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Construction of Post Competency Evaluation Index System for Drug Registration Specialist

GUO lJianfei', HAN Sheng’, CHEN Jing', SHI Luwen'" (1. Dept. of Pharmacuetical Administration and Clinical
Pharmacy, Collge of Pharmacy, Peking University, Beijing 100191, China; 2. International Research Center for
Pharmaceutical Administration, Peking Universtiy, Beijing 100191, China)

ABSTRACT OBIJECTIVE: To establish a scientific and objective post competency evaluation index system for the drug
registration specialist. METHODS: By searching the competency model literature of drug registration and registration related
documents, combined with Spencer’s Competency Dictionary and Hay’s Competency Dictionary, post competency evaluation index
system for drug registration specialist was formulated preliminarily. Through two rounds of Delphi expert consultation, experts in
related fields of drug registration were consulted by letter, the evaluation indexes were screnned and revised, and the weight of the
indexes was calculated by using the superior order diagram method. Based on questionnaire survey, 232 drug registration personnel
were selected as research objects, and then exploratory factor analysis, confirmatory factor analysis and internal consistency
reliability analysis were used to test the constructed evaluation index system. RESULTS: The post competency evaluation system of
drug registration specialist covered 4 core dimensions (registered professional ability, relationship management ability, professional
development ability, personal comprehensive quality), 11 sub-scales, and 41 measurement items; the weight of the index was
confirmed. The establishment process of the evaluation system showed that the expert consultation had high enthusiasm and good
coordination; exploratory factor analysis and confirmatory factor analysis had proved the scientific rationality of the index system.
CONCLUSIONS: The post competency evaluation index system for drug registration specialist is comprehensive, integrated and
scientific, can provide reference for evaluation and management of the drug registration specialist practice.

KEYWORDS Drug registration specialist; Competency; Delphi consultation; Evaluation index system
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F1 HMEME R RGETITENfEIRE RIESR
Tab 1 The framework of post competency evaluation

index system for drug registration specialist

A0 ) T %A
AR ALEHBRRE ) A2 R 4
BRAEHRES  BUGERARES BIHHS B3I BTN 184
CEIUKRRN  ClUERRER CoB RN C3 MR N 164
DIMGAER DRSS DR DIAAER DS AL 134

12,1 RIEZRER ARG EREERRECS O
AR KL 2R @25 SR 57 A8 f st 2 b
HMTAEM S L5 B IR S @H A A4
2y IEAE R A T
1.2.2 gl Rl AR RSB0 4 DGR
L3 ~F4E 3 J 59 A~ & 4% H 1AL 24 i i B3 i 4o
FEAE ST PP FR b, gl 2 5 i & DR 67 BEAT T 1A
FEARE IR " HEA 1A 1 38R 5000, RSO F 3 & 54T
Gy RAB ML o R4 sidi it 2 (Likert) 7 255 1E R
T3, T (AR AT S 2“7 (R R EED) il
IR [F B B B R B L 50 He bR
K A MR A ISR L.
1.2.3 PRSI [k MR & ik . 7E5R 1
R AW, 2 RS R AR A 1 1A (M),
o) B (6,) ESRE(Y) W (K, %) . DISHE
ISR IR , MR, W8 FR B B . o F0 VA4S
PRl B HORRE . KJ& MRIAN TSR bR , S8 R HE bR ds
5 MU A (REBEE) LR GS 5L RO
() EARL s KRR 100 % , 8 FR T ZEVEBS . MR K1Y
FHETHE 2 FYE = B8 — Al 2E 1800 T AHE R
AT 5 VI SYE TR 7 vk FUE = B8R 22 15 0%
FHEM AL . XHF LA 34N iR B (M, KV, P
PIRE M MR bR T LASIBR s 3T 1A s 2 M RIEARS
K& R bR , 25 A RHA R RS ), 25
FAG R LA TS . AR E s ge 125 2R e & K
XFTFR BRI TR B N BB A BEFTUE B RE
WS TES 2 5 pRif) . 55 2 F RN 25 oS , -7 M) 46
A PURUBCHE 20 A6 52 24 S T 5% 5 067 BEAT: 1 PFA 45
N
1.3 H/REESSH

K HI SPSS 22.0 B A4 X Bl 41431 o R M.,
V, KA TRERE ST 5 R )36 [0 A HORFR BRI
U AR s RS Je il 250 w(Kendall”s W)l V2K R
AR L M RTERE IR T R, A R
B /)N, W38 B 2 GG RIS N 25 R DA 45 L sl s
R REEAR E URAE  SR LR IS & B RAT
YRS TR, P<0.05 NESASGHFE X,
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2.1 EREOLERFTEMN
211 LRBMBE LREWFERETREAR
0 A TEREEE" . ABFIEE 1R 45 50 £y,
[ A7 53, [mICR A 91.1% 5 I B3 [ 25 () LA K T
300 s 18 11 05y I3 [00) 265 D78 PN 25 ) e A ] i 30 A [])
e R 2k 909% ) () 5 0y, SRAS A R 45 31 4y o 55 2 48 1)
B F R 100% (31/31)
2.1.2 BREZIWEFEE L5 e ki) 1 2 e
WE % 51 AT J7 09 45 A 48 45 19 1, 43 5 R 0,109~
0.284.0.102~0.257,, A] WLEE 2 8 & KK WIS 45 A5 hn 1T
Wi ShARREE AR /N G WA SRR . P& R
B WAE 510 0.421.,0.397, 2 Ko B, 22 A St
X (P<<0.001), FEWLZF 2, S50LRW], 56 250 UhR R AL
55 LAY, R B R B IR TEM 2R T HL,
xR2 EXRENMAREE

Tab 2 Degree of expert opinion coordination

i 4 ¥ Fa P
Bk 0.173 0421 744,667 <0.001
Bk 0.139 0397 548.072 <0.001
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J13EWE % Q13Z.Q21Z FKk Ty Uk AT 8. 5 1 #1EUR
FEEFE ML A RIEIL R 3.
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Tab 3 The expert ratings in core dimensions and sub-

dimensions in the first round of inquiry

16t5 M5 b) J K, %
AR 6.129 1455 0237 811
ALK N 6.484 0.890 0.137 935
AL A 574 1.032 0.180 §7.1
BERETRE ) 6.161 0.969 0.157 935
BIWERARE N 6.484 0851 0.131 968
B2ERHEN 5.968 0.983 0.165 903
B3 skt 6.000 1,000 0.167 935
BA4 P 5613 0.844 0.150 935
CELLERREN 5613 1022 0.182 871
ClF R ) 6.387 0.761 0.119 100
BT 5516 0.962 0.174 90.3
C3 ik 5419 0.886 0.163 83.9
DIMNGEAER 6258 0.729 0.116 9.8
DI ARE ) 6.258 0.631 0.101 100
DRSS 6258 0.855 0.137 96.8
D3fLIEIN 5.645 1.018 0.180 90.7
DS AL 5.194 1302 0251 80.6

R4 F2RERTANROLHEENTHETS
Tab 4 The expert ratings in core dimensions and sub-

dimensions in the second round of inquiry

fin M5 b} J K, %
AR 6.387 0919 0.144 935
ARG i) 6.645 0.608 0.092 100
A2 SRR 5.806 1.250 0215 903
BRAEHAE 5968 0875 0.147 933
Bl@AES 6.484 0.570 0.088 100
B 5839 0.898 0.153 903
B3 s Kk 6.000 1211 0.202 935
B4 5742 0.729 0.127 935
CEIERREN 5871 1.088 0.185 935
ClRERE ) 6.419 0.807 0.126 9.8
BT 5.806 0.980 0.169 935
C3 ik 5710 1,006 0.176 903
DAMNGAER 6516 0.508 0.080 100
DI ARE RS 5.903 0831 0.141 9.8
D2 RE 6.161 0.779 0.126 96.8
D34 5710 1039 0.182 903
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2.3 BN EITEER
F WL XS 56 2 Fe /R AER R Z 5 e
MIAZ O YEFE - 4E B R i 45 H A T ACER 1158, $R Y
i 245 it T & 53 BEAE D DGR I 2R . 25 i L i
BLHEAE TI PPN R R & A AR PR A TS A5 R L3R 5.
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Tab 5 The weight of indicators in each dimension of
the post competency evaluation system for
drug registration specialist
ARt C R & HE, %

MR B

AN i 3250 ALEME A 23448 Qliz 7328
z 10.259

Qz 1.466

Q6z 4397

A2t 7802 Q1z 0312
Qz 1872

Ql0z 2809

Qliz 0936

Q22 1872

BEREMAES 18750 BIWHIEN 8.203 Ql3z 1538
Ql4z 3589

QIsz 0513

Qléz 2563

B2ALRHE 3516 QI8z 117
Q197 1,953

Quz 0391

B3 fRss it 5859 Q7 2930
Q4z 2930

B4IHHES) 1172 sz 0358
Qez 0.163

Q1z 0033

Qsz 0.098

Q9z 0293

Q72 0228

CHIk Rk 6250 ClffilEEE 347 Qlz 1157
Qz 0386

Q4z 1.929

QiR 2083 Q362 0.694
1z 1157

Q8z 0231

C3 e 0.694 iz 0.083
3z 0250

Q4z 0028

sz 0.194

Q67 0.139

DIMGAZRR 4750 DIAREER 10.938 W7z 0.684
Qsz 2031

Q97 4785

Q0z 3418

D2 ) 3812 Q522 16406
Qssz 16.406
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e SO JHEAT: AR A AR AR A TG 6, B e
TR A R G ) ) AR A B R IEAN R, X
FRERREARBEAT MG A, I 0T DS Bl A TR R I
T3 ANER UEE A 520 A it S A AT R R [ 5
LERG LI WTRERY A A RO A, — Rl IR R
PR T3 A IR UEE DR 520 ik , XA B it e kA 7 1
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FABRE A3 AT PRI , AR 9% R AR &R MR - B
55 UE P R 143 B %o 4 2 1) 24 it e I B S TR R A 7 255
38T

241 FEARFFIENE O B PR TR [ P R 2 e
TAERIAR SN BAE AR X G2t A T in 82, B b ABE
REALFE ML BR DL MR ] 1 5 A, A5G & 4
P UNUAINE S 1§ = /N O [ B £ i 57 9 2 e R 41 7
FRT, IR T 30045, [0 274 43 , IR TICR )4 42 455,
SRR AS B A R 1] 4 232, 0 8 R K 91.33% , A RN
84.65% . 232 Z AN G AEWE L) 31~40 & O F , 4t
133 N(H757.3% ) 22 107 F B AR i1, 53050k 100 A
(H43.1%).105 N (15 45.3% ) ; L\ is §ELIZG 4L Ny
F, 3180 A (5 77.6% ), Hr i K%l H A 16 A (5
6.9% ) ; BEA 82 N (5 35.3% ), & FEABRIEAR , 3% 547
M A PR FE A — S0 R T 6 58 AR HRL
142 N(61.2%) ; A 54ELL E TAELK A 183 A
(H778.9% ), Horh N 1 AH G TAEAFBRTE 5 42 L) 1Y)
A 116 N (5 50.0% ). 4558 R, SEE TR 2 X R B2
AR X 24 SR BB BEAT 1 RAE RN B
—EMAIERE . X R IAFHEE L2 6,

F6 PEXNREXRFME(n=232)

Tab 6 Basic characteristics of the respondents (n=

232)
JiH FHIE N B, %
T 5 8 353
4 150 647
B <30 61 263
31~40 133 513
41~50 29 125
>50 9 39
#hi fiit: 12 52
fit: 105 453
A# 100 $1
BRRUT 15 65
Ll ik 16 69
i 180 776
T2 36 155
WS T AR, <5 116 500
6~10 69 297
11~20 40 172
>20 7 30
N IR 55 59 254
HMHEBAR 8 358
PHEMEASR 75 33
AR AR 15 65
2.4.2 REREMWERTFH XA HERE Y FT A I 5%

H 17 Bartlett ERAKS 36 1% i 25 1 Al KMO i % %5, H] bp
AFEA G IE A TP R R R F 8. HIW 45
T 25 4 B2 1) Bartlett BRIAKS B0 45 R 10 22 S A Gt 24
M (P<<0.05), H KMOHH KT 0.7, W RN A AL
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AT REREE T8 . ABFREER , E& Ik EE
4k BE Y 9 AN I B 4% H KMO B K 0.935 ., FE A4S 43 4 1
Bartlett Bk {44 30 3 {0y * 4 1 684.11(P<<0.001) ; X RE
FEAE 74 9 15400 2% H KMOA{E N 0.945 FEA i
1) Bartlett BRUK I 7" 7 3 419.646 (P<<0.001) ; Fll:
R IRERE ) 4EFE 11 6 A it 4% H KMO 4 0.922 FEAR 43
117 1) Bartlett BRI 3007 (1y* Sk 1 125.703(P<<0.001) ; 4~
NZEE R TR 11D 45 H KMO{E ) 0.954 FEA
43 Aii 1) Bartlett Bk 7R A6 58 41 L * 4 2 841.907 (P<
0.001) . ASHFFE 44 KMO {14k T 0.7 Bartlett BR {4
R 2 A Gei 27 L (P<0.05) , HEWLER T,
R7T BYEE KMO EF Bartlett IRIEE I 45 R

Tab 7 KMO value and Bartlett sphere test results of
each dimension
LA RilsiH R
AWMALRE ) KMO Uk Atk 0935
Bartlett Bk A5 #i 5
Ty 1684.11
i 36
P <0.001
BRAEARE KMOJUHER 4tk 0945
Bartlett BRI Hi
&by 3419.646
i 105
P <0.001
CHl kR KMOJUHE SR 0922
Bartlett BRI
&by 1125703
d 15
P <0.001
DMGARR KMO REEE XA 0954
Bartlett BRI 1
iy 2841.907
d 55
P <0.001

< dEh 1

Note:df is the degree of freedom
2.4.3  BUEMER AT SR UErE b TR R
- (HEJE) 5500 3 2 [R] (4 A J& OC R A5 IR A . 45 R
7N MR RE T RIS NERG 3R 4 B LGS SR B
BE VLR AR bR IE bR s O R G BRI 4EBEFN Ll K e
RE I YEFE WIS RORA KR IAL B R M ez, 4L
PR AR AU O bR DL 3R 8.
244 [EEESHT G FE AT RUES LA AT K
Wk R M S — Bt . 455 AR R R ST, A
5% K F Cronbach’s a R Kz 0 A PFA F8 AR 2R 1915
TR T BEZ AR vE A 0.7 17 25 LB O R R A A
Cronbach’s a R ("M 0.985, 4% 4 & (1Y) Cronbach’s o R %X
o 0.878~0.964, 2 kit VE W & 51 AL PR AR ) & 4E
Cronbach’s a ZEL W3R 9,
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Tab 8 The overall model fit index of each dimension

Ei 7 7hdf CHI GFI ACFL  RMSEA
AVIHARE D 99.424 3824 0.956 0912 0.940 0.110
BRI 384.766 4581 0912 0814 0.734 0.14
CHILk Rk 138,857 3387 0.962 0903 0.844 0.026

DAAGAER 2003 2503 0992 0973 0928 0.080
T RIS IR B (CFD) LA LS 18 8 (GFD AR50 15 4L
(AGFDARIUEN >0.9, I RIRZE B 7 (RMSEA)FRIEH <0.08, 1 /df bR
<5
Note: Tthe standard of comparative fit index (CFI), goodness of fit
index (GFI), and adjusted goodness of fit index (AGFI) is >0.9, and
the root mean square error (RMSEA) standard is <<0.08, y*/df standard
is <5
x9 HARBEMERKAE N ZYE Cronbach’s

Tab 9 Cronbach’s a coefficient of each dimension of

post competency for drug registration specialist

i KEK Cronbach’s a 24§
AR 9 0.944
AL 4 0.890
AV e A 5 0913
BRI 15 0.964
BI i A 4 0.894
B2 3 0878
B3 s hi 2 0.887
BAGIHREN 6 0.942
CR KRR 11 0.936
ClF RS 3 0.888
QEL Ik 3 0.890
C3 ke 5 0.969
DAMAGAER 6 0937
DI AR R 4 0.942
D2 JiRE ) 2 0.906

3 itig

A ST R, WIS T Z 0 R (0] 45 8 A 1 [ IS0 43 5]
HI9L1% 100% , YL K S AT BB
A2 LA RORIA 62% . Fr A 8Fs0) vV, X WAEI1E
AT Z PO, 10 B G 00 D VR R B2 A e 5 T ) 4 e A
TR 5 R LA R ) 24 W IR B 6 AT T
MHARPRAR R VA TR I, IR NE 40 B4l 2R /R 45 4 1
KMO {14 K F 0.7 H. Bartlett BRIAAS 5645 22 5 A G it
2R (P<0.05) ;s iR N F o3 T 45 R o , & llfg
A NEEG R WG ROR AR, & 38 Fe 48 B0y 58
b, G R A HRAE 1 4L B ALl kSR 8 01 4 B L5 80k
AR AHZE R M v 232 . BIRBE K Cronbach’s o
Z KM 0.985, & 4E JF 1Y) Cronbach’ s a %2 %% & 0.878~
0.964, H T IaA5 A HSCHE 2 232 0y A 5 n) 4 , A &40
B /D AT BRGS0 25 57— B ey 5 LIRS T A N
AR L GEAT 43 Sk tff g F MRy =X, DL S A ]
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Cronbach’s o 2R 5085 BE )y =02l BR4s SR Hu SEBR
) i g, 3K SEER AT ST R BR

TE— R ARATE J7 I, 4 A% O 4E FE 35 AR AL
6.250% ~43.750% , H A Wl g J1ALEE Sl 31.250%
Ul B SR 24 b VU R A A A R R T W
FRAH DGR K N TEIE R AR B 58 225 i & L
L BE D ANLE S R A i, 4 43.750% , iX
VR N RO TR AR AR stk
) ERRETT

11 30§45 BE AL M 0.694 % ~32.812% , Horbi %
ArBETy . B FRAEHRRE T N AR RE AR B R IAE 109% DA
o WAl BE A BT B X A R AT R A TR
M HARTE M S HA S mmRAMIAN ., BRE G
TG HA R R HRE ) RES B R E R A
BN BN H e S i B I SERE T R O AR
RGN L BN B Kk shHh TAERUESE  smii > A
TAER FSE . 2550 M TR A 5 & A (e, an
WA RS T FRE R A > A R S %
JE FE AR IS T AR AT B 2318 21— i FRIME . 0 AR
RE IR BAE TR AR BRI A B A A 25 i s e AR 2D
F4 AU , 4911 2017 4F 12 J1 22 H R 26 5 24 b I 48
PR 24 PR 0 R A i (8 T A 25 G i
F) — B PN F A B R (R AR YB3, v 50 4=
77 HR AN S P PR e T e Al — 33 255 R F
PR IR AL T7 58 L2 A W SR 5T, 28 24 i T VY
TSI YR TR EE VA IS AR TS A T2 R
4 JRUIS: Ay AT 4, AT AE R R T B B 2 BRI A A, S A
Tt AL R4 T2 1548

H A, 705 6 T % 24 S 5 R 67 AT 1R
RZR o ASWFSER I 245 b T W % 03 05 kAT 0 PE 45
PR R EEI AR BEALHE T AT TR G i i M i
(GEBFFERE ) RN R AR ) AIE RE T AEACRE T 4
FHET SRR T (RS EE T ), A Rt RE ) (IG5 H
P IR ELRE S N ASRE ST ) X BEAT T PR R 58
HE A RIS A A 2 R B L AT
PR R AR B SZ M 25 5 RS DLEAE T i s R R, vl oy
A AA #E RS 2 X & 24 S E & ST AT
R EA —E B
52 ik
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