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Introduction to FDA’s disclosure of compliance inspection
information of research and development entities of drug
clinical trials and its implication for China

LIU Yi-di,HE Hui,ZHOU Gang
( Center for Drug Evaluation, National Medical Products Administration, Beijing 100076, China)

[ Abstract] The Food and Drug Administration (FDA) of the United States has mature experience in the
disclosure of compliance inspection information and database construction for research and development entities of
drug clinical trials. This article provides a systematic introduction to this system of FDA. Based on the current
regulatory status in China, suggestions were proposed for the drug regulatory authorities to establish a standardized
compliance inspection information database and improve the accessibility of compliance inspection information of
research and development entities of drug clinical trials.
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1 =[E FDA IfRIREH L FEHEEMRERFEERE
RENA
1.1 [ FDA 483 &

483 iz & 36 [E FDA i fr GOKE RS A i fR v
R FL 100 88 42 A OG22 5K LU RS TE X H i 4k
o R A BT AT ZEAS A 45 T Y A T T 2T
WA AT Sk A3 [0 52, 56 FDA K4 BUREAR
G 25 235 SR R ARG e B %) [ A2 U B o TR A
it 45 (established inspection report, EIR) , 3 [&]
FDA f U548 55 55 /0 2 % (office of regulatory affairs,
ORA ) H K4t i LA K 483 445 St 2 36 [ FDA #H
L F S PP R O O R HE ETR XA A 45 5 3
Fridr, LU e SR B 1Y e 28 00 O R BB B Y 90 45|
AT R A i
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1.1.1 483 #SAF BB A S5 3R 483 et B
o S FDA 23 WA A JF I 483 i 45 4F i i
FAZETt oI 3R, 25 00 B A B2 | A AT g
SFUI R A R S ZE P 5 FDA MAR
AT BIMO Far i T & 39 1) 4308 R I 1) 21 531 T
KRR R A AR Z ) = h A R B, JF:
R R B P HES Sl Az 83 A AT LT iR
T BIMO 625 & 304 fie 5 AL P A0 ARG 2 DG T 1Y
b B A & JE AR R A AR M P B A
THI, FE 1R T EE FDA 78 2022 W B4R T
() BIMO £ v i B8 g5 1Y 5 IR B, AR U T
ZAET LI RN R R S A
SEARHITE IR0 20 B E AR SERE AR PEH A R
TEAR R E R

Bioresearch Monitoring 7318 21 CFR 56.115(a)(2) Minutes of IRB meetings

Bioresearch Monitoring 7526 21 CFR 312.62(a) Accountability records

Bioresearch Monitoring 7281 21 CFR 56.108(a)(1) Initial and continuing reviews

Citation Program Area Cite Id | Reference Number ‘ Short Description ‘ Long Description Frequency
. - . Ani igation was not in with the [signed statemen of investigator]
Bioresearch Monitoring 7560 21CFR 312.60 FD-1572, protocol compliance [investigational plan]. Specifically,*** 70
Failure to prepare or maintain [adequate] [accurate] case histories with respect to [observations
Bioresearch Monitoring 7530 21 CFR 312.62(b) Case history records-inadequate or inadequate anddata pertinent to the investigation] [informed consent]. Specifically,™* 36

Minutes of IRB meetings have not been [prepared] [maintained] in sufficient detail to show

[attendance at the meetings][actions taken by the IRB][the vote on actions, including the number of

members voting for, against and abstaining] [the basis for requiring changes in or disapproving 13
research] [a written summary of the discussion of controverted issues and their resolution].

Specifically,**

Investigational drug disposition records are not adequate with respect to [dates] [quantity] [use by
subjects]. Specifically,*** 13

The IRB [has no] [did not follow its] written p for ing its [initial] inuing] review
of research. Specifically, ***

B 1 Z%E FDA 2022 MEAE BIMO #25 Bffa g it3 2 1] &

TEWE S IVAZERE B B B ZE (Freedom of
Information Act,FOIA) B, F [ %& &= 1, 3¢ [E FDA 2%
F T2 G R, Hha s im Kotk &
IRAHLK A 483 )45, HLF B S AR T 5G]
KR AN RIS ARG R I BE, KR A 2 A S iE
FHZFR 05 H 3 FDA RS (FDA establish-
ment identifier, FEI) JCsRZER LG Fr7E M ALAAZE
RIZENZE, BE 2023 452 A B HS A EHR T
Be W E LA TE T 1 480 2% 483 4, i sk H Wi4Eh
TE 2015—2022 4F , 2500 5% 0 2 A = Al s
MURAHOC S B o ¥ Bl R & AR e sk /b, 4t
KRB ST ML SR 15 & BB Z RS0 S &,
NG AT S
1.1.2 483 g X Nl 483 e th F 24

T3 RN KA AR B R A G
FRGE AT A B IR] R, 7 1) DL IR 2, A A S A B AL 4G
PHAT I YA 2 11 W50 1) A ki R BBk R 0 X R A
H W FEL 5 25 20N S B S5  AG A B0 (1) 44
PR Motk FIALF 2 R 4G A 53 ik 44 483 i dh K A H
WA et PSR T A — 20 I U A A 1 M BT
TLAULHA , 4« Tk P28 & FDA A4 G 7E G A /R o
RIS & B, AR FDA XS M ESE R
55 3 N A SRR A BRI S & B, 56 [E FDA K
A BV TEILI A % BT 2 B n) BELHE A T R A A A X T
Al REY B R BRRA S I 5 0 H 2R AE B, IR
VR T 2T LABSRR , 76 PR 47 A 5 J7 R 25 1 [] B e K
Al Hb A AT R A 4
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2 & FDA 483 itk X & s 1]

1.2 #4545 ( warning letter ) 70 L #5815 ( untitled
letter)

b fE I L [H FDA 459G A 5007 3 A A A7
FE7 T RO Y 005 1R, & T X gk A R
AR IE R #h 1t, 7™ EE i [ 95 [ FDA R0
TG 2 A KN DL A | 9% 43 5 35047 Bk )
DAET ARSI . ESE0 B e T A Bk A
FHE A R M JE 3L FDA R g ks 43 A
RAPE) FEEFEB B IOhR B B BE H
JERG A & BUBFE L A L DL B AR R
AN BN AN T o) e MO 5 BUET BORS te )
W N B R IR A A, R S A O
FDA 355 A E B
1.2.1 ZREHEEE SEE FDA 75 M EA
TG E BRI E SR B, Pl DL B T O
IR R A AT B RE , DU TR SR T & AT R ] K A
Wy RATE S TR R T he, IR 3, KA
Ry (5 R 5 1T, 35 [ FDA TE 2019 4F & A %
Bl 485 £, 2020—2022 LEBRAE KA 4
{EHCEY 600 AxE,
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B3 LM FDA 55508 R R T

122 EEFEHRAMAE EEFEZUGEFRIE
2w 2 5 B B NS R Y, — e e A5 1 IR 3T
T W 32 8 4 5 9 AR 545 8 (I £ ik K
AMNGEAE) AR IESCE AR 45 1 3G [F FDA A G
MR R D720, B R IESCN AR RERT 70 3 4
O3 A A BEAE BRI G ML R R O WE S A2 A B
L L T AR I TR A R BRI
S 1 AR XA A I ) G A M AR A R WESE
T H (483 ettt B AN A2 B0 ok A i ik
MUK TS o 20 2 T B A AN S AT
FEAT I BARG DL 34 | 3 H8 R B R i e 2 2
WA, W24 & SO A RO AT, &



O PR AL AN G R T R 2 B AR R
s R S T, Ik — 0 5 A Wk £ 2 R
TR ATE . 5 3 R 5 2 M A BRI,
19140 ARG A 2 8 W AR R B RIS Y 15 T
PEE P 1) 5 A 0 17 F5 i [ 52 B kit 3l
ik 5 WG AN BE 2 35 M DR ARG A BRI, K ] i
FEATH ERAAE”
1.3 WEUH BRI R R & JE

3 FDA A i PRIV 5T #4547 ™ 40 3%
v aRrse Il T AR g €1 TR X U E ST I N
RO HBF I BERs (WA T B . 3G FDA
9 R bl — T 44 S i R BB SRS R Y 0145 T iR

HLZ: (notice of initiation of disqualification proceedings
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and opportunity to explain, NIDPOE) B2 %, i S
FE WG DI 14552 5 o By
JIE3E %1 ( notice of opportunity for hearing, NOOH) , 8
WFFEE AR 2Tk e J2 5 BOH H e T 25 TN
FEBEL

L FDA 23 TF 7 W GH RS 1 i R I 5T 4L
PR (LPE 4) % 2023 4F 2 3k 230 Z 50
MR BB ATE . MU R 1w R FE 5 4 10 00
R, BIFBOH A (disqualified ) | A8 HUH A%
(not disqualified ) |, Z& FR il (%) I R BF 75 & (restricted
clinical investigator) f#BR Rl ( restrictions removed )
85 JLRREHLAT A AT 7EAR 5 NIDPOE H1 NOOH 3¢
fE iy

Bl 4 WP GRS Rl PRATT 5T Bl A 2R St T

1.4 X[E FDA SMREHIEE

2 FDA 7EH B 7 Ml B0 T A BB R
( compliance dashboards) , %45 22 DL B W 5 F %) 7 5K
PEADKEZR /M 2 FDA ] A0 B 32T T
1T R0 375 B B RS T L BN PR 5 1 FDA
AR R GV EHE T LR, 45 1 H A R AP 4L
i B A A AR A ] RO SRR, S R
AR H AL T OCHEE R R AT DI 6E . a5
SRR E (A AT DA AR & IR 1 4 R R HE
BARGAT I O D RE DN St 1A AR AR 0y A6 A 4
I AL KA SE RN NS T TE [ KA

PRI, il BRE G R D 35 [F FDA T 2020—
2022 WA BCAE PE AT 1Y A= W BIF 53 s 0 G A, AT 4G R )
2060 kit , 42205 FckrAric s (1 ki il e
2 FAAIE ) . ML E R RIE SRR TR
AR TS0 (B NSRS B R A 45 S R L
PRI A b B i R PO L) A AT DU
BT R FISE R FDA 7F X — 400380 A A s A5 50 Al
IR EE

EEEE R, ML LIAIRIE A T 45K
BC SR EARNZ 45 FEL 5 9ok A s sl A
AFR TR KA S g H ] 7 s 2E A KA
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SRR WL 5. KA S R RAAE LT 3 2K,
ToT K HUAE Tt (no action indicated , NAT) | H J& % L
TH i ( voluntary action indicated , VAI) KB 4 151t
(official action indicated, OAI) , NAI 2+8 7£ & 25 At
WA R IR RGO, B0 3 AU B0 0 A w5 2R Uk
BRI, VAL RFRTER & b A A i AU B0 JT el il

BER (E G AN DA R O A I, OAT WU 46 £
I e LA MU B 2R U A I . sy FET 5
HEATENG B, 30 n] A5 ) 2 J0R A A7 5 ARG
dik WA A Iy S AS UK A 1 483 R B RS FI T
Je gk Jet it HAE AR A

5 G FDA G HUR A il 2 51 2 s S if

2 REDHYRKRENASHALEEERETEE
T [ Xk 245 Wy i PR S LA SR 4 S84 B, A OG
25 AR AL 2 2R A HLE B 5 (U
TR FREF A7) L TR, HAEZMER
JE ARG R U % P AR T T LA
i PRI MG 5 MRS £ 5 B B, & %
254y PRI LG 44 B ik A5 SR ) R
b EETEH FEEAE BRI 52 A AR

AP W, SR AR T2 HE A
DA il AR A £ H A R A 250 | W A A
RAAEEE O, ok AR R A N A, WK 6,
BEAh A () WG AT AR XN I 25 )
PRI M B AR B, AndLmt iy 245 ah i B4 IR
EFE 3t H R B A A S H AT T 259y i PR
RIS B R A I SEAN (R (H RIS R UL A
Al EEBEE KRR RN

B 6 2l RIS AL & 5 B B 6 B A R B A i
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] 5% 24 i W B A 3Ry W A A B O A S Rl
]2 ARFF T 3843 24 b A 7= 45 BB R A 24
MR P A AT/ IR R A S RS R
BI5 25 A=Al A 56 R UL 25 it R R 50 F & =
REK AL RERY . B, B EX 25906 KR 56
Wk ARG HR A (5 B A TR A g s — | H
A T 25 Wi PRI ML 5 R BUE B B il T4
LB LT ATFRE, £2FEIFERTTNG
FIRG A {5 J8 B e, AT (k2 1) 380 0 G A G 15 B
VG WA Gl E BT & B A B
AR ATE . HEAL, 25916 R LG DL A B
KEWCH I T A RPFFEHL A YRR T
D SZ50 % 46 ) A I AR 18 56 o At v () 423 3 o 22 A
o (AL G AR A (S B D AR,

3 BRFER

JE FDA T 483 ikt EAE AR AR
it 745 22 B 07 AT 25 R I BB & AR 1Y 5 30
(5 8, How i — X Tl R R S0 i & = k42
Kt A AT T R GRS F B & B S A
NG T2 AR 4 T3 2 A oG AR 0 & FUAG 2
Pi s s TR T AR R AR & Ui, AR
PERE R INEE M T ARE R ; — RNEMEL, HE
2 AT ULEH  [R]B X R ELARAIE 9T O 8 2z 1
B RA P 25T LAGR 2 e H g 3l

Bt 24 o o DY A A RS A S B ) G0 TR A
HEN TR 2 S A A A s kA T AR
PEARAE 2020 4F iR ¢ 24 i WA BRI ) 1 S ST
T LT RS R A A S S AR, R B A
“TEd AT B L, 2SR R A Ak
) A3 TG 25 7 S 5 Ay 2 i A T I DR 5 ) Ff 4R
PR RS ST A A AR L 2 T
NAEPRBENT & 5 AT T8 245 i DR X 0 e 6 ) 75 22
RN AR, T AR S MEE T
VEMR S 223 X R 25 W 1 RS 36 F & AR 1 & B0
R (5 BN TE i an R S AL,

— AN 58 35 25 I RIS A LG £ 245 HILE
FEd @A R, #IS%EEFDA &
FUR A B A5 B A TF 7 3, 04 2 B
R A BT LASE 35, e nAS e & 300 55 A T A MEHE: |
JUERERR R R RS, — AT LA
TRV RIS AR T it Bl G A B A LS A A I
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377 W0 T GE T B T, LA S ke 3 [ 25 1y i IR
TR 0T ) B DL TRD L, 5 Sl A B
S .
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[l FDA S0 #4212 AR T 1) A BILAG:
PRBSHRR P L EA TR AR 1R, At 7 — 2 LA G 28 R
BEDIRE I RAT A2 J2 AR TR AZ A Bdle 7, R G0 TF
W A3 A2 T A A 1) D UG 0 R A5 2 B 1)
IR RS € e ARSI T S A 1=
SERTTRYE AR A sRBUIE i, XA AE B RN ML
I e AR T DLA TR R i R S I e 2
AIBRRE UL, s B ATE, —J7 M REAE 1R T 25 i
E M H A AR R 25 1 e RIS 9 A T2 R s E A
LT A 45 52 1 WA e % 30 ) B A 156 490 1) S
WL ;5 53— THD SR A e RIS K 3 1 B R A
AL 5125 PR A ATl A 3245 0 FE A, 5
BAT LI RAEAJE

SR TR AN R 24 i M AR D 1R B4 B AL A
B BB, 5B T 2O AU 4R T
WA ACRER R Z T B, AT IR E 25 Wi PRI B A
TR A A F B L5 B ARE " fIE ik
FEAN ) A0 T (I 5 24 it M A By o A% AL 0
O E S L B A PR 25 S B PR L SRR
B R A ) Z 8], AH TG %5 AR 0 A AR
AL A B A T A A A M A A T
i UMb B B i 5 BAL L 5, 908
) 22 8] 14 2 il PRI I A T A RS A A
ST AR L TR
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