE(3])  2~3 53(50.5) 40(32.5) -

>=4 18(17.1) 12(9.8) -

e (ETHEA)  2.28(1.59) 1.75(1.566) 5.613(0.000)

10



2. CRAS} CRCY 3|AM71& B4
Ch ] Al oFs|Abel] 28k CRAZE 43.9%, The o &= o4 (RO -3}
© CRA 7} 42.1%= Bv. Aol HE CRC = - 32 ¥ <5231

© 1 (98.4%) ,

T+ 7.39702 CRA 3.89K.t}h
o} 0.674A13F ¥ @k},

3#2. CRAS} CRCO] 7]/ 3]AF 54

I/ TRl %ol 54%, U
o] 74.6%% W H&E A ).

Bkt

o
o
>,
>
o
r>‘

NE) o] 42.1%5, A%

M= CRC7F ¥
7He CRA7} CRCE.

CRA CRC t=H4 (p)
(%) (%
AT U Al <F 3] A} 10(8.8) - -

o A A k5] A 50(43.9) - -

=] CRO 6(5.3) - -

o= 4 CRO 48(42.1) - -

A5~ 2289 - - -

3 - 124(98.4) -

7] €} - 2(1.6) -
s A A ATE - 53(42.1) -

B - 5(4) -

/w5741 - 68(54) -
T8 R - 16(13.6) -

Al 2F=] - 88(74.6) -

3} EE}9) - 14(11.9) -

T2 AENS <3 22(20.2) 3(2.5) 98.03(0.000)
“m 3~5 76(69.7) 28(23.1) -

>=6 11(10.1) 90(74.4) -

P (FZWA)  3.89(2.333) 7.39(4.574)  -7.41(0)
1Y <8 - 7(6) 12.94(0.002)
dFAIZE 8~9 67(59.8) 82(70.7) -

(A17H) >=10 45(40.2) 27(23.3) -

P (FF=W=F)  9.38(1.2010) 8.71(1.267) 4.17(0.001)
CRA(Clinical Research Associate): YAA|IEYEH LY
CRC(Clinical Research Coordinator): 9A1d Y d|o]g
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3. CRAS} CRCY F9d 4733 453 o5z &4
(RA:= A8 dFeld ZUgEe F o

ol Wa(3.82), AR R A sAd 7 o

F& =70 SHESITH3.30) . CRCOl - AdA AR relA Sl

=4 4EE 7P 9ol WaL(3.82), CRCsF vhR7RA R AlgA 8L dA &

7131(3.29), d@A o] offriar S Hsklth(3.29).

ol  Source data

2239 ol A (RAE IRB A5AlZ0] %ol 71 ©ai(3.41), IRB
WA AlEol 1% olgT =73 YRAT3.13), RCE A Hel 2

& AR ATA] ABE Sshe Gk A GRFel B1(3.4T), 13

fo,
1o
>
DX
ol
o,
N
o
2
ot
v
rir
il
i
N
i
o
1_;]
()
=
(@}
rr
e
AC)
1L
>
o
fo,
fo,
>
B>
oft
O,

7IEF Fol = (RAE AAAIEy AHE A8E Azes do] 74 %
o] 2a1(3.32), T2AEFH g Fn|7} 7 ojf€ il YERSTH(3.4).

CRCE $1%-a&/Avvt 24 o] Rl Bi(3.6), ATARY/ANRY 2
2 gvam Arrde oues PN W, (RE gAbiaBol o
% o

AIAM oj el An

al
3 ATk, RO QoM SARAE QRTE bE PRl Ba AR 54
o]
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E3-1. CRASH CRCS A BRW 7t 7Aoo els

CRA CRC
AT o AT o
AGAE 2P B (E=AA}) HAE(EFHA) FF(FEFAA)  FF(FE=AAD)
AGA 2 dak 3 3.44(0.893) 3.30(0.875) 3.48(0.883) 3.29(0.768)
Ol AL ] & @&6‘—_} Z}H
23 ] iﬂ : g 3.00(1.162) 2.78(1.054) - -
=H], wl%
Aok wld ek A3 2.69(1.331) 2.73(1.268) - -
Aol Zad A
Zujel W4 3.36(0.897) 3.03(0.788)
90HA 2y =g 3.12(1.211) 3.22(1.309) - -
RUEE FH] 3.27(1.099) 3.02(1.035) - -
3] & X H F =38 =0l
i; FRRE FSE EAN g 6 100 2.79(0.986) - -
AA7g 2 AYA #45
o el 3.35(1.105) 3.18(1.035) - -
imf“e data verification 4 g95 g3 3.12(1.032) - -
13y
DRE/Query 314 3.08(1.222) 2.95(1.06) - -
o] k& /F I d o] Fu-& ~ ~
B o Bho) 3.18(1.107) 3.1(1.047)
areke]l v Abe) 2ol 2.8(1.074) 2.61(0.995) - -
OJA}OkO] =B R} 17 Il
SR TR AL g301.005) 2.66(1.003) - -
Aok A 2.67(1.187) 2.57(1.175) - -
Site staff training 2.97(1.156) 2.92(1.098) - -
AIAE =F site 9
vendor Afololl ¥FAIZE issue  2.71(1.348) 2.89(1.335) - -
A
REUEY dEXE A 3.18(1.125) 2.94(1.038) - -
RUEE Al #AE issue & B ~
o/ mate] Har 3.12(1.065) 3.04(1.038)
email % Follow-up letter
4 3.25(0.927) 2.99(0.836) - -
2972 B2 - - 3.48(1.122) 3.17(1.005)
AEEF +#1 2 73 - - 2.97(1.302) 2.62(1.144)
AAe By 2 i - - 2.83(1.309) 2.59(1.195)
ol/\L;\] 3 HEE A A=
= O h=4 RELAR L A |=
s - - 2.92(1.256) 2.68(1.115)
@A v - - 3.51(1.033) 3.05(0.897)

Source Data (medical
chart, worksheet )z}
#7154 (Case Report

- - 3.78(1.089) 3.14(0.877)

Form) 24912 - 3.82(1.031) 3.12(0.796)
EUEE g - - 3.16(1.061) 2.9(0.898)
DRF/Query 372 - - 3.14(1.056) 3.07(0.993)
Cronbach ¢ &3} 0.927 0.92 0.908 0.862

CRA(Clinical Research Associate): YFAIIEYE Y
CRC(Clinical Research Coordinator): Y4A1d Yy o]g
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#£3-2. CRASH CRCO] M72Hd 73 73 o+«

CRA CRC

J5F SER J5F SER
MR dF W (EFAah) B EEAA) BAEEEA) FdGEEaah)
2JeFy 9 IRB A F =H| 3.41(1.174) 3.02(1.009) 2.8(1.437) 2.87(1.350)
HebA 2 gRA AE 3.04(1.17) 3.13(1.095) 2.48(1.490) 2.73(1.520)
Aololz A @ EwA filing 3.14(0.940) 2.67(0.911) 2.83(1.254) 2.62(1.169)
32:{31&22*1“0“ e 3.15(0.905) 3.08(0.956) 3.47(1.171) 2.92(1.040)
Archiving 3.15(1.305) 2.96(1.168) 2.99(1.274) 2.81(1.250)
Cronbach & &%} 0.772 0.712 0.831 0.832
CRA(Clinical Research Associate): UAAARYE LY

CRC(Clinical Research Coordinator): A& o] E

F3-3. CRASH CRCO] oJAtAas A&t (53 ofd+

CRA CRC

G- SR G- SR
YAATE AT FE(EFEA)  F(EERA)  FH(@EeEash) F(EEEAH)
Ag-AFeke] eataE 3.16(0.868) 3.48(1.196) 2.48(0.858) 2.59(0.890)
ATEEARt] At 3.67(1.062) 3.11(0.859) - -
T oFALete] oALA T 2.92(0.923) 2.86(0.837) 2.71(1.146) 2.97(1.080)
AT AH(ATSAL, HE oFA
iﬁ;gﬂf&iﬁﬁiﬁiﬂg 3.09(0.955) 3.03(0.850) 2.70(0.803) 2.63(0.796)
A 3)
A8 W At garaE 3.37(0.965) 2.71(0.764) - -
R = B =t - - 2.54(0.938) 2.95(0.799)
Fapete] SabaE - - 2.30(0.949) 2.85(0.770)
Cronbach & &%} 0.816 0.797 0.770 0.720

CRA(Clinical Research Associate): YAAIIEYEH LY
CRC(Clinical Research Coordinator): JAFA| & =1Ly o]E]
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#3-4. CRA%} CRCY] 7IE} 452 4579 e+
CRA CRC

G- ol & J ol #l%
71t |5 P (EFAA) HF(FEEEA)  FFH(EFEAR) HF(EZEE
-/ 85 n Fhod 2.85(0.971) 2.79(0.934) - -
U5/ 9) 5 nS FH| 2.56(1.324) 2.73(1.356) - -
ZRAE By vy Fn) 3.27(1.326) 3.40(1.257) - -
éfzgjléioﬂ dad Ang 3.32(1.327) 3.12(1.181) - -
A-H] B 3.21(1.251) 3.18(1.241) - -
AFA A G 2.84(1.360) 2.99(1.379) - -
ZRAE QA G 2.83(1.457) 3.02(1.439) 3.3(0.803) 3.37(0.796)
zgg%x;idmm%m 2.80(1.810) 3.02(1.862) 3.36(0.979) 2.95(0.799)
AFRRS] WA el A - - 3.52(0.858) 3.41(0.890)
Q)R- W&/ A Lol FHA - - 3.60(1.013) 3.06(0.783)
A WS /u o] 2A - - 2.82(1.169) 2.56(0.984)
Cronbach & &} 0.822 0.804 0.744 0.704

CRA(Clinical Research Associate): Y7+
CRC(Clinical Research Coordinator): <JAFA|&
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E3-5. CRASH CRCS] o] 73} ool g 4

- A o=
CRA CRC CRA CRC
At gt P gk gt 4 P %
479y
(FEFBH) (FFEAD) (EFAR)  (FEAA)
ORRE
24 3.11(0.759)  3.31(0.825)  -1.956(0.052) 2.94(0.676)  2.96(0.645)  -0.319(0.750)

A2 3.18(0.802)  2.92(1.032)  2.185(0.03) 2.97(0.702)  2.79(0.976)  1.657(0.099)
oA} A~E  3.24(0.731)  3.31(0.734)  -0.805(0.422) 3.04(0.680)  3.06(0.613)  -0.332(0.740)
Z1EFd T 2.96(0.912)  2.65(0.886)  2.742(0.007)  3.02(0.914)  2.77(0.859)  2.177(0.030)

CRA(Clinical Research Associate): AN IRYUEH LY
CRC(Clinical Research Coordinator): <JAFAl & sy o] ¥

12, CRASH CRCO] 99 7t ofelw &4

5.00
4.50
4.00
3.50
3.00 -
250 - -
200 - |
1.50 - -
100 - " CRA
o | we || ® | e | owe | oo | R
X T Xq 3 < X Xq e
e wE < (n} o i/ =< o
<~ T || x| x| T|Tg|x
720 ’:<Lo
oH 3
o - 5ol &

CRA(Clinical Research Associate): YA EZYE Y
CRC(Clinical Research Coordinator): $JAFA]& s ] o] ¥
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4. CRAS} CRCE 7ASA, 3AZ7IREARC WE AFTq9 o=
}51

Mo

CRASE CRCSl 7MAEA T #HsIME F A7 BT Aol B&55(747
P<0.01, P<0.001), Al o]A 47 Wa= AN T3 oJdws =7
T Ao® Yepth(ZH2; P<0.05, P<0.05). CRASIA & 3telo] w845 dzt
SR e St Ers oyws ¥ =Aue A3 ysgtey A4

Z1H5A4 e s (RAS] - therA Al ers AL, B RO, =THICRO,
AP mes N Al e =7 AE7F E5L(P<0.05),
CRCO] 7 &dvo] GAAHAH, ¥, H/usAd £o=2 7 sl o

7} =TH(P<0.05). (RAE ZRAE /N5 2 Hy oFF
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¥4. CRAS} CRCY] 7HANEA 9 7#A/3A A EA] ] e dF53 oy &
CRA CRC
=] o =] o
jg%ﬂﬁﬂ—ﬁ.@] t/F P-value :Z.;%Oﬁ‘%—ﬁﬂ t/F P-value
EAA}) (%FHx})
el A e 2.36(0.873)  2.070 0.041x 2.56(.) -0.607 0.545
£ 5] 3.00(0.590) - - 2.91(0.581) - -

1}o] <28 3.08(0.575)  0.731 0.484 2.73(0.802) 1.878  0.157
28~32 2.92(0.612) - - 2.99(0.440) - -
>=33 3.01(0.655) - - 2.92(0.558) - -

25 AR 2.75(0.741)  2.294 0.064 - - -
Z0) 3.03(0.604) - - - - -
=) 3.18(0.529) - - - - -
w7} 2.90(0.493) - - - - -
=k 2.78(0.399) - - - - -

AF o3} 2.99(0.531)  0.771 0.465 - - -
5.3} 3.01(0.638) - - 2.91(0.574)  -0.168 0.867
7]} 2.79(0.618) - - 2.94(0.686) - -

=] AEg=E 3.28(0.432)  0.778 0.509 2.80(0.646)  1.548  0.206
EEs 2.97(0.626) - - 2.94(0.550) - -
st 2.90(0.575) - - 3.09(0.490) - -
7]} 3.50(0.784) - - 2.20(.) -

280d) <1 2.51(0.842)  6.167 0.003%x  2.42(0.942)  8.934  0.000%**
1~3 3.08(0.477) - - 2.98(0.376) -
>=4 3.05(0.527) - - 3.02(0.470) -

ez 0 2.80(0.704)  3.085 0.030x 2.82(0.651)  4.191  0.017*

85:(3)) 1 3.09(0.474) - - 3.14(0.271) -

2 3.13(0.535) - - 3.1000.192) - -
3 3.41(0.212) - - - -

Az <1 3.07(0.516)  1.020 0.364 2.79(0.624)  5.443  0.005%x

AEE 5 2-3 3.03(0.559) - - 3.13(0.429) -

(3]) >=4 2.86(0.433) 3.07(0.374) - -
713 A2FA A ok AL 2.46(0.815)  2.758 0.046% - - -
54 Q= AAFE AL 3.05(0.413) - - - - -

=] CRO 2.96(0.479) - - - -
=4 CRO 3.00(0.705) - - - - -
228 - - - - - -
32 - - - 2.90(0.577)  1.977  0.162
7)€} - - - 3.48(0.509)

Xd A AE - - - 3.05(0.589)  3.262  0.042=
B¢l - - - 3.01(0.342) - -
/=1 - - 2.79(0.564) - -

2&Pe gatH - - 3.19(0.486) 2.196 0.116
A k=) - - - 2.85(0.616) - -

S EEY - - - 2.93(0.490) -

TRAE <3 3.20(0.291)  0.335 0.716 2.07(0.740)  4.862  0.009%x

N 3~5 3.04(0.548) - - 2.92(0.665) - -
>=6 3.04(0.380) - - 2.98(0.436) -

HAHFAIE <8 - - - 2.99(0.150)  0.421  0.658
8~9 2.96(0.612)  0.376 0.541 2.88(0.624) -
>=10 3.03(0.553) - - 2.99(0.460) - -

#p<0.05%#p<0.01###p<0.001

CRA(Clinical Research Associate): ¥
CRC(Clinical Research Coordinator):
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E5-1 A5 S 54 o

ol (RAS) 753 ofelgol it I

W g1 232 283 By
B(p-value) B(p-value) B(p-value) B(p-value)
4=k 2.321(0) 1.802(0.002) 0.388(0.315) 0.342(0.396)
7hel ol <28
E4 (A 28~31 -0.077 -0.116 -0.003 0.003
>=32 -0.272 -0.367 -0.262+ -0.256
A5 Al
4 0.023 0.004 -0.088 -0.086
g 0.208 0.261 0.216 0.221
2} 0.158 0.318 0.087 0.091
2K -0.391 -0.353 -0.068 -0.081
A4E oF st
5.8k 0.179 0.141 -0.056 -0.049
71 e} -0.133 -0.202 -0.127 -0.116
i Ao
EIES -0.105 -0.062 0.160 0.168
gt 0.076 0.139 0.049 0.062
7] €} 0.578 0.821 0.784 0.809
A80d) <l
1~3 0.380 0.366 -0.129 -0.119
>=4 0.331 0.320 -0.128 -0.101
-7 03
o] %] 1 0.263 0.247 0.168 0.165
e 2 0.385 0.412 0.137 0.140
(3]) 3 0.739% 0.852+% 0.651x 0.669%
kel R <L
wH3F 2-3 -0.194 -0.147 -0.060 -0.056
(3]) >=4 -0.335 -0.314 -0.164 -0.165
3IAF ASFA A ok Al
54 =4 Al 2k 8] AL 0.763x 0.306 0.326
=) CRO 0.860% 0.397 0.415
t}=% CRO 0.508 0.280 0.293
TZAE <3
N 3~4 -0.035 0.174 0.192
>=5 0.079 0.149 0.168
Elas <=0
AFEAZE 9-10 0.195 0.046 0.038
>=11 0.597+* 0.192 0.207
dF  F HA 0.722
ZFo] A ER Y 0.353
HFd  ANFLYT 0.106
A AES T 0.142
71 EF] 7 0.126%
F(p) 1.827(0.030) 2.042(0.007) 9.559(0.000) 8.313(0.000)
R? 0.270 0.379 0.750 0.750
Adjusted R? 0.122 0.193 0.672 0.660
xp<0.05, *=#p<0.01 (x=AZ)
CRA(Clinical Research Associate): AAAIIRYEH LY
CRC(Clinical Research Coordinator): AFAd I Ud|o]H
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2ol CRC &

T3 ool T+

o] 8k

3 MAEZ A 3AH 713 54 9 2
W 23 1 232 233 R34
B(p-value) B(p-value) B(p-value) B(p-value)
) 2.166(0) 2.101(0.002)  1.334(0.002)  1.382(0.002)
7Rl o] <283
4 (A 28~31 0.193 0.147 0.154 0.136
>=32 0.045 -0.027 0.078 0.086
AR S
7]} 0.078 -0.015 0.062 0.108
&g Ao Ex
el 0.035 0.107 0.028 0.017
k= 0.088 0.201 0.009 -0.020
7]} -0.784 -0.800 -0.655 -0.774x
A8 () <1
1~3 0.427+% 0.406% 0.021 0.025
>=4 0.440% 0.374 -0.016 -0.042
WA o] 4 0
34(3) 1 0.184 0.222 0.201x 0.191x*
2 0.132 0.185 0.202 0.197
azk e <L
e St 2~3 0.278% 0.261% 0.106 0.103
(3)) >=4 0.359% 0.249 0 -0.020
71 H 5] 3 21 9
54 7| E} 0.715 0.306 0.357
e A A A E]
] -0.107 0.008 0.026
/3?1 -0.006 0.049 0.013
183 E 7t 2]
Al k2] -0.163 -0.174 -0.182
I E g -0.159 -0.042 -0.035
TR AE <3
WES 3~4 0.227 0.035 0.031
>=5 0.266 -0.110 -0.108
B <=9
AFAIRE 9~10 -0.066 -0.075 -0.085
>=11 -0.281 -0.317+ -0.327%
Qe = w3t 0.65(0)
A A1 0.283(0)
ANFgE 0.167(0)
EIPAD X = 0.032
71 EF g 0.151#x
F(p) 2.862(0.001) 1.938(0.014)  10.811(0.000) 9.575(0.000)
R? 0.249 0.293 0.709 0.715
Adjusted R® 0.162 0.142 0.644 0.641
#p<0.05, #*p<0.01 (xF=AP)
CRA(Clinical Research Associate): YFAIIEYE Y
CRC(Clinical Research Coordinator): Y4A1d Yy o]g
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Al 9lo1A (RASH CRCE ZH2zt b2 713o]l 2&Eo] M2 o 9
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oo 2 Atelsitt. 2 AFo A= o] F Aure]l A, AF Toll oA H|
523k MOIEAS A3 dar, AAE CRColA CRAR, && (RACIA CRCE2
AgFo] o]FolA A Qe AE wFo B Aol (RA% (RC F Aue
T oo Abgkth. CRASF CRC 7} vt 4dFE F3sta AT, 359 ¢
F7F Qlar, Al FUlEe gEARE 22 gow FS F e g #
el A= a7k dHom aF3sE AAA vlas it

7Hel, 3AF 2 7 EAS BW (RA ¢ (RCY AFo Ry 7tsste], HE
gEoaE AE 7Y Btk (RCO A5, I/ uFiledl A&E Qe
CRCO] HlFo] oxs] Wt} By & e A Aofo] 74.6%% WS &S
A4 ATk, AZF HEehs =2 M4 (RC B3t 7.39702 CRA 3.891.t}
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ATt # ® AFATA (RAE EUEHS F JFd SATA &
(Source Data Verification)”}, CRCx= < #7]5A](Case Report Form) 2HAd o]
M el Buar 2AEAT. Al g BE ARgke] CRA%E CRC
B A @R g IGAIEAGA A 2 "AE ofsl= Ao] M of
Hoba tiEeksith. o= C(RASH (RC7F @Rets ZRAE Jh7) o2 7hA] o]
3, oEEAE d7bA o= Ame] Azte] Aa®S & F 9
F dFFP] oS J9EE v udS u (RAS}F CRC E5F <A
FHTE 7P el Bal g AdE A9l o] A3 A5
c o, A3t Fom SataEe] fFUE & PlTS AFAskaL

l_—"__
FoAE B AR Aol s RS ek 9] wielatu ARd



Fol 7bg e, o] As: thEE AlokslAbe] 2R (RAS)
A9 gol BAE A4AY oz tdFstelN 2Rek H99 AR
2 dok s Pl drka WzE L,

CRASH CRC 5 Q1F4a1e] ol go] mAt dgaslont giao

1
B MRS A ke A3E dgdvh mebd, gy Ao ¢
3

2 2 % ind
S V) o -
;O:(:/‘ 1:]'10 Oo{t O&“
o = 3 L
i - W oo ([3_%
2wy i
o o o o
Moo = 2
03; e = )
o Ho
o> = 1o
o E
ﬂz _\|L X o
lo £8
=T rlo
jj% © N
ye o
N off w
- <
2
o= £
o = \")
= oo ©
w2 ©
Mo -
1 K k1
A mlo O
2, Y
oy 3
(o]
> 2 =
40 i 2 o2
o o fn 4
0 XN o o
m §2 L &L
Mo kI & 2 o

2
H

e
= ARl Ut HEA F AR Baw Be g2 Aty A
o)A Ae 24 moshgsdel ARAE S HREAE ol gy
o SAy/71ee UEACl LR 1 4 483 WA 4 ¢irk. ohebA CRA
S} CRCol e EEehE AR/1EATE 7] wEel S AN 3}/ we
AR7)%2NE o457 WEol (RASH (RCS] A2 Auksl & 5 ¢k, CRAQ)
A% SAHCROSH AF3IAbste] o], Sl B thaA s abske] dfol Bl
e, (RSl A 2% % wgFuel uhek FAsE GRU Aot 9

L5
F oAk RAE 29 9%, AWEYS v gE B9 AF 5 9ras

25



23]

ki3

of o

AL
;OO

G

|

—_

=

H)

Fok. CRA®F CRC7F il &

S

ok ATF A

3

A=Al o

Al

1
T

o] ol g HErt gepd

o

26



VI. 24 &

O
Ll‘_._ 1&0 o zf MM
2 - S & o o e
=0 &I " T No y oy o R
~~ — e S — {F Tl = O ou B T
;01_ 1 ~ — 0 ox = ‘@| ~ ‘mﬂ T
iy o = X — ) _ <) ) —_— 1BH e
F P 0 ™ O o) otk B E%awd. e O
— T = iy A= . T — ~ o i
o o BTNy, T N wE ™ = o X! 2o = K o =& T
N GG e o moe w T m o TE ST
9 oo BT P il Ty o N !
A < o B 2 o el RN moHT e o O i
= o Y de A i T = o o X 2 T
B 2T oy T od & ¥ X T om oD Ewow <
@ G TR R 9 Koo F o
o N _mlu N = P e wN Mg T %o AT ns m.m Cl =
D RN Lﬂ%wrmhﬁ T g B oﬂu%.ﬂw%
<2 B oo U p o om ) N -
<0 O ° 1o = oo A T o = 0 &
‘oF “ o RO Lo o 0 o o B "R 2 = 7 IF
T = 8% o = 7 T = o 2o G T G oF
5 = % LR R x - 2 Wow T ook M
m@ K o oy e - ) SR = T o O =y CLS|
T B o H Nfo ios A o T w o Uy N _m_. i = o
q T oe® o o = S o =
T g AE W s I T o B og O 7 o= M
G = 5w LT XN oy M X g X G =~
%zmgaﬂm %Muw_%% Mﬁﬁ%ﬂ@mmﬁw_g
J— | . . ) — —
mﬂ1o_am%ﬂld %@x%uf S5 T golﬂxix
oo T = B - T T = {y
G _ o P a«%%%%%ﬁmlJﬂ
TN T E T ; = mM}h1xLC7nmrl
%0 = = 3 G Ho g P am 2 5 = T )
— — —~ — —_ — =0
0 W ) 1,” ﬂ,_Al X = X UT oy ~ H.mu.wyrwv Jl o ml_ JI ~ < WL H_.a S DT_
_lﬁ_iij?q _@Jﬂf.vmigfiag;
A %HW% H%?Vm@ﬂrwma@@omwman%%ﬂ
@nour?1ﬂwﬁ q%ﬁwxﬂﬁﬁﬂmﬁxAgm%mfﬁ
T E AT S NN )
ol o 3 O o 5 o B - - ) N M_. 7 % o oo o 2
O = . _~ = —

i H%ﬂ%qgwmﬂggﬁgﬁmomaqui
) = o — ! \;J.mﬂ !
aiom;f;mmwmgnfé

f —_ S — — 0
T B S o W_ Wm ‘Wl Hyl e

27



©
ot 5o & [ B ey g T
- 5 l = oo o )
o 2 mﬂ - E! " T M ~
o 2 0k < o o 7P hd
- e = ol = o) ol = i
. SO i R ol =~ - T}
o 5 o o o < ™ N it ©
oz 8 = g 5
o ) ~o Sr . i my
o N % ﬂ X 0 o N o
- S = 1 oF R =
— ;Oﬂ ~ E|M — J”
A i i EL s T
T T = T N o BT L al
E X o > o (e
T2 5% = FF oz B 0
o = . : s _
o oF T i o < o 3 G
o o = = . m it o U=
alg] =W 3= al 1 = M- ° o N
i XTI zi ﬁi _]ﬂ_ﬂ ;lr.yl L ,ﬂﬂ T ~o o UI
= <o B ok X = X N
X . = = X o o o R = <
SR iy Wy = S oF
v C % N S X g = o W=
TOo v — — @ ~ ~
i S o Mo E 2 = I
= S - < . . X F oo
od s o - P g X0x oo N
T E T P S < ERCO = il e
UT == io = o) 5 © ~5 o) r o) X o T
A , Eg =8 3 &% X . 2T 2T
X - oy o3 o X = 0 X . &) &)
S - [ CoM T — - -
Mo 5 oo o) . X o T = S~ N~ R~ N
N °® (O I N N T O T R F W
T oM T x AU OTFE AT NHE MR OFERX OTFT
— o~ o < o © b~ S

; ICH-GCP & KGCP guideline. 20001
. 2000.

=
1l

P77
28

}

0
pud



11.

12.

13.

14.

15.

16.

St d&4. shar9 AdAlE A3, T Korean Med Assoc 2010

TA3F. oA A v, J Korean Med Assoc 2010 September ;
53(9): 744.

2ok S5 o|X] http://ezdrug.kfda.go.kr/kfda

L7 AR HALG S E o] %] http://www.konect .or.kr

AN HAT3] EH o)A http://www.ksct.org

29


http://ezdrug.kfda.go.kr/kfda
http://www.konect.or.kr/
http://www.ksct.org/

=]
51

Al S Z U H 8 U (Clinical Research
Associate)] QFF HF ool
A ASE 9 /év:fﬁ/\}

BOAEAE QAT B Ao PRI 48 SAFel 9

Al 2 =

Hpw Al Zhed) AFel SIFAA AL

Arista BT ekl Aotel ware ety 1n =4

30



A. GubE AR

s Aate] Awrd Aol W@ AEQUT. A
Hhg o,

A-2. A3t ol=?

ks Al

A-3. Aste] dA +FAE?

Q=A A k3| AL
U] A k3| AL
2]=+7A CRO
= CRO

Z1¢f

Ooogon

A-4. At A AFLEHIFE?

d MR-

A-5. Flske] A A0

=

0 A O F3

ut

of

°9

A-6. Flste] A

O efst O gtmst O /g

[¢]

s

O ve O3 078

Geo 3 747

A-9. gk CRAR 9”9 ol#g AdsFU7?

O slvk O 13 0O 23 0O 33 [0 43 o4

31



A=10. o] Alell 7HF agfshs F52 FAJYUL?

0 A% 2 BIFM O AAY FEY adE 0O 7

A-1L Ashe S1RolA] AAshe dgAERA wES Gz Bit @ 9 ol
BIRER:

3

A-12. nSo] Afo] Ego] HAFY7M?
(& F-u 5 ol ARt SHutEy})

O A3 ofytk. [ oYt [0 ®BEo|ty. [ 28t [0 w9 238t}
A-13. # 13 Ht AskE @93t Project /M52
__wd

A-14. 13 Hy A8/ ¥998taL 9= Projecte] THE? (MEEE 74 HE

=gy}

O 173K %) O 2%4(C__% O 37 %) [ 47¢/PMS(__%)

A-15. 3 19 Flske] it obF JFAIRES B ALY 7E?

32



g2 Aste] g #HE dFF 2 AqEes wE dS dotry] 9
sh ARy 7 E3EE sdste HE VT AL
AFEF A O W B8 Q%8s O HE @ A5 O 9y 4
A% A O "5 odw @ oJgdw @ Be @ % ©® s A=
B-1. 43418 X3 d7FF A= AEls A% HF/ A3
g A gl
LAA 2 A% % "
A]
-AlE A o} AdAE T
Tdd oy Au | O @ @ @ & O © 6 @ ©® O
TT%]’BL*]@%EE 7+
w7 E =]
2. YA Fe dast
u) Zu), )4 @ @ ® O 2@ 6 @ 6 O
3. YA HlE v
s} A4 @ @ ® O O 3 @ ©® O
4. AgAge] Hagh
2A] ZH|g w4 O @ 8 @ 6 O O 6 @ ©® O
5 937 23 =59
-0 g 23 |5 A
A, 98 A FHe | O @ @ @ ® O O 0 @ ©® O
2 ARt A HF A}
2y 59
6. RUEE FH
A EYUHE Al @
A= oK
Qb N poooe | 00e @6 | O
-EUHY d4g g9l
2 G o ok FA
7. A¥AEZRE HS
& 2o sl 2006|0006 @06 O
8. dH7TAH ¥ AF
A 2% o o] O QO 8 @ ©® O 2@ 0 @ G O
9. Source data
verification A& (Z+
% Medical record <} D20 @0 D@80 =
CRF #2l)
10. DRF/Query 314 O @ Q8 @ 6 O O 8 @ ©® O

33




ARG AR D WS BS QBS @ HE @ A4S © v He
AHe AE @ S olEe @ olHde @ BE @ He © e A%
B-1. 93N E 23 ATF A dele AL N/ A B
& 2 9

11, olAwts /T st
U BT R | D 2 0 @ 6 | D @ ® @ ® 0
g9

o] x}oko b T
e * ¥ 000006 | 0020 @®6 | O
13. 9Aeke] F24)
dugqusmea | D@0 @06 DO 06 O
14. FF 57] D 0O 0 @6 | 0006 @ 06 0
15.Site staff training O @ 6 @ ® O @ @ @ ® O
16. A" EF
site®} vendor Aleldl | @ @ @ @ ® O 8 @ ©® O
A3l ssue =A
7. 2HHE =) @ 9 9 @ 9 | @ @ © @ © O

4

18. ZYEE A A
 issueE ®H/EAI | O @ @ @ © OO0 o 6 O
H

19. email ¥ Follow-
e D2O®6 | 0@ @6 | O
B-2. %4 9% 7T A= NHES A= | NI/
# 3 g
%
Alokx] wl
L2 rER®Y 90000 |00 @6 | O
U] =:]
i E " 90000 | 000 @06 | O
ARCEER N
P, 2006|0206 @6 | O
L gaAde dad
Agol g A7l | D @ ® @ 6 | D @ @ @ ® | O

47 A

5. Archiving

2 H= flhng

34



YT A= O % @
Aelg A= © w5 o

=}

=

Y
Ho 4o

oo
do
(XS
2 52
oo
do
@
e fe
ol oft
®®
oo dlo
SXS)
LA
o dlo

==

2
<
oft
lo
ol
2
oo
o
o

N3/
# 5 9

,_A
Q

CATAstel oA

©

FAEASES 9]

b
Mo 2
E f

Spbstel St

0| 0o

O} A

HYy Z °JJ+4 9]
2% (IRBY #A
AxA 2 5

y H

CRAE O AR

o) o|Aa%

meZLﬁrLr“k>W$.Nokn
Ach
rr‘
—|—*
L
%
E
o o -

oo}

-4. 7]ek JF

SEESE

/A3y
& A gl

=
z
©
r
=
Ho
o

&=

O

T DN
=
e
IS
r
=
Ho
HN

Tu=
e 5o
BN
o ~

O

I = g
Ho
o
}“\>~

= e
=

01/\1—}\164011 Q3
AaE Rheth

-9 25/CRF A%
-Z+% ArIE (AT A
o, At ),
/A A /7=
Az S

5. A7 #A dF
-] AHA
-] ALk
A8 g5 9 e

i




YEG AT D e BE QBE O HE @ AL G o AL
qHe Aw D S ode @ odE @ HE @ AL G vS A8
B-4. 718 9% SEEDEE daed A% | A9/ 9
2 2 gl

6. A 4 ]
Selme Aoke] %
s A l|ree e |00 e e | O
S, A% 93

hva Il o
;*ﬁghﬁ‘o‘j@@@)@@ DO 6 @6 O
8. AA(Audit) 2 &
B ZA}(Inspection)&= QO © @ @® ® O @ Q0 @ © O
N

36




i
52

AAA A Z Y] o] (Clinical Research
Coordinator)®] Q5= JFHofeel &
A AFE Qs AEFA

3 94 A AP

SloM, Fste] Rt grEE s olele WS 2] 918 A4
g9&Uh AsE SHa HEAL FF QA @mivelee] QR
A3l el 2o 958 ATARE 2 Zolw, ¥ AT o9 =
How AgHA B AYUTh Ee, AT Uge vHe] wiHnE
B 4o gl g9 P =y

37



A. 4urE AL

e Astel AwA Age] o ARYUL A = o] | o
uhghu ok

O O A4#

O A O A% O SEE

A-6. flske] dA AFTEHEeEE?

A-9. 918}e] CRCEA] F &8 Jd5E?
fE—

A-10. #13k= CRCE % Wo| o7& 74

)%
L

SREU 7

i)

O ogivk O 13 O 23] [ 33 [0 43] o%

38

FA171



A-11. o] & Al 7}

] 7€}

o F-ofl A A

s

]

A-12.

A7

8l /i

guty

<
o

}t

A

9
=

)

o] Aol ol HJAFUY (8]Fas olf 7

A-13.

th)

sh th [0 mBolty, [ gk [ uwje o)

{ otyt. O

&

%

]

2

Project 7l

s

st w

ad 7

by

A-14. 1d

Project?] &&F+=?

= 1

%)

%) [ 47¢/PMS(

[ 37K

%)

%) [ 273

[ 17

2 AU

—_
fite)

o

o

2)

| 13 FAste

=

A-16.

A-17. A8k A EAYolH =z dA) 5ol w57

ot} [ HEolt},

s

0o

39



kb
)
P

ol ol

2 &2
M do
o

N/
2k
& 2

[e]
=]

1L AFA 2 AR %A
A A sE gt 2
A ojopeta Au %

OO0 6 6

I3 == A~

3. MEEE =4 2 &

3

4. AAS B 2 i
-HAAE RSt 21X

X
)
=~

[ = 2~ O

—o] ks W Tk g
|

7. Source Data (medical
chart, worksheet) 24

8. <715 4] (Case
Report Form) #A4/9 =

40




9. EUHH g
-EUHE A e
Issue &2

-EUHY HAAE o
9 AHE A F{H A
-CRA®} EUHH issue
of tj3l] =2

10. DRF/Query 312

1>
7
I~

=)

2 [RB A/

=

e
o,
X

g

2 EEA A

lo
Lo
i)
R

32 FEA

5
Ole o>
ox

ofl >
)

rﬁ'é,

dea A

FAke] M¥

1 =
A 2,

o 4 = [ & e 0 |y =

41




Be 3
SEEE

LAvAse S2E | 0 @ ® @ 6 | 0 0 ® @ 6 | O
. aAss ks | 0 0 ® @ 6 | 0 0 ® ® 6 | O
pRERiad Ml v e v a0 |00 e @06 | O
1. @A £

olsle] Wql Aol o

Al loeves | 0neo®o6 | O
A A9 5

SEEAAERA AN b o s @ |00 B @6 | O

Wy =

A (Audit) 2 HEjx
}Inspection) =H]

> o

e e e|e|e
CHICINCE TR
© L e|e |
CHICINCHRECHNC]
@ e

eLee|e|e
CHICINCR TR
© Lo |e |
CHICINCH NG
0o e|o|e

(I ) I IR O O

42




=]
753

CRA AT-7]1%A (2 T4 Aok

® Obtain and maintain essential documentation in compliance with
ICH-GCP, Procedural Documents and local regulations both in the
office and at site.

® Actively participate in internal and external meetings (e.g.
Local Study Delivery Team meetings, country investigators
meet ings and so on).

® Contribute to the selection of potential investigators.

® [nitiate, monitor and close study sites in compliance with
Procedural Documents.

® [ead initiation, maintenance and closure of the study master
file, investigator study file (ISF) in compliance with
Procedural Documents.

® Share information on patient recruitment and study site progress
within Local Study Delivery Team.

® [(Update data from centres in a timely manner.

® Manage study supplies at study site level.

® \anage study drug supplies and accountability at the study sites.

® Train, support and advise study personnel in study related
matters.

® Perform source data verification according to SDV plan.

® Achieve the respective assignment according to timetable

requirements.
® FEnsure accurate and timely reporting of Serious Adverse Events.

Ensure data query resolution.

Prepare for activities associated with audits and regulatory
inspections.

Provide input into process development and improvements.
Track and manage agreed payments at study site level.

Keep track on research intelligence in local market.

Contribute to process improvements: work with other members of
the organisation to share knowledge, experience and best
practices.

® Vork with Data Management to ensure the quality of the study
data

43



CRC #F7]aM (e A dAdd)
o ATAIM AHHE

o SHVISA AHAFE

® KFDA, IRB #&# 5

o Azt =y

® Pre-screening

e g AL X

o oA FHE A Fof B AE By

o IIA HFT A H FF

® IVRS, IWRS, e CRF, Central Lab 5 n& B ¥
o 9 =¥ g (=] ddATY A5 )
o o WE T FA Ao % FH

o I EF &Y

o I FA FH

® AL v F g

o A FH % F9

® ks AX FH] @ F3P(V/S check, ECG & *3)
o /EA % FHEVIEA £H] L A4

o A FFAY 5 uS

o I} ] (Compliance)

o o|gnkg ¥

o A Ui, A, B, wiE T P

o HA %, By, diF T

® (Query, DCF 34

e FuUHY FH % 4

o H7 e AujxAF £ 2 &4

44



Abstract

The study of workload and task difficulty
for Clinical Research Associate(CRA) and
Clinical Research Coordinator (CRC)

Su Mi Kim

Dept. of Pharmaceutical Medicine and Industry
The Graduate School of Public Health

Yonsei University

(Supervised by Professor Hye-Young Kang, Ph.D.)

The purpose of this study is to investigate task difficulty and
workload of Clinical Research Associate(CRA) and Clinical Research
Coordinator (CRC) who play a leading role in clinical trial, and also to
provide fundamental data to train and manage human resources in clinical
research field.

114 CRAs and 126 CRCs responded to survey performed from Mar 2011 to
Apr 2011. The self-administered questionnaire used for this survey is
divided into total 4 criteria and includes questions based on their job
description.

The result, the people whose career between 1 and 3 years feel more
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difficult than below 1 year both CRA and CRC(p<0.01). CRAs and CRCs who
changed their job in the past feel more difficult(p<0.05). CRA and CRC
feel difficult differently according to the type of company and
organization accordingly. In addition, CRC has more projects, feel more
difficult(p<0.01).

CRAs responded communication is the most heaviest workload(3.24£0.731),
and the most difficult(3.04+0.680) than any other tasks. CRCs responded
communication(3.31%£0.743), and performing clinical trial related
activities are the heaviest workload(3.314+0.825), and communication is
the most difficult(3.06£0.613). Especially, CRAs not only feel most
difficult to understand protocol and procedure in performing trial related
activities which are the main tasks of CRA(3.30£0.875) but also heaviest
task(3.44+0.893). CRCs responded the completion of case report form is
the heaviest(3.824+1.031) and understanding protocol and procedure is the
hardest(3.294+0.768).

In order to find how the personal character and company/organization
character affect to workload and task difficulty, Multiple Regression
Analysis was performed, and it shows that the personal character and
company/organization character are low power of explanation in CRA as
well as CRC. Otherwise, workload is over 60%. Both workload and task
difficulty have a strong (+)correlation that means more workload, more
task difficult.

As a result, highly influential workload should be considered when
tasks are allocated to CRA and CRC and give them adequate training and

enough time to familiar with protocol and trial related procedure.
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