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Analysis and Enlightenment on the Requirements for Human Resource Training Indicators

in the National Regulatory Authority Assessment for Vaccine
WANG Jinzi ,MIAO Cailie ,TANG Han,ZHAI Qu,FANG Jun

(National Medical Products Administration Institute of Executive Development ,Beijing ,China 100073 )
Abstract: Objective To perfect the training system of Chinese drug regulation team,and to improve the ability of drug regulation.
Methods Based on the National Regulatory Authority (NRA) assessment for vaccine by World Health Organization (WHO) in
2022, the relevant indicators of training in various sections of the WHO Global Benchmarking Tool (GBT) were summarized and
interpreted. Based on the existing system in China and referring to the GBT, the current status of training system of Chinese
regulation team was analyzed, and relevant suggestions were put forward. Results and Conclusion There were nine sections in
GBT (including 62 indicators and 268 sub — indicators),of which 18 sub — indicators were related to the training requirements. Our
country has basically established a relatively complete training system for regulatory personnel, but still leaving a lot to improve
compared with the requirements of WHO. In this regard,in order to further perfect the training system and improve the ability of
drug regulation, we should further smooth the linkage mechanism between national and provincial education and training work,
optimize the matching of training plans and capability frameworks, and improve the closed — loop of training needs and assessment
for training effect; we should further research on the regulatory science, clarify the competency requirements of each position,
research on corresponding competency assessment methods,and create a curriculum system guided by competency framework.
Key words: National Regulatory Authority assessment for vaccine; World Health Organization; Global Benchmarking Tool; human

resource ;regulatory training system;drug regulation

WA IR S 2 A A B BT, NI RS RE ) (R Ik (2021016 %5 ), 5 31 St W A BA AL
BRI T 25 0h WA RE T IR BCE #2021 4E5 H, FRBEML L AABESI$ 71 TR, s e 1 il 2021 4F
[ 55 B In AT BN R COC T A I 24 i A RE 0 it e 12 9 L IR 520 i W B A R i A 0 1 [ R 24 it 22

TEEWR B E S SN EEEARAAE F R A A e [ NMPAIED2022Z02] .
F—1EE 24T, X, 0L, 305, AR H GAR S G RE4A, (BT 15H)wjz@nmpaied. org.
MBIEEEHFE, B LSBT, RS AR RS RE A, (BT 45 H ) fj@mpaied. org. cn.

ZIIIFIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIFIIZIIIIIIIIIIIIIIIIIIIIZIIIIIIIIIIZIIIIIIIIIIIIZIIIIIIIIIIZIIIIIIIIII>D

Ma% B aA7[T]. P E 21 ,2019,28(10):62 - 64. FAE[)]. AL, 2020(10):47 — 48.

[13] &4 . REREEEAERFSEZF BRG] [16] 2%, &R %, 2 M. KFRHHGG M F EIIE 4
AT E 3 ,2017(13) :69. 5 #IA[T]. ATkt iE R, 2020,46(3) : 245 - 246.

[14] 29 . R RB G SR LRI L0 (]] HFEE, [17] 48 % . 2008 F ERTHRBA TR EFZEZACIAG® S
2019(9):197 - 198. H AT E 2k ,2009,18(18):8 - 9.

[15] B4 &, 22K, MW, 5. REASI LT L FoyLs (WA 39122022 - 09 - 29; 4 18] H 1512022 — 11 - 09)

13



AEEE-

Pharmaceutical Administration

¥ %

China Pharmaceuticals

202345 A 20 H 55 32 %45 10 )
Vol. 32,No. 10, May 20,2023

A KA i T R SR AL ) (I 245 Wi 25 (2021 )64 %5 ) , ]
A N5 Ll A A BT, 4 T B T A AL
B Z i, KR I L AR I BE S A T
228 P R 7 W A R R (NRA) AL i i B B A4S bR, 4
BRA WA ARG RN DX S 1 4 085 v B N 0 IR R I
TAEN 2022 4, 30 B i T — R T NRA PEARH 2,
NIy v S AR B TR PR R H A 25
AR SCH I i XA S AR 24U (WHO ) 4 BRIEHEPEAYL T
HL(GBT) i A7 B RS VI AH AR AR B R |, oA 36 [ 24
i WA RSN B , O 455 GBT 25K KAk v WHO
LM UL 4R A e S, A R 3R [ 25 5 W4 AL
BRI T AR T ANk 2 [ PR Se K422

1 NRA FHE TEIEREXR

1.1 GBT f&i&

GBT & & A2 BR A I PRAS A i [ 5% W 4 HL A
(T Al A WS T AR SrE i &t - o WHO £ %
A5 B GBT XF NRA (14 £ 35 A0 55 s A7 5 03, 13T
B RO AT AL A ), Xof etk Sl 0 St 1 1 7
WB B TR, DL T T M A A 2R 190 5 A i
B (ML) K70 % GBT F8 475 (A £ A 434, A7 B T W A
R FRBE T LT .

GBT 43 JuR AR B, Hovp 8 4N Syl H T e Al e , 4
5 R WA R R (RS) M A LT R 0] (MA) 251
(VL) .37 W gz il (MC) AT B0 al i@ (LD B
A (RI) 5255 2 A6 A (LT) A RS W8 (CT) s i A7
1A AR I8 FHSh e b [NRA HIL25 % (LR) 1, f0U3&E T
R A W o LR AR R AU 5 62 TUHE A5 , 268 1015
B o WHO H4 57 48 b5 4 ML 43k 4 9% o 38 23 W48 A5 19 56 1%
0, B 2 WA A 2R R ML K 4390, S R 4 2. 19%
IUAFFE WA R R BT FRE S 5 2 9%, BB A $UA T b 221y
WEAEHARE ;390 Fe , RAFis s, 5o s g — , 25 W iR Ak
FEARAG BN PHAT 5 4 9, 4545 W3 UL B 4 BB 78 4 1 7K Tk
(REIRI 2 T Giinnn
1.2 AN HZEEZIEXIERHIER

WHO A A, BEUIJE A4 £ & JB N B3 T A S 22
R —, Db A 18I I G ZL R N4 IH
4 5%  QOBRRAE 2/ 0 U AR 36 2l A TR N BT 5K
Tt AR R DR 13K @4 o4 TAE N 5L 85 JIG
SRR YIAT RO B UE 18 5% ; @ T g TVE A B 1A
PEAG R ZOK H A BRI R 1, 8 B I 5 2K, DA 2 4
3 H AR s @B EE ST IR I B B UG shA vk i L
X 18 TV A A AE JL R AR A (R B, HLX) ML A 2R
B RS Ak (3 e @R@) Jy 4 oo, HoAs b (3 X DFn
@)K 3%

R WHO AL ER , NRA % 1&i% F TAE A 5L

14

SIS B E AT SR ET IR 1K
BE NS0 o7 5 A AH G F8 ma SR, D AT 202 SR
T A T R S A AR L B AR G T AR IR ST , IR IR
2 EFIHR B bR NG — AR UM R A R
AT ARG U TR AT 582 . B NRA B A AH R 8 R 58 5C
P45 T A i GE B T AR AR R UIRC S 5 BoR 52t . N
BBV H %) 150 S50, NRA 0645 8 37 — B ML %)
Bl R R AT 2 4 5 A, DA G IE B 5 U176 h 9 48 3%
PE X T2 TAE A G, WHO —J7 TN K, NRA L B
SRS S TAEM MR R RS, IF LA R8s,
W BN D T s S5 IR E RN, 6 5T S5 AR B B 1)
B MBEIIEK ; 5 — I B R 7 8 5 O NRA 2
7 e WE o 1) ][] By - ¢ T4 N B3 R R T RS ak, DAk
B TAE N B AT W ULRE T 75 (HL B ol it
B I oK .
2 BREEERIUR R EBRIEEZERI LS
2.1 T RIBFILT S MEFE

B A, T8 24 i W AR 1 1 R R AR R RS I
Rl 72 A R 20 0 W B A8 LR T R 1 I A EL
B2) AR IMEBR THEE B U S AT AT TR A B
2 E) Ry BBl GRAE B o A T AR, TRAE 12 H 88 F — 4R B
F RGNS o N ) 2 () s 8 Be (LA i A v
Be )T 45w R R A B VIR, S B B o T 5 R
SRR, 5 — N R B4 R m T B 23 A A G )
Ja SR H Aw , B w7 3500 %8, IF 4 8 50t 1
Y, I TAE) ) NS5 m) ik b —4F B 1 5 R 41 B2 55 1]
TH St T 00 o 25 48 9 24 b W AR T 1 2 BRCIE R 2 o
B PR T BCE KU BRI, T A G s I A
NN BE R, I 2500

1A NRA N 2% S8 TAE N B4 D e 55, T4
WIBA 35 I E AR o 76 0 B2 IR DG HR AR g 2ok v, s
B WA 25 B 2 Y A ST S R DR R R TEE I . B
H BT ARSI RS DI BRAA o F0N B b A7 7 K DL T
05 WEARATAE 2215, [ 52 = A Jm 85 IR 0 48— 1A
IR SRR AN o
2.2 FIERMIEREEIE

H AT REUIC 5% 7 20 24 20, —Fl o2 B3I 52t
BILAE) e 35 11 A1 20 S il 1) B ) A T A7 A, DA 5 00 s AF
B R 5], LA L R 24 i W B A8 B R o R 2 B
(EES 8 DINVOLIDOE &L ES K-8 (R E & o]
R R B PG SN ) i AT T BRI E
SREF VIR ZE AT H Ry B, 2047 B o 5 B 5 ) — o
FHERAL 3 N R S IR N A TR LE KR
e R N IR Q R e & ok a8 £ ()
T ) TR EOR X TR A 5L SN B K R s B A SR



202345 H 20 H 55 32 %455 10 4]
Vol. 32,No. 10, May 20,2023

¥ %

China Pharmaceuticals

B

Pharmaceutical Administration

S UGN K A7l Al 3511, A OB A
NI P s AR YIS

Hr, & E &4 %m0 8 718 S g 55 I
NSRS B MARERRAE AR (SOP) SCF  H E 90 fn
B RGBT RN AR S A i R IR 58 ek S
HIEKH
2.3 BEISREIE

H A, B R 2y 8 B BRI e T Ol 45 15 U1 s i
VAR I ) B T —E 18 T2 0028 i T
BREE U5 2 DU D B 48 PR AR &R, B AR IR B IS B A
5 B UNROR 38 m BN 5 i o [ 8 QR i) o B I 3%
YT & PPAG L 35 0 H PEAL MR PEAL 95843, 51 H 1
ity 5z e 2 B3 %68 5 I8 T S it A BRI 80 A R
FREE  SOR RS 5 B R R X2 BB A K A B R
SR 2

B F R R N R I H PG se e 2 % L 5 A
[l S 56 15 90% . Tt H WAL = ZE A 45 55 U1 i N 2 U
BEURET EOM AETE B B R CHEUE R R RN
WK o e B I A 15 DI DPAk A 3R 32 B T4 IR 4 2 K0F
FlASE S A B B AT i 1 s, 2 0 SR s B
1o I BE 20 2L BRI, AELLEAS AR R 855 1 58 7 1T 1T
Gy BB FE AR R R

BRIV BRTA %1 (DR S S5 1
Y0 (ZHD SO RE I A S =,
2.4 BINERWARAERE

CE 26 b 24 i W B 4 B S 35 U1 o e A 4 B
IIEEVER  BR I 5 2 LR B RD 55 0 OGN B 740 38
JE e, L2 BN R 2R AN [ 28 AU A g o7 35 I 75 5K
CRr B 20 E B I MR A O T I SR 5 I 55 2K
T AR N 225K o A BRI 5 I 52 B, 55155 2K 9 78
W5 i FEE A LLF 34 iR . — R AT R,
Al 55 FR T TR A AR AR LS R AR I K
TR M REUINES BRS04 T AR ) A WA 2 B BE
YIFF 2K s =l A T 2 R O A n) 45 55 5 =0
AN [R] 2 VR £ O3 A9 R e T HEZR S BRI 5K
3 mEKEZGREEREEIINEY
3.1 MEBELEMEIIKR
3011 TEIFRIELF I E LKA H E

TN TAE, BRIE VI i & A SERtah , 551158
R 0 ) 25 A% R L — 2R, T, 3R B T
Kl ) 8 ST, AR AT SR AR X TR S8 I DL AT
¥ 30T AR TAE B S 25 75 i — 2 TR A, ARG 5
BEUCR B, B 6 B Y G ) 2 w45 Ol 55 U 2 Y
BEHH L VIR A IEAR AR 0 | 27 D00 200 S 15 4 ok
TTERG 00T A B TORIESE Il i e 2 2 Jre S ARk

3.1.2 2 E TR S oA R AL

BBF— R T, & WHO FR W EIRR
TEAG P A AZ 0 ST A 2 — o TR T 45 30 24 s U A R
3 7 G G RN A8 R AT BUHIL G R L@ B, AH G
WA N BRI AR B R I3l 0 1 31 B S it . 7 1R %
RN PG T I AN ELJE B

R 24 i W R B IR 2R S A A B 1 ()
L, — o T R R N A B Z TR I A A A B
AT AL AN EE 4 FERI R 0B 2 BN
o BN A S U R eyl 17 A 22 S B I T
TR R R IR PRI 5 A R 45 T R R I
WA oAk, 2 B AR B BRI = R 5¢
P 174 ] R LOT e R 7 ST AT A B LR B (B B
SR WA N B BRI &R A A R R eI R
AL ZURIT AR B G R il T 4 45— i BRI K 4948
S, F RGP 2 I 5 5500 ik i IR AR
I 2 PR AR 45 5 1 — 25 in 5k ) R G RN 48 R I TAE )
TR FNAE 12 | A% [ R PR A8 Gk DI e 3, i3 2 40
PRIV X6 () A
3.1.3 RIFSERRAAMBLEEERR

T 25 5 WA LA WA N LB AR S LA Ll
NBIRZ o B R ARG SO AR R0 43 228 N B4 i T
Bl A RAG Z (A B AR A R, AN RZ R
AIRE IR SR BORTE IR R B R R4

XF I, PR S5 A — AP R R g T A [ B I
PEEAE AL R G, Bk B & sy A48 Js Akl ot i e 3t
EEARRE B EFIME B S — AN — Y R E KK B R4
FHURG BN RS ZEM 42 SRR NS B B LS (A A7
B, IS S A A A A R AR SRS B A
2f ) HARIR AR, S A5 AR 0 $E T+ K A B
3.2 EBERFRK - K] - BT - TR R YIERER

— BN KRR R B S IR AL R &R R4S
R AN IFABEAL A R FE AR B T U A
F, BV RGN AR EER 2Z 8] R e s A RS 22 (R
HAEFAZ R B, 255 AR BRI AR ) 32 2
[, B4R AR BE TR 5 AR BS54 SR ¢
PR BRI 208 A B T ik, 75 20 4
1) SR R ESCHE AL 5 340 T B A B A A5 PR AL i e DA
HEBOMEE 1Rt e 772K, 2 M 55T, HEETE
CFRR - TR - PAT - TR AR VIR

TR VAR BN PR A R 4G, B5 )0 75 Rk & T4
NGB AR AN AR RE S S AR 2 (SO 1
HR HRE SR Z A 20 T e b A L RE T R
FIAS N RE AR 77 18T N 25, AR B 75 SR i 1T B I3 T
R BRI A ff o, 75 22 BB A 85 I A o7 o 355

15



AEEE-

Pharmaceutical Administration

¥ %

China Pharmaceuticals

202345 A 20 H 55 32 %45 10 )
Vol. 32,No. 10, May 20,2023

YIRSt A0 45 BN T S8 s — Al D - v S
BB e - IS — AR RN A DI
S A R AT WA B SOPUO) S BE I S5t PPAl v B9S8R AT
fitiAse S 2L, L ST R A AR I BT sl Aok
AIRLH, 51 A Z e B s s il o Bk ) iR Y
PR AL, BN H bR RSS2 B, B 22, I A BE T
PEN BB SR o HL oK - 313 - AT - WA 7l
T S T A2 0y M PR AT, A LM o o v S O i P et P
(72 RBL AT AL T AT e ke 214 4 ) ) AT, B S0 A i T Y
I R LA S I B i A B B U T
3.3 TISEBENIERA S EBIREE R

W N R BYBE S ACE (2 B S RE 258 ) 5
LS 24 0 A B SEEACR  WHO i B GBT X 45
BAATLT A% 23K 0T T4 b 62 B3, B ABLTT AR L A HR 55 1d
B, 51 1 o7 a0 5 ) E 3 BESR T R, AR I HR S5 1L A )
BERXB N R HEAT RE S AL U B B RE ) i
B X b AV BE 7 BORYE B B2 N VLA RE KRS
BEOR TA) By 22 B, A B 6k s B IR AR SE il

b1/ ISR
4 £5E

HE 77 & o0 AL A I 48 JH 2 vh o A AT 7 A R
20 4t 70 4R A0, e EA M A kR L RE T &R
JT X — A I AR R, [ A X T2 AN DL R
R EORWHAT T 25T, g il 1A N Y WA R A
RE TG B IR R AR I E M e dn ik RS,

H T, T 24 5 WA 1] R R S LR 25 B
2 i 2 R XA AR L 1) B A6 15 BH R ER 55 D B (E L 2%
FIRE I EER A SEZ R R W PG R I A B R
NG FEAEPIEN B EH AR BN, B8 U0 g 7 B
FIRE I VPAL bR | BOE LR 21 22 15, JCTE A X1 kb
AR BGRE ) o D AT WS R T, A A
B BE D BER, IFIF ST AR N 1 RE T PPAS O vk FT 1 DA
REJIHEZR Sl A IR 2R

AR NRA PEAL A, 3% E BRI & v FE Ze 551X
S ) B IC SRR 58 35 YRR SK A YA R PEAG 45
D5 T WS R IA B T 3 90 K DL I ML 2R, LIk F
T WHO NRA PSR T3R5I T AR JEACER B R ]
il AR 2, T W R O S, AR R 2 MR TR g
g4k WA N LI R RN A AN R A LS, Tk Tl
B H 2SR A B R R T X S AR
2 ity MO AR 1D T I %) e ROXE AT Ay T WA N B B
BRET, TR HE A WS A B IMA R
S
(1) k&R, a2% 4 4. KEHSETA T2

B[], P E%HF,2012,26(6):585 - 587.

16

[2] WHO. China's vaccine regulator reaches new WHO rank to
ensure safety quality and effectiveness|[ EB / OL]. (2022 — 08 — 23)
[2022 - 11 = 17]. https: // www. who. int/ news / item / 23 —
08 — 2022 - china — s — vaccine - regulator — reaches — new —
who — rank — to — ensure — safety — - quality - - -
effectiveness.
[3] WHO. WHO Global Benchmarking Tool (GBT)for Evaluation of
National Regulatory Systems [EB/ OLJ. (2022 - 10 - 31)
[2022 - 11 - 17]. https: // www. who. int/ tools/ global —
benchmarking - tools.
[4] SEKYERE SO, SKRNJUG - YUDOV I, NGOA UA, et al.
Leveraging WHO's Global Benchmarking Tool to strengthen
capacity in clinical trials oversight for public health
emergencies: the GHPP VaccTrain model [J]. Global Health,
2022,18(1):63.
[5] GUZMAN J, O'CONNELL E, KIKULE K, et al. The WHO
Global Benchmarking Tool: a game changer for strengthening
national regulatory capacity[J]. BMJ Glob Health,2020,5(8):
€003181.
[6] WHO. WHO Publishes New Guidance to Promote Strong,
Efficient and Sustainable Regulatory Systems[ EB / OL]. (2022 —
10 = 31)[2022 - 11 - 17]. https: // www. who. int/ news /
item / 29 — 04 - 2021 - whopublishes — new — guidance - to —
promote — strong — efficient — andsustainable — regulatory —
systems.
[7] WHO. Manual for benchmarking of the national regulatory
system of medical products and formulation of institutional
development plans[EB/OL]. (2022 - 11 - 07)[2022 - 11-17].
https: // www. who. int/ publications / m/ item / Benchmarking_
manual_V2_09Mar2021.
[8] #hweif, i, £ #,5% . iR E LGS R
ARG JLE R [T]. F B A 25 & 055 ,2020(2):62 - 65.
(9] 2 W, wRA,x #,%F. HHUETHREETREL)
hAMES[]] PERSHRER,2022(5):108 - 113.
[10] FF <2 4, 4R A, B 0T, 5 . Mk & WHO & sk
T A(GBT)# s B3R e R e 2R 2 AT 5[] .
' E 25 ¥,2022,36(4):391 - 398.

[11] FH— B R . FHEARTHREF BIR R 09 £ R
EEAF L 2 EH[)]. 5 #35,2022(4):32 - 38.

[12] $iF48, 0,8 %, % (R ATHEMNLaH)RE
MEL ZERAN] FEBL,2022,31(21):15-17.

[13] MCCLELLAND DC. Testing for competence rather than for
"intelligence"[]]. Am Psychol, 1973,28(1):1 - 14.

[14] 238, #4315, 3 T%,% . BEHFAA TR SRE
EATHRAE ERARAAATHRBASTZERGEE[]]
P E 725 2 &,2022,31(2) :193 - 200.

[15] % B, AZEZ . HEH, ¥ . BLBmt hE iRt
AR asAn R A ATELT]. F E %k ,2022,31(21):7 - 10.

O 4122022 - 11 - 305 &[0 F119: 2023 - 02 - 12)



