TR B EEZE % 24 & 20204E10 7 452045 55 104 e 1117«

BB E RN FAME S REERR
TR ETREGNMERAENELHFEEE
Rt B E T s R R ER T

AN R G O, A R, R, SR Al
REAT, KO, AT, A, B, R

L VU244 VE PR 5 H R IE S 24 0 (&R 610041)

2. TS RS IT St BRI s Q3 o0 ORE RSB 571435)

3. N EE R AR BRADGES B (AT IR 325027)

4. TS R0 % e FE PR AR GIR B A0 (MERE BT 571435)

5. FRE A 20 RN BT A R AR S5 o0 (T 570216)

6. T P A8 T SEA T IX 24 i AS R RN W vy R30I 571435)

[HEY 20194, BRH G CGCRpEE I R E PRI T XSSty 2 ) . A EINE L.
i A 20 75 A A 24 B A R VR B T 7 i 7 L AR SR S P LA (6 P 5 o LS o f P s R e ™ A A S A SRR
A] SR B2 P 1) v A S T 29 i a8 pe 3R . 2020 4E 3 H, 3R E iy AN B oy B st e R B2 YT
R S ARAE _E T, 3 T R SR O St USRI L IS T 0 R, A TR T St IR SRR T A
PRV A SCBRAR G T A . ik, AR SO R R A P BT P B S SRR AR L T B g I T A T
SEOPHIT, R SR IR T 24 B ST AR A T A R A SR I, B TE AR BT AR S

[RSEIR] PRI FOSCHE R EEROTIE; BEraehil; Wik

Exploration and practice of real-world data studies on innovative medical products in
Boao Lecheng: analysis based on Chinese first case of approved medical device using
domestic real-world data

REN Yan" 2, LIANG Yuanbo®, LIU Mimi*, LIN Youhai®*®, LIN Kai*®, TAN Jing"?, WANG Wen"?2, LI Ling"?,
LIU Yanmei"?2, JIA Yulong"?, YAO Minghong"? ZOU Kang"? CHEN Wei*, QU Jia®, SUN Xin"?2

1. Chinese Evidence-based Medicine Center, West China Hospital, Sichuan University, Chengdu 610041, P.R.China

2. Real World Data Research and Innovation Center of Boao Lecheng, Qionghai 571435, P.R.China

3. The Eye Hospital of Wenzhou Medical University, Wenzhou 325027, P.R.China

4. International Eye Center, Boao Super Hospital, Qionghai 571435, P.R.China

5. Center for Drug and Medical Device Reevaluation, Medical Products Administration of Hainan Province, Haikou 570216, P.R.China
6. Center for Adverse Drug Reaction Monitoring of Boao, Qionghai 571435, P.R.China

Corresponding author: SUN Xin, Email: sunx79@hotmail.com; QU Jia, Email: 13806898805@163.com; CHEN Wei, Email:

chenwei@eye.ac.cn

[ Abstract] In 2019, the national government issued the document "Implementation Plan for Supporting the
Construction of the Boao Lecheng International Medical Tourism Pilot Area", which allowed the use of innovative drugs
and medical devices in medical institution of Boao Lecheng. These medical products had been designed to meet urgent
clinical requirements and had been approved by regulatory authorities overseas. Through the use of these medical
products, real-world data were generated in the routine clinical practice, based on which real-world evidence might be

produced for regulatory decision-making by using scientific and rigorous methods. In March 2020, the first medical device
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product using domestic real-world data was approved, suggesting that the real-world data initiative in Boao Lecheng

achieved initial success. This work also provided important experience for promoting the practice of medical device

regulatory decision-making based on real-world evidence in China. Here, we shared the preliminary experiences from the

study on the first approved medical device product and discussed the issues on developing a real-world data research

framework in Boao Lecheng in attempt to offer insights for future studies.

[ Key words] Boao Lecheng; Real-world data studies; Medical device; Regulation decision making

AR, FRE G 3h T B S R AR T
BN 5 WA IR R H . Hor, g
SR Il B S AU A 9 AR 12 40 ek S R i L Y
3R, 2018 4F, [E45 B 5 5 WA 715 p 44 BUR X 564 T
DX PR 2 e 2 11 B 7 e B R 245l B R A ) 2 A I
e R MU R 2 O 11 25 RIBOR RS2, VRS
BBUNSEIE KA T e P SR 3 B2 7 iR i SE A T
DX PR 2 e 2F 11 B 7 S A BB T T ) F e
A, 2019 4F 3 H, iAW RS (3217 &
WINAZE, FERIG IR B B 58 T4E; 6 A
20 H, EIR MR 5 R A BN [R) 5 A7 I R EL 52
R N S TAEE A3l 9 A, BREE
MO FEIEIRA KA (T E R <ZHrdtirid
7 R I B B 9 I S AT XA S T 26 > il
HU) L BABREE M o W DA PR R I PR B T R i
A7 DX J LS I RS o Y, X5t T X5
BBl PRI IR 2 g e 1 1 24 0 | BT 2 IR A R
(R PR (85, T LR 30 124 0 | BT e piE
Wrepig . R, R BUNINA T FE R 25 15 R 25
ARG BN A il R T SR A T X PR L S
SRR R TARSE ) 28 e/ N T R S
EIMEATE) -

2020 4% 3 7, IR EE MRS N B R
(B T7 g™ i — “EOBIR SR R B,
7% I e O I R S B 1 H 2 B T 0128 B
Iy, AR dE 3R T B S AR S A 2 A
SRR AL T B AR AN SE RS H0 . ARSI T O
R 51 A A B St AR A I 2 T I 45, R
0 S it RN 12 A L S SR B o 4
R

1 HEREEIFAME S R BEARE
ANMT S NMHA

11 HEREEFREBR 512G

AR L 5 A R A 2 22 A DU R el e A ) (O
T B < SRR U R SR O s R 7 R U S A T XY
ST S SHIE A ), TRV IT R B S
e RS0 I P AT 8 T T 1 10 25 . B 7 el 0 Y

http://www.cjebm.com

HE . PRI B T UM 32 ok A 42 [ 45 T
FOR VR 20T I, IR & ok
x5 i, (R U7k i i) 7 3, FEIb 22l IR
BRAAETT, $EZ BT AT, RO B [0 25
PRBEEA T A FIRET .
1.2 TEE RN G5 B ot SR B R = At 2

T AR S R S A SR ok AT A AR SR T AL
Wz S R . [HREA 2 R
AR ARIR S UG R R02 Bl , e BREE A
M BEAR AR B, & N a2 SRk ey
P 2 T R SOF 2297, R B Il Js
FE AT BE VT Y A R Rdhs

IR B H A TP LS, h IR EEAE
HERE, BT 55 2 TR MU TR B2 T 24
PRAIL R, B IERT 230 3 #853: (D B TEAR IR
By P LR S22 00 I 7 A2 = g i 1 D0 s, LA
Je 8B 132 IR VR 25 B SR A R E AR AR
B @ BFETEE A A A 2T B, A K
BT AR 1 8 s 3t 7 A O BE VTR s ) ARG
i T TR 28 25 W DR AT B RS VR 25 AR B R 2
SRR
1.3 REMEEE R E AW E S R R
RiEX

T O S L S A SRR 9 7 2 LA H B O R )
AIFTE, LB SR fE Bt R G TR B
FLithi L, 8 i AR GO R R SRR 2R Y e A
HRPE LR Y S A S R, AT R R AT, R
LA T TR VR 2GR EE T B0 i RPN IEDE o 4
S T TR 28 2l ) S A SRR T A 2R R
IR . iU RER, TR S i PO
WEFERRIE AL T 3 D OCHERRIE . (D 2SR TE
PABEST il i 4 2 00 T OV I, JBF 5% 1297 Al
W55 H LRSI R RAFAE RO 22 5% . MBI
AMERE THFTEA B 2k, TR 3350 1 it
PR ZRENE . DR, R SR O S SRR
5 L B AR 12 e FL - 191 /4 R A DR R Y
FLLA AR S TE A S R RE 2 AP TR 22
55 Q) BT Aw I R F O 18 1 25 b AR5 R R Ak



of [E I E 2 24 2 20204E 10 H 552035 55 10441

«1119«

P R
B AN BB SR
bRl S A EiE

< @

erﬁllrﬁzﬁﬁ'ﬁ? ﬁﬂ:nﬁ
< © O,

SERUIEVE S e

®
A 4

BB R

B1 EEREESHREEFRERX

f, FEUNERS7 AR BN R S 1 | 4 o o) RS I
R BORMERE RN R, BUA Y 12 Be HL 1 D3 2 e
LSS DRI SR 25 G T R Sl ) R R
J7 A i BRE IR, AL RO A H AT
R8RS S IR SR R L S T BRI D R R e
Hk; O BRI S SR A R A A S A VT
BOR AR BE b DAy o 2 A S SRR A S o T
6290 W )7 S R v e o d B e el D
FUAS T 8 S HEAT ROBE ST, HAHSCHT S B0E W W
5 SEPREE S I A AR 22 57, 00 i B R R il
P RGABEATR IR = B RIR T r HOAIESE . XL
I 5 10 2 O ok S A SO I S AT A R 2
5o BHIEAROL R B B I AR, U
B SL 2 E RS SUHAT BN, LR BR BF 52 B4 e o
S

55 VL b 3 A OCHERHE, WTE HIBNEE T RS0
PEBISCHRZE IR | L ZThe 53R, JRE5G R aT
I, I T R S R AT SR R
LRI, 75 T2 2R 3l T e 1) 24 Ak iy 0 5 i 53 i
WFFER A 3 M, L4 RS PET 5T | 1] B4 4
FE RUEPERFE (18 1) o IXLERFFE R 32 2R ARG
FLCAH AR O T 5 RV BT 24 B A (8 s ]
M

TCIeMER AT FEA S, 1 SRS i L S S
RO BB AR R R U (18] 2) o eI
WFFEIRDE, SR A 22 B ST . fE 222 BHAE
SCHA BN A -, SRRBIRRAE MR B, T4
XPRCHE I OIS T 58, B A i I B P Y
B, BRI RGET T, [ R,

TEREA R b, JE S e e, R AR
RHLBEAE R RIS 225, ARl
P CEAE R R LT REAFAE 22 5% o SR AT AT
PERTFERCT, ARV 2900 RIT AR 6, Bt
RS T BN S o (EAE [l B F T 5 X
i, BB N2 E 2RI, 2 AR RIS P 5T

[ R AH O 1) B T o A B s B o 76 XSmRS
BF, # - 8 R8s O A fr e, (HiR T ak S22
Yo JCRWEFPIE R, BC B P TT R AR IRk s
FECEAIE Y B TR . 5T SR R A R e K
PR R ) R R 2 —
1.4 BERBAFAMESHREBEARILE
EE

M TR R SE bR BT A T R AIESE, s A
RZ ., pln, BFERIELZFEEMMIX 225 | B
FEAE T R A A L M EAR Gl R IS A7 R S 21
TR A fAr 45 . ik 26 PR R JL [ 2 ) T {828 SR IR
S FAIE I T ) o B R DX 2 R 2R R
M, 5 ZEAEA TR R RN S50, P& TG
PR,
1.4.1 AR FEAE BRI S R BRI
SRR X AN L BT N R R AR B T A
o K8 i B AE AT R T 5 B TR K
TEBA ARG R UEYE o R, e 1 SR e Y L
S ORI B ARl LA E G AT R AR SR R R
Wit [, N Fe s IR s i e R, E/0
NALE : HARARE. HERAm ., X IR =285 548
b TR 2R | BT ST IR B 5
142 23 3 FARILAR et R
WESE AT, BFSE Ll U R b e <7 1l LS
HABHEHR LK IR T K BHE A BN ) 2
2ER A BA (] 3) o B BRI 9T & ]
RIS T R B ARSI, R T A T
B, T AR D VR RN ST R R I 9T RO
FEAEBETT R SCHAE T 1 S S 13, PR St
FEAEH S & T S . IR R S5 H A
SRR R AT, AR R TT i E
PEHESYT R 5545 . B0 P A £ 3¢ 2 S 1 SR8 1)
DA A 50, Bl ESE, miBdE el s
AR R SRR AT IR . AR IE R Ok
U 25 5 DL RO sl B 1 75 SRR TR], 4 11 BA

http://www.cjebm.com



« 1120 CHINESE JOURNAL OF EVIDENCE-BASED MEDICINE, Oct. 2020, Vol. 20, No.10

WRIEEAN H B AT ]t

HIEYEDFSE

R IC R

ETEABICEE, RIR

L P SIOpE

SRR g
S R

B2 BERSEXHRAREREERE

sk

« Bt

o BRBUE IR

o MEECHUEE

o BRI S

LI A
PaAH5E A A

AR R LV 78

« ZHESI T EARTIR BT

< BHEME

. gibﬂi@ﬁﬂ@%%i‘%ﬁiﬁﬁﬂﬁ
e

Bl Bt

- RS e
- WURAGITAE, B
o B IR

3 ZEMLZXAMNERAMFENX

T RE A 25
143 ZEHRHZE M T HEMREZ
Jei, 38 T T BRI [ U ST TS . A
J7 G38 H AL E IR L SR A BRI NHE L AT
FEBETE ARG AR | W oT BRI A L Gei e
JEAFNAY . FLSCHE BB A A 0 B AR R 2 A ]
A3 R AT T RS 7T 02

AT, AE TR 10 T A 3 S T BRI AT
FEE, F BB 2R A FISE 7 5 ST Y SR
5%, TP R = SR T R A G 22 5. B
WEoE B s m a4, (RS2 24t arAf
KX R, B E 5 | SR R AR A A T RE Y
&y, BT R IT R0 B, REARALE 98

http://www.cjebm.com

1 O ) S T B T A T A i R
PR ST

TEREPEDTFE VLTI, S2m R B AL T R
R R A BT PRI, [ It 3 9 S HA B R
0 BUA RS BERE K0 L | 12 AR IR LS At B
PEAIFTE AR RE AL | Xof 12880 SR S S S B0 58 S )
SR AR IS ARREIE | 25 R IE NLAE AR AE | BT
SORTRIESE o SEPR b, PR WP—A IR B T AE R Tk
FITA AR, 22 f) I Ao o AR B B0 H B9
e i Sl BT IR o R, TR 0 LS
AT ST | RIS | WA 5 B T
B TR Z AR

FIHAI PRATFFE—Hf , 1288 PR S S i SR S



of [E I E 2 24 2 20204E 10 H 552035 55 10441

SR AE T R RR AR et drorik:,
PEnioE B TR IR AR P ER 4 B A 1S
1Y F2 530 052, TR s BB RO S B 0 12, LATE
e Rt tdt: . S AR IR AR R EA
AW, T R A E G xR e R £
AT T R AT R HE WY, a0 2 A8 /o3 |
W PETE Sy L SRS INA | S KRS I 43 . T H AR
plon,
144 KA [HEIRIE I BRI
T T A HL R, 8 R PR 2R AR B A DGR
IREFEE T ), TG R E . FEMFRITIRET, &
XoF 0 M R WAL i R A A B A B 3 L, I ) 1
SR B TT LRG0 5 5 1 B 23 B 25 4R A0 10 P A b
Hho TR B BRI R R E PR A AE, P RE
T 1) B A R H A 5 0 S W S TR
iy HW AW RS, SRR A T
EAkE . TEIF R B S RO AT, R B R
PR RS [] o
1.45 MEBERICHIEE, BRASHRHIED G
A Fhomh RS SR IR R S T SR AR B ST 1) S B
SRR ER ORI . FE AT Y S AR it
S, FRACRAH TENC SRR 2R E
AR, F5 B E T B R R, AT T
AT e B BRI o SR

TEG 8 SO B AR, BRI BA S
B2 08T T A% O BE AP 28 | SR TR OGS AR
o ARIETZ M, P PRER A SR TR AL RS I
B B LR B IR . — &Rk A FER SRS H
MIAEr, FNBERMBEE; T3 —&B5 Wk A BB
TR R G i R . RIS, e BTER 14K
PARBOT AR, I HAPAG 1ok B & I =
B FEL 3 I A 5 I

TE T8 SR ITT R i) B R B A oY, A
TERFVF 25 B8 e i AR ol P ) [+) B FF s S e AF 9
R, 228508 B8 PR i i) 2 TR T A R i 4
R THERN. fFEXFEMEL T, RS —E
FREE DAL T8 i U PR 1) ) i R A 2 A A
I

TCIE MRS AL R, S IR, AT
U EC B PR A R Y A B R N i dE . D
HVEEAR SRR, MIEHFE H I EEIEZER; @
il B AR TR, SR A B R A R SRk
RN BRI HEE ;. B e Bl A B
X, W AT AT, DR UE T A R B Al
PE, JFB OB B e R .

e 1121 «

1.5 BERMEIHAYEATWEHIER —
BRI TREHR A

20204F 3 H 26 H, ERWMREM “FHOLR
IR AITEME I R B A, R TR A
il 7 B P L S R AR b T Y BT g
fho RIS ) R IO e St B S A R T, R 1
2 SR 3T e 2 L S A S S vy P Y i
W H#T ZF RIS A BN HEE D R I R 4
DABRIERI 5 ) 5 o e St , (R A 1 AN )
I PRUESE , SO 1 I PR ITAN B I 75 2 %) 8 BT 2 M R
UEPEFIUEYE R R A 523
1.5.1 #3332 HRBMRAN WTRZYI, EEKZ
W Jmy RN A8 24 Wa R B 8 — BB 8 A T, s A
ST R ESE I ARBER IR T R IGIR T R AERE I
£E A A A 22 24 Rk 52 AT BN . ZE T H St 391
HI I 5 2 S PR I 5 R R E R R
TRIT T REVHE . HESHFBIRFR LK
YHR R T WIS SR RESE s R EIRIR &
KRN T B 5 297 RS B AR BE T
RPREEE T, RIS TR TR B AR AT B
T2 8 9% 1% [ R 8 8 S5 AN [ A 5 AR UM 1 508 -
1.5.2 MERRHIEE RS IR
LRAN SRR T, B 7 & 18I
BOHE R, S TR T M 4 5 I ) SE BRI DR P2 7 385
i, R OGRS A R 0GR . R R
BAE . BEVIEE S . SRIBICEUR R G T I R AL
W D= A Bl i Jq PGt o b i 2t #, a3E i
B BUURE . BEAZ AT | B SE—AETR, T
PRUFAE B AT T AE SR, B B nT &8, 4K
I o S 2L o A e | W L B B R AT B
FCrh AR AT A 2455 2 200 1 s 02 A AT
AT SRR A A AR A TR A R . IS
P, Mk RS SRR NTHE 2 CE
B, SERMRBEA KA PRI E . L E JE T T
e E I 7 58, XA 2R A7 7™ A% 1 3 R AN 43
Br, TR TR 25 R . BeJm B A R A A B4 e PR
TS, ISR T SN A S RS

2 HERBAESSHREENHRE

T2 2 SR IR S SRS B P AR S 3 T 24 i
BRI S, 2B E SO 2 WA v
FAAIR TSRS o FUR, T2 R SR S T S dle
P b TR PR R OB, S R 7 e — 2D
fufe, Bk R A Rt —2oe8 . R, AR
DA JUASJ5 T — 20 JF S 1A, A A e 38 8 2Rk

http://www.cjebm.com



e 1122

CHINESE JOURNAL OF EVIDENCE-BASED MEDICINE, Oct. 2020, Vol. 20, No.10

Il LS A BB R
2.1 ESRHEHAREXHB

I ¢ 24 M Jey ol S [ SR i 8 W) R 5 1R
T b (R D A e S A IR e A T AR BRGE
Mkt b SRR B ST SRR T Bt
TS T il 2R R I 0 B die e T =X (3
T T2 IR Sl A P ) 3o 46 [ 8 WSS O 7 3 R
Mr LT B b, R ORTE R AL A d
BAEF s A BORMEE R A B ENER, &
REAE AT S0 oo A6 8 128 2R 5 o e TG 27
ARG i PRI SR IR, IR A TR B
PO T I, Al e/ b rAs. Bk
SR 11 G T SR 0 - 5 o 2 T A A o AR i
T AR ™ i (4 JR RS Pl R , o A
ARSI S A SR I T A Y B — A R I
B
2.2 BIEEE RN E ST R EE R O

Dhy o 1R SR R S SRR I S Y 207 &
VB, TR A8 2 i B A8 LR | T T TR O A B
Joy s PR AR Y BE B S Rl 1 T SR L
AR R LT o BSE O R E R
24 i Wi A PR I R BUR B SVAR =, T
FHETFE, fedt B it SRR B S i IR R e, 2
SEEL R TEF  , BEAROTSEAA BB, B
RS SR TS N PEAN RE ST, O [ S RN e Y
LS SRR T TS A 4R (I S RS B R SCHE
[ e B e e AT XS SRR o 3 TA
I DA 2 3 1] 96 1 4 DX 3 S S 0
FEo CHIBRE R I HY, 47 3l 245 L 1 B4
PEWTTERE I P T, el 2547 AT A 57 2 A
JEIAE B, e S BRSO - S A l K F  ve L
— o BB LA R A S FE S O KR, L
I SR B QDB M 519, G U R A AR
P2 BE 9 2545 Wi PRAC S FRHIF 52 T LI e TR 28 2R S )
HERHF- S 08, & 4T R ATBA L s sk
S 1) LS SRR BT SR R L A R T R |
FiFRm A N, Bl 2 Aom AR RS2 8
2.3 AIRIEE [0 ¥ R £ 3E 0 B Skt SRR RV A

SR U320 B RO, A S i R LS T R
A, S0, DUREEIC 0 S T R I A
Hroas A S AR O 6 S0, AT
DX IR B, BRI DX R e L g L IR R
DCIRZGIIAS B e FNSE T8 e A5, w it
P EL S SR P & AT H A e 2 T A
I 7 S804 R 3 s A S i A A R AR S A

http://www.cjebm.com

BARR R, I MEAE R D2 T H
b, HEATTUZ Bt G2, SCBREA KR 0
SEREE, B2 ) F bR A S R LS SRR
AR, DA ERG I A B £, 458
RO, I 2 | DEAR . T AR DR 45 R Al
SR SR I 1m0 LS SRR R

M RS RGBSR RS A, R RE
FR [E 77 AT IS R 56 A LS 2
8 K ohd A

S 3k

U [R55 . TR 55 I O T 7 199 288 AR O R o B R i e A7 DX 4
it € BRT AR R A B B ) A R HUE IR SE. Available
from: http://www.gov.cn/zhengce/content/2018-04/08/
content_5280499.htm.

2 [ F55 b5 TR e 2 IR P I 7 i i S 7 DX el
PARESENE € AR N RN 24 A BRVR SER A5 1)) AT CHLE Y
YLiE. Available from: http://www.gov.cn/gongbao/content/
2019/content_5355468.htm.

3 MERIE A RBUM . W N RBUN T D & 1 i I AR 0 B
BEY 7Rl e AT DX I PR A 1 101 B2 A A TR AT WL 13 0.
Available from: http://www.hainan.gov.cn/data/zfgb/2018/
06/4051/.

4 R NE AT, B E A A IS R R i ey Y
I SRt LT Available from: https://www.nmpa.gov.cn/zhuanti/
yPqxgg/gggzjzh/20200326212201538 html.

5 A NRIEHIE E RZR RSO i 2. RTER (RT3Hy
SR AL 2O T o R 9 9 ST AT X St T 3R ) A A
Available from: https://www.ndrc.gov.cn/xxgk/zcfb/tz/
201909/t20190916_1181919.html.

6 Franklin JM, Glynn RJ, Martin D, et al. Evaluating the use of
nonrandomized real-world data analyses for regulatory decision
making. Clin Pharmacol Ther, 2019, 105(4): 867-877.

7 Cave A, Kurz X, Arlett P. Real-world data for regulatory decision
making: challenges and possible solutions for Europe. Clin
Pharmacol Ther, 2019, 106(1): 36-39.

8 Krause JH, Saver RS. Real-world evidence in the real world: beyond
the FDA. Am ] Law Med, 2018, 44(2-3): 161-179.

9 O'Neill T, Miksad R, Miller D, et al. ISPOR, the FDA, and the
evolving regulatory science of medical device products. Value
Health, 2019, 22(7): 754-761.

10 Wu J, Wang C, Toh S, et al. Use of real-world evidence in
regulatory decisions for rare diseases in the United States-current
status and future directions. Pharmacoepidemiol Drug Saf, 2020.
DOI:10.1002/pds.4962.

11 2R, G, IR, &5, S T B FEARTA IR P45 R B 0L
VDB HORIE.  EPEIEE 224G, 2019, 19(7): 779-
786.

12 JEEE, 9%, 288, A5, SURUMERENLA BRI i B AR, P
TBIEBE 245, 2019, 19(7): 794-802.

13 Schneeweiss S, Glynn RJ. Real-world data analytics fit for
regulatory decision-making. Am J Law Med, 2018, 44(2-3): 197-
217.



TR B EEZE % 24 & 20204E10 7 452045 55 104

14

15

16

17

ik, B, PO, & BT B PR IEMATT 45 R g
BT M ARG, P EAGIEEE 2%, 2019, 19(7): 787-793.
ZRt, Bk, SIS, S ST AP SR AR AR R. o EEIE
P44k, 2018, 18(11): 1198-1202.

Califf RM, Sugarman J. Exploring the ethical and regulatory issues
in pragmatic clinical trials. Clin Trials, 2015, 12(5): 436-441.

W, PR, BT, 4. B SO A B BORHE. T E
PEIE BE 2421, 2019, 19(7): 771-778.

18

19

e 1123«

F5, i, R, A5 MR T R A (R T i BB S B
PEEAHMIE. thERUELS %243, 2019, 19(7): 763-770.

Yue LQ, Campbell G, Lu N, et al. Utilizing national and
international registries to enhance pre-market medical device
regulatory evaluation. ] Biopharm Stat, 2016, 26(6): 1136-1145.

Wk HH . 2020-07-20 &1 H . 2020-09-01
AR RSP

http://www.cjebm.com



