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US FDA “Real-World Evidence Program” : the enlightenment to China
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[ Abstract] This article aims to provide reference for China to use real-world evidence (RWE) in drug
approval and regulatory decision-making system. The main content of “Real-World Evidence Program” issued by
US FDA was summarized by literature research method, and the construction of related systems in China were
analyzed. To promote the application of real-world research for drug regulatory decisions, China should publish
guidelines related to real-world research, promote the construction of data standards and shared database, extensively
introduce the demonstration projects as well as strengthen the guidance for real-world research of enterprises. And
at the same time, the relationship between stakeholders should be paid attention to deal with.

[ Key words] US FDA; real-world data; real-world evidence; enlightenment

2018 4 12 H 6 H,3E [ FDA % & A { 5K 1 (EXHFRIERITRERIN~EE=
TSRS T RIARESR ) | Bl R 51 Tt 545 [ R0 Hl X FDA B S S 1 R 2 3 F (21 28 ia @ik
BT 92 0 I HE SR R AR o 7 s i R E ) HIE R, (21 DA Ak %) E FDA 24 5 # i
¥ (real-world evidence, RWE ) 32 £ 24 iy o It Tk 56 MHXEWAETPER T BRI, R E B0 T fuir
1 HERE IR B S 52 B H AR B AL T — A4S A X B B 25 s Ml $ AR B8 24 25 K RWE T AS J2 52 2 I R I
1) % £ TR 5 1) 45 SR A Sk 25 B RE 0% ) Tk 2 R A
RWE 1) 4 I n] DAL 56 0 58 P 0F 5 O 16 2% I 4 4l
(£¢WE] EBRSMGRFRABSEFHEMeintms B RERD, LS 2" . m R -,
HAXFHBBEHFH AR ETRAAL T A (2020jgkx005) FDA & (B 52 FE 3 - RIAE 2R Y L K i F] RWE
e e PR MRS TRT R S WA S T WO B
CERMEE] Ha.d s gk Heten arsassy 2 (ARERERTUERINEENF
3 Eemailscywwyc@ 163, com, % 4,4, %4, + 4 305, 55 2.1 FAEET HELH SR HHE (real-world data, RWD)
¥ : 25 FF 3, E-mail: huangzhe2000@ sina. com,, *ﬂ RWE E@Ex&g;ﬁﬂﬁﬁgﬁﬁgg RWD %M

980
@7‘ PEHMAAE 2021 F£55 30 £5 11 A



e G i PRI 2 SN CER B 14 F8 5 fit FREOIR 2 el 7 R
il Iz 55 25 A0 G Kt , Fell SR s AR 24, AT LS it 2
Yotk . RWE i i 70 A A& 52 i PR K 56 DA AR 3R A
(9 RWD, 7= A2 1) 55 BT 7 il R e FH B o A ) 4 5L
5 FH 5 B i R ATE FE GIE 388

Xt B AT T B AT 1AL, T HLR T
Un ey ALk RWD f) 5048 o dofe 6 1) AL, 5 B9 A %0
I B HERRE € BEME R S PR 2K, LA 1

>

B RS RS

LT RS N
PR BT R
BT RIS
ST A e

.

2.2 BT RWE IHXMEEMAR UKk
TZAESRIE F T2 s AE W L AR T FDA S
RWE Wy3H80 77 %8, F 2. A& It A .
FlEE M X FH WS 5 HRET H, iR T RWE H
A 2 LS T B i A RWE 1] 7 S 1 TR &
PEWF IR 45 0L, B 00 A% Gl PR 55 4 JF &, 2 1717 () 42412
HEL] AL BT BR T AR RSN, RWE 38 Al 5 4%

Chinese Journal of New Drugs 2021,30(11)

S0 FDA X 24 it i) A D R 7, BRI AE LU T
P51 . D % 4 P PE A, FDA IE 78 % & fE 75 Al A
2008 4EEL £ A B 1Y R EE EAC R E B R R AT
B AR GE A2 AL b TR T R S AR ST, 48
S M EAYERE . @ FRATH, FDA H R ALAE i
Jed P27 UL S5 /0 B, ) RWE Sk {2 i 24 5 A 8%
PR o BT FLSE I A5 R 89 RWE, FDA ] I
TR VA DG 25 B T L[] A SR T R A% e B AL
XF B (RCT) BF9E LA — 20 UE 52 24 i A 0t o

2.3 RN RWE REFMHIER 7EHJH RWE
AR E 245 5 A7 0P R At G AR R, FDA K 32 2N H
o WIFFE BT LA R S 1 00 = 5 11 IE 4 B A F
TPV o FDA B 5 SOPFE M RWD [y o 6 7 | o8 B 4
Ko 55 ARG ) R0 AR G 1, AR B 5 AR ] R0 2% A 43
BT 0 S0 R ESCHE A DGR A 5 T B T A T A A
S5 5 0I5 )RR S A, 34 2 1 T WA A ) BB
AT LA K BE S A TR BT 58 0 4o

2.4 FIETHIHREWARIEITEE HELS
FDA 23t 7 3 &S0 ROR” sk B 7 B3, B s
S PR BE AL % BB R 56 ( pragmatic randomized con-
trolled trial, pRCT) | F [ Bl B i 56 ( single-arm/
one-arm trial ) 1 W 2 P BF 4% ( observational study) .
I HAETHRIHE S B4 - RWD Rl RWE ()32 ¥ 18
BLHREAT 7000, Wk 1,

&1 RWD/RWE eIl RATFE A B8 78 1 ]

KEHLT TR Y FEREHL T HURST FEREHL/HE T T
il RWD JC % ) £ St B LI 58 Wi PR 552 B 3 5% o 1 1 WELVERT 52
RWD JHRAPEfE A4l eCRF + il ] eHR/ZR WG SCRMEIG PR BEAL A B4 (eRCT) T RES A i

b e/ 1 56 W] A7 BT B R 1Y 3 E A5 R

RWD 32 3 5 Hb 5

Pk KR Kdli i) RCT)

TE 3 56 /B 53 W I
BAF BT 5%

B K 1

93 1 % R

Hy B 5
T e o (e

FHT IS R PR i [ eCRE ( +/ - eHR il J1 2 WG K 88 A0 SR A1 38 % B)

eRH ¥4ty RCT

eGRF : HL 05 17 175 22 , RCT - BEAL I PR X B 55 , e HR - FL 7 i B Y %2

2.5 3l RWD %45 RWE HEZEXEHNEZE
FDA FEZ B HERWFELLT 3 771 : © RWD
ERIEH. @ T4 RWE A9 56 sl i 75 1% 11 g
A PR IR 6% (4 B 2% UE 45 > 18] 25 53 Bl [m] 2% W 4 )
Mo @ WHFAT R EAF A FDA I 2K,

2.6 f#% FDA 7 RWE i+ X h M &N ZZEHNE
EMBEARMEE  EANGIAE T 7EREAL G IR 5 R0
ZEMEDE I (AL IS W S A ) B, R R

RWD FHF W45 ol 5 iof s 7 1) W /8 22 5R 38 1 2 1) R
SN TP T o R A SRR e S
FoAE , DA B B o RN S T 32 AL A
2% o [RIEF AR50 5 A R 25 4H G H BN S S B,
2.7 FHET—LREMAB fEX —#B45 FDA 5%
TIUA R IH AR 5 35 Wi fig B 7 RWE [
D7 A F A AR AR 09 2K CRWE /Y T B A
RWE [ BIF 5835 7145 07 18 1 8 28 3547 T 738, 0K A

Ay
PEMDATE 2021 F5HE 30 BE 11 5 ‘



Chinese Journal of New Drugs 2021,30(11)

B T4 S RWD fl RWE Ay ffi .
3 XNEREMEBR

FDA B BUOE 4 31 3 3% 1 (21 it 40 36 @ vk
2, BEAG T =4 R RWE” /) RWD, 2 7
JE DL SCHE L R TIT 24 R E R UE I, O R 2
dn TR BRI ER . ORE— A5 S Rl
HE 2 [ R %o 6 [ ) RWE i FH s 23 7 20 AR K A0 1
PEHT, ELAR AT LK AR JL K437
3.1 REBECERIFARBYEN RWE ZEHK
MM REZMIEE FDA YN RHB TR A% B
Sh g BB T B | H B0 R S R R R T A A
o I R AIE 2 350K (L [ i a0 2004 T 25040 Y8 0 Tt i | B
SEME Rl FEE . FDA 435 7E 2016 4 12 ] 2017 4%
6 J1 K& 2018 4F 7 A KA T i o F b S0 1% W &
14 ) 5 i 24 I R BF 5 b TR R R T A
il FH LA K W R B 5% ob i H - B dlE TR AR 3 AR 4R
F O T R R T R O 5 e T
5B RWD,

Bt & X B S AL 5T 9 % A0 R, 3R A il 4
KA TH KM — RIS, Wk 2,

T2 TR b R0 2 e A A S B

I 5T 9 AH G S
R AT 7] SO R

2018 47 H (O TAESR 289 FE2h H 5 i 16 AR A i Rl T AR
A )

2019 45 A CHLSE A BRI ST 45 25 W AT & 0 38 AR S8 25 (kSR
HWHRT) )

2019 4F 12 7 (RS AR T BT R O PRI BOR 4 5
JEU) (A SR B UL R ) )

2020 45 1 A SRS FUUEHE 3235 25 W BF 2 45 o 3T B0 45 5 D5
(iX47) )

2020 45 A Cr gzt SRS SR L 25 0 5 W T i H R

55 S0 (AE SR 2 WA ) )

T I 83X J5 11 38 A i 2 — A 4fE i, S B A
JEE H A IO 2 i 6 A H RS T SRR s S HE R 25 1
Mk i ROR i S JR) | CESE BOUE 4 S
PR JT fow BRCTE A b 9 BRI L (L IR
B8 A FH 6 e ) | 220 5 T 25 40 2 S5 1 S ik
1) NMPA 2 52 A7 5 24 49y 71 A= 1y il 500 #6) SC A ) 2% —
ZBNAE B PE SO, AR S 5 B 75 SR AU I [l 2 47 AR
KA T A G P SO RS B AE SR UL AR A A A
KA.

982
@7‘ PEHMAAE 2021 F£55 30 £5 11 A

3.2 MHEMITMAER RWD/RWE BT E R #iF
FREFELHERME  FDA TEBEHL X I 56 A 0L 4¢P
WF5E (LA U R  A i 48 ) b, IR 7E 4% RWD ]
T M A R SR I S A A M A RO P e IR A5 DA O
T T PR A A A 4R O T AR s TR AR
Il FH A il 5 AR B 8 A S R0 24 A AU 9 RWE
S B BRI BT BT 52 R A 2 08 R R kA 4R
3 75 R A T B AL OC T T R B R R
A KR AR RS2 it T T S A A - B s R
i JH RWD/RWE 7 75 fr) £ 408 b 4 1152 7 508 W 5 i
RWD/RWE %48 b5 1 5 H [l FDA K 5 Z [8] 1 22 i
550 55 A OGS A S DA IO B ) 7 o 1 ARSI T SR

JIT AR A e 28 36, (] 0 2 B R A AT A
TIRECE AR A T Rk 0 T IR R P
4 E E B {5 B & 4t (hospital information system
HIS) Mz 47 45 5, HE S0 A G E s 78, JF #5417 RWD 1y
RSN o W22 58 3 B 1 % R ) RWD/RWE #Yy
BE bR AN 24 PR LA R AR TR 228, S 4l
H—> B A7 AU 52 5] 19 45 5 D ), JE BT T Y O A
FISEEAE L
3.3 ARNEEUEREN ZFENHERFER
KA LR, FDA Sl 5 & b fa Ak 5 ok e i #0374y
24, 2007 45 CSE B 24 B A B 2007
EIEZE ) 2R FDA sy b i Ja XU 3R 51 F43 B7 $i 4
P 7L HE Al 1, 2008 4 FDA GE =5 3 A/ i AT
£/ S SIS e B e VAR = G S T o e A A
TRY . ARG SR b Eah R RS
KAR B I T XS BT 7 il b e 22 A v R 2 Bl
AW, 2018 4E 8 J],IZ ARG E 54K 18 KLY
HAEXRR WS FCEHFEE . BT FDA IEAE
FRETH X — RS, JF HE T AT 5 4
AT R (2019—2023 ) 7 1y 4k 1, 78 25 o b o ot
H T J B9 AT, 468 24 dh &2 DR

3o [ AL N % A T R AT R OGBSI P e i 4
e TAE 8 #5 R B E e A L T2
i B, 0 T RWD 2l A AL i HLA B T 78 0%
A% B RWE LR T 3CHF 7 b b i A4tk A5 307
. ESMY RWD BF5E AT LUAR 48 B9 4 v AN )
P R i A TR AT A OGO 2 B 43 2 4 dn A ]
BE RWD BYWFFT, AT LAAR A5 530 T 40 | B0 S A 5L AR
A B A IR 5 PH RN AR W 2 A5 0 TR AR R, s A
1697 RWD B0 58 il LA R AR 6 97 Al Kt 36 97 19 5t
e AR 5C A HOHE AR 5 A 45 JR) RWD /9 F 58 ] LA



AT VLI 5 UL AR M LA Ry 2 R SR A
B BT TR R G SR B RN 2R A M S
3.4 MESAHNFEHEXENEGE MEMHXESYH
B EE B AR T HE A B 2 K, I HLOXE T FDA ELSE
TSR A S0 AR W A, IR E A VBT R
g5 MO A SBUR ) E X 2 RWE 1Y R 25
AHOCE B UM R AT 2 S S0 Rl A i = 2 R
5% FDA (M50 I 43 1 2 A A BE s G545 .

AR I 55 AH OC 3 0 A AE H5 2 B T FDA AE
2017 412 H &6 R AH M 4%, B /78 T 40
HZ FDA R T2 5 RWE fJ3FAh , IF 2 W7 FDA I
B HENT T 1> B 24 il SR ] e 0 B S 2
¥t B 5L 2 B RWE B IR 22 03 45, 38 2 i 246 1
SCHE, XFF RWE A 5619 BiF 58 B 1 X 0t 92 5 iy ]
S MR A [n) R, 7E 00 BB IR B AR ) 25 D1 23 Y IR 43 X
HA LR B WL %2 & B S W&k RWE
B ] S HE T 2

X T 5 | AR 25 AH OG04 G A J5 1D, FDA G
2T TAEDT (iR 42 ok W5 2 AR HLA 8 3 A Y
3R 2 A SO AR 25 A OG5 B 2 5 1He i an 4n
faf )i F§ RWD I RWE 5 3F 7= i i 78 %50 25635 8, Y
BV SARE )z AR AR R R R
PAEJT . FDA © & RS2 2647 T — R 5 19 1 0] K
AH) T AR 3% Bl ik 42 — Jr 1 AT DA R0 0 H B s
TSl R AR, 55— O T AT DA B R T 5 Ak R
Fl #3540 OC 5 19 G 18, IF A BY F 08 Br 45 BE AR X RWD
M RWE #1532 1352 S HE% o

AT JE N RWS FHHEA T 46 R 2 B 05 T (47 R, B
FEHUGA G EB AN SHXE LS,
X F 87 250 & Al 2k4d ) RWD fil RWE gE47 i a7
e, AT B AR RS A AT T RWS, LRE(E B A
FHALFE LRI T, A B T XF RWS 1A
W7 R0 &, B S RWE 49772 0 FH 3 L5 B
3.5 Afli# T RWS £t REHBEHFUES
FECE S SRR T RIHESR ) B 3R 418 T LA AL Y 7
I E XL T AR § 2 S S R R R
(EHR) i F A 75 1 R T I 0 Bk R A 2, DA Ok B £
I R/ IS SR 1 22 FH a8 18 1 9 78 30, % s 5 i)
PR 25 1 K8 i L 560 1 s S 0 H 14T A 28 T4 3R
T T LAFR [ 2 i WA R T R AT R
I H A AT 5, B X2 X RWD FI RWE )i
FHIHR RSB, 75 ZER T b B BR800, 35 58 3%, 4

Chinese Journal of New Drugs 2021,30(11)

AT LAGE i WS s JEI H AT A G 2T IF AT RWS,

2020 43 A 26 H, 6525 i B HiLUR (NMPA )
O3l b A T 5% I SR A O IR 51 A A
Fe [E A Ly i 5 8, e Fe = | A BT RWD
ARAF NMPA HEvfis b7 79 B2 7 4% o™ o, I HLd 5 i
S e A B Bk — 2P R K I R RWD
BT & B R R R E R, RLAE 2019 £ 6 1,
NMPA g5 ¥ /5 45 BUR IR 30 1 ¥ B i PR RWD S H]
AR SR T o e 7 R B — A A D
SR, 36 3 Aol T T 96 T R AR B S AT XU 1 Il R
RWE Bt 17 A Bl 22 5 3¢ A, OF 76 1 W i 68 T 3%
RWE A5 SCHFAERE, OR[N 38 i 128 12 k41
B o LA b S8 0BG S R AE )T 2 g Ak R AT
RWS $ {5 S/ .
4 £iE

CEC 2 AR 31 RIAE L) 2o RWD Al RWE
BT Bk M P T 24 R A B L A R i
FOHA E R A XX T IR RN S % 2 —, &K
el 245 it s TR 1) A IR 3t TR AAZ I RWE A 9 7
FBHE , I ELRERS B R4 Hhiz F 3 G B sk, TR
W25 3 A lb — 5 B 46 5, B4 iz A RWE 3k 47 F
FETAFE B BT, JU RS T o 25 A A S o AT A
AT RLLE A 5 B R B Y A A

[ & % x # |

[1] 114TH CONGRESS. H. R.34-21st Century cures act[ EB/OL].
(2016 -12 -13)[2020 - 06 —02]. https://www. congress. gov/
bill/114th-congress/housebill/34.

[2] SHERMAN RE, ANDERSON SA, DAL PAN GJ, et al. Real-
worldevidence-What is it and what can it tell us? [J]. N Engl J
Med, 2016,375(23) :2293 -2297.

[3] US Department of Health and Human Services. Use of electronic
informed consent questions and answers[ EB/OL]. (2016 - 12 -
15)[2020 - 06 - 02]. https//www. fda. gov/downloads/drugs/
guidances/ucm436811. pdf.

[4] US Department of Health and Human Services. Use of electronic re-
cords and electronic signatures in clinical investigations under
21CFR part 11-questions and answers[ EB/OL]. (2017 - 07 -
01)[2020 - 06 — 02 ]. https://www. fda. gov/downloads/drugs/
guidancecompliance-regulatoryinformation/guidances/ucm563785.
pdf.

[5] US Department of Health and Human Services. Use of electron-
ichealth records in clinical investigations[ EB/OL]. (2018 - 07 —
01)[2020 -06 - 02 ]. https//www. fda. gov/ downloads/Drugs/ Guid-
anceCom-pliance Regulatory Information/Guidances/ UCM501068. pdf.

(6] Z Wi ) 2055t FEECR MU BT 5T, K 7 1 £ 22 ML AT 5 52 451
[EB/OL]. (2019 - 03 -=30) [2020 - 06 - 02 ]. https://www.
sohu. com/a/304898951_489312.

(7] FEZE 0 B B R TR v A~ 60T 558 T3 5t S5O0 /9 B2 7
M e AR Ei [ EB/OL]. (2020 - 03 -26) [ 2020 - 06 -
02]. http://www. nmpa. gov. cn/ WS04/CL2176/376070. html.

G T T /B % B #2020 -10 -29

983
2021 530 HE 11 5 ‘@7

PEHARG



	D11.pdf
	封底 舒坦明广审图-2021新.pdf



