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Introduction to FDA's bridging for drug-device combination products guidance

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: The FDA's Bridging for Drug-Device and Biologic-Device Combination Products Guidance for Industry (Draft)
described in detail that the applicant for registration of drug-device combination products can use the information developed by
another development program as the registration information of the product to be developed (i.e. bridging) and replace the
experimental research data to support the approval of the product to be applied for. That is to say, the stepwise five step approach is
recommended to determine the bridging strategy and information requirements are determined, and three examples are given to
interpret. This paper introduces the guidance in detail, hoping to open up new ideas for the research and development as well as
supervision of drug-device combination products in China. In suitable conditions, it can be considered to use "bridging" method to
reduce experimental research, speed up the research process, shorten the research cycle, save research funds, and promote the
development of drug-device combination products.

Key words: FDA; drug-device combination product; bridging; guidance

FH 25 S R (FDA) T 2019 12 H K
AT A Al 24 -l R A A ) - S A2 B 7 1)
Mrete SR (REZ) 7, g “Mrie” & 15 25- WA
A7 E N RS KR AT R T R R I BB
—ANTERIT S ARG B AR I E AR
TERL . IXRE AT IR G A N B AT

EFE, 2R A 77 i 2 TR 2 i 5 BT AR R
[F A%, TR — A B — SR A 2 [ 77 e T Bk
SE SR B AR E M 2GR A S I SR AR 2R H 2R
W2, M T HZFEENE 20, P E 2GR ET]

iE B EA: 2021-01-12

A 03 e 38 I I 53X U5 i 1 AR . H AT AE A
2 A TR £ R 2 AL 7 i 7R R 2 B ARE
Mt H 2 BV D A Sk Vs DLER T AR N
F R ZIMAL G 77 b 7 1% BB T A% 0 R SR E A
27 A8 B B PP ol 22 Sk W PP . 0 TR R PR
2R 5 77 i » 24 0 o PP R0 5 BRI SRR
B PP A P () 5 e R SR 24 it MR PR R R T
b T B RO B T 2 BOAL A JE R O 2 T
B IR 2009 4 KA 1“5 25 BT S0 v
R BB S 4R S IS (E IR R B R R

F—1EEH: IR, B, #¥, EENFHL WA IET/E. E-mail:penglai8051@aliyun.com



- 462 - $F44% FE3H 202138 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research

Vol. 44 No.3 March 2021

[

I [ 9 AL it A FH 25 -t R AR P ol
- RCZE B 7 R S ()7 (148 5 i
W o AR SCVELHA2H FDA [11%48 5 5, 75 22 %65 nis
o E 2GR TR TR ST TS s, R iR
FEm R E G R .

1 #8

FDA %45 5 J5 0 ) /0 Ff1 FDA TAE N 424,
IR T e 5 245 - BRI A= 0 1) ot - 245 ek D A S A Bl
£, 2% R 2H G 7 IR 24 B (NDAD B P i &
AIUE B (BLAS) W, BEAT M 42 1 A 180, 3 2 7 i
55+ 41 FH A () 288 B 2E RSB -5 4 7D 119 245 40 28 BB
(44 7= i, 5 B0 414 7= A DR A8 B B2
FztE T E N H WIS BrARRE T8 B, 2 R A
B2 WAH FE  ELFE 25 0 B A ) 2 RGER fi
FH A [ 243 490 20 3 43 5 A0 TR0 1) 285 A 2E B0 2 1 4
A7, SR A A7 5 A O AE BRI

WiZAE SR H B S MriE (bridging) — 17 42
T8 R SCFFHE N IEAE TR AL A 77 o, a3
5ZIF R T RF M Bl 5 — IR T RN
SRIREM RN, — B REARE TIX
{5 B 5 P S R AR e M CRD AT MR B B i 72 D, B
T N AT LA X (3 B AT R TR R
A WA B A B Y A R A X
FAZ B T ER I N 008 F 41 s 5 ix0F R 7 %
R B8l — NI R T RS B . X
TIREL BRI R kB A — NIRRT RIE
B A RE TR HE AN A 5 R ERA S H L.

KT %A T R ) A R R ], (RN
WA BIA S EAE B RV i AR A
BRI EHMER . X RS H R AU
i, 3R AT NDA A i 40t 5 DA Ath 75 XA FH ik 7
PERBIRL T » AL FE 1 0 B K AIF 50 BT 15 0 2 A 5L 4R
PR IR AL LS FDA 85 A% I B k% 70 LS8 B BT
¥521 55 314.375(21 CFR 314.3) 1.

ZAe T RN B AL AT S 5 — MR R
WCEE IS BB, LRI ZAE B Fr g, N TR
X — R %48 T A T W AE N E g o
HE (5 B 2Z BRI T i

ZAE T R E T AR R B BAE L 26 21
B 312 #B 4y (21 CFR part 312) {1 BF 7% 1t 3 24
i# (IND)  H2 4 21 CFR part 314 {1387 25 B i SR 95
21 CFR part 601 (A= it VF AT 38 T H 19 FH 4k
77 204 77 5 AE 9 IND NDA 5% BLA 15 H (9 A\ JE

jilll

Wb 5 H A R

%45 5 5 BT X S IR A A
i o RARE IR B AR DL A, 24 A2 i 2H RS 3 Rl HL
B L A A= W ) R0 A ) LT 4 s A
FLR A ZH T 2 T HL A Y, I B A ST T R
NBEFR N

RAGZIE SRR HE NFE, THT
A7 WIT R 7RG BB AL, 2% SR
T 3 ¥ A 5 B FH T AT AR R 58 206 7= i 1 i A 11
i, FDA 5% N5 FDABE R, T8 A A
3 BT s I B AE B

ZAR T R AR e HE KRR A 7
)T 4 IR FH R 0 24 M 45 s AR

46 =
2 B=

R ZGY) A R AR W ) S TEAE N LA T
R A B, AR B R MR S Ay (B AL A TR
A, 55 T 52 B )R A R 20 R I A R 800 1 R T
e HH A I R SRR & T AR
A W) i A9 5 T RN BB P TSR T, MR R (BB

At 29 BRI R D 26 503 (@) 1, FDA S TR
F— B0 56T XU 9 7735, R A FDA 45 i 1)
HH O AR 5 Bl S, A B 2R AL A W ) R (LS
REE ) D

FR 5 B3 NI 07 &, A2 il AN A ST 5
— AN A S B S A I A R (B %
5 RARD IS 5L S a0 FAE 0 S M IR,
XU fE BT T SRR O A . —
MR UL, R 75 75 B AT B AR g & 72 i o 4 T
a3 B UL 4 B ) g 51 RS I A A 22 A 1 B Rtk
o] LIS, FDA A Z R BN H A G B . — KR
Ui, W SR AL AR ZHL A 7 it 5 bk 4L R0 23 1) S )
W, Je AT O A g L AE B B 2 WA, I N AT DA
FHAR S B 2 AH DG Ecds , T8 B L & 7
d BT AR AR TZ O O 2 Bl A 1 (R I W 2 ) 27 AH
KD .

FESELEAE LT, v T IR R A A =
FRBE R, B ATTREF . B, 5
T RG] 285, v 5 R AANG 24
RTCEO A R Re , I HIX 2% R m] fig dfE LAMF 42 3]
WAL A ST . 5 FDAVIEE X 77 RINFH A
B TAE 25T R 53R I 1)

3 HIESESR, BEREDEE, TUNERF A
&
il 52 A AT HESE , B 8 4L 7 S T R 7 SR AT R



$F44% FE3H 202138 %!‘ﬁiﬂ';ﬁti Drug Evaluation Research

Vol. 44 No.3 March 2021 + 463 -

GENERZEE, 2HIFEBAMEZETS. THER
1B 15 FH i N SR IA 1 FDA V1 L 35 5 J5 I ST 8 LA
S 23RN 2 MO R T R [ I e B 5 nT A 25 TAN A
AiF 5 H o (CDERD AW il it A FNATE 52 Hh O L 230
RS B AE o DL A 77 i I A =3R48 ], DL
i N4 25 7E IND \NDA B¢ BLA HF {5 8. . 7EX R Al
PET T AR 8 9 4 5 O AR I FDA ki
[ 25-Wk (45 26 RGO A 77 i AR BB 7
i Bo FDA £ UCH 1 AR 510 105 v, X4l
WALA TP T BHHT Z B 4T

BB EAST M ANBZIAK A %5,
B FEAR 2 R AR 22 A 7= i B I 2 Atk
R S0P T V) T L R T

BRI, A A7 B 5HET 5 AL, %4
PRI RO R M L HE T 28 AT ML B Y, 28 A A
JIR 43 ~ 2D R 4 R R — AN AR 2 A 7 b
MZES. SHEMARRA %2R E) A%
PERFHEAR LL , 41577 i B 1) 24 4 B3 bl 4 30 40 1)
A, PR V8 E RS 1) — S ) L - (D) SR R R
RS SRR AR A, BLHE 5 259K B B N 25 B
J B 75 A8 A B S R AR AR A 5 (2D 2k
AR LI RE T3 I 5 [ A AL 4 14D ) A R
AR AY, 5 (3D 7] B 5 M 24 5 J03 o 119 A 7 T 2R (RO 4%
PEEL T 2 1 AR 4K 5 (4) 224 2% 0 2H B0 0 1R L P
T R A2 AEAGIE , T P 72 15 e 22 A sk fd FH 4
A7 5 BIARAE ;s (5) BT A3 bk b U7 8BS 2R 1Y
AR AR 51 D 2459 ) AR P R R AT CERO AR U A
(AR Ak, ) B At Sk B 2H 4R 7K ST B Y0 JE 0 AR
1, RIS R R ) 23 0 25 24, 12 B BUI TR A TR
(259 Ab 5 BIAS A 5 (6) T BE S MR 4L & 72 i i AT IR
HH R AT SRRV I 25 Kb 7 1R AR A

B2 AT B LA 15 B CRE it
FAUCLE A 77 it A B (1 9F 70 R0 DYl T Wi B BAR 1
TR, R S HEAE BT T 1 A VR U R RS
TR RN L.

B3 HE R IR LM E RS B2
SRS S, 8 AR ] AR A 4 BT M AN
FHHAEHAMREEL, XHHE”RBH
HEUE .

B4 TSR 2 AUG IR 3 N AT (S B
PR, 9725 82 75 AT LAARE T SO0 38 5 Bk 1) 0L 3k
B, A AE bR B N AT A BB YRS
({5 B2 AN AR A (5 B, IR I B 22 0

BES BOL B2 B R AMSE R e T B

FE7 i HE RS BRI 2 R

1E e ZE B/ M1 5, FDA 2 H i A\ 5 FDA 11
AT O H PR T DL R W VRN B 20, e T
RE 75 B LT (5 BB 7L, SR LG i B I R .

R ) YA D O e o T E SR R G A3 AT
FE R T HITE NN e 7R 4 BV AR — R R I 1)
SR, R F e 26 20 5 7= i AT g B A Pk Ak BlAS T
e, A B AT S 2 2% B 4 RGER 43 AN (310D W] g 52 2|
F AL/ AZ A RE M o 45 T, B SR e A A )
B R 2] R AT AT i, T REAS VT AL HE
TEBH R B 5 T 3R (S MR B H & 7 i, B
AR FERE IR o R Wk, 245 5 JE U () A 42
A& #T , /b ] Re i T IX R & 77 o
4 EAF ARG

FEAS A, SR A 3 AN 240 5k i B FR s N G T 4
20 b N7 Y 3R 4 RE ZRTRE S 20 T W 5 T R T R
M RIS FIE B /R oK ARG Z 4 FDA. RE
HEEN R, X R R G T BRI 7%
Pt — T DL 2 1) 07 50, AN HIE NI A B, o f
Bl e e 2% B I S 4E L 72 . FDA VIR B 2 13
AT BRI ARSI 2 AP IR . I E A2
S 2 pe R 8 W AN IE T AT A R E T R &
X SE T i R 25 1E 5 BUFDA X B AN 7] 2
K. FDA Hiih 5 N 5 FDA 8 A0 AT i 45 & P &
J5 RN 2 KW

SR B NTE 29 T R 7 R A e L H
)2 b7 2 P gl & = o 1 AR bk 4H BG4y B S 4
FE R FEAS R [ 4G 72 it R 25 B 2H BGHS 53 , FDA 8%
il B3 A 400 BT LA i (R R R I A
st St ) (4 3 B 2E BB 4 EAT IR IR 9T W SR aX R
3, W REAN 75 M 4 I R 254t 5 DR Dy JHL 00 ] ik
e 2 BB 72 R R A
4.1 7EIND INTRFE RSB F X MAMITIER B
B ES SR AN

FEIX AR BB 7, B N IETEFE R 1 Rl
BT SR (NME) 259 248 1R 43 (R 46 77 i,
WG T R & DL 7 v 5 4% (PFS) 23 Bl 2H 1536 70
e B B N AMTERME R . R
FErf, HIE AN U2 , A7 B NME 8 DL E 33 51 55 2% b
Ry T BT R UL #8 A2 R 43 TR R 2 1)
YGOSR R AE BB PFS 55 10 4 3% E B4
e S E il I A A (R L %R
FE SO RFEAZ, Wb T IRFAL . 42k
R TOME. HiENET IS L% PFSHH )



-+ 464 - $F44% FE3H 202138 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research

Vol. 44 No.3 March 2021

T ST 8 A P 8 ek 4 S 4
[ 2= BE X BT e T

TR A A E S 1R 2 b 3 bk 4 T
Z M ESR . FEERZIELTEPFSHA Mk
TN E B ST 2% SO 28 A RS 4y o R I BRI B
T, HENSE SR RERL (DT 14
W) G B R A% (O 0 T 2 R G o v
(17732 s 3O A AR - G

% 8 B A B R S AR 22 o B shid st ARl A e
it R 22 A M RN R VB FE RS, FE A E T
THEE ST BERNEZ:(DHPRHENERR T
T AR 10 A, R P ST B R S SRR
EHAEH , 5 PFS A LL , 1 ] B8 oA 12 4 PR A
A RERE - (2O B B S B A 2N 2
WP AR AR FZ A, LG (H AN PR T 5 20 26 A 0% 11 B A
L2068 TG B (R 50, DU Y070 3 2 48 2 3% 21 B )
S A TR R WA G R R R . [
FE AR X PRS0 AR P A ] (CMC) 2% FE A
FALFE X VE G A PR AR BN CRT Th e
FAG 2 B RE M o (3) 25 W) 4L J 3R 433 ) 5 ¥ 1 4
A5, B AT 24 W R T3] I AL 2P S R AR, AT T B
Wi J&3 AN R SRR o a0, T PFS 5 B S A
(1 3 555 BF 8] 458 K RT AR PR AH G, T 20 i 3 88 1501 AT
32 B 5 1A N IS TR) N o (4D 26 1 41 150 9 11 3
ST WS 25 W 25 B 2 (PO 28 .
w, R AR SR ES BREEN AN
— B E AR Ak, LR FE CRT R 5 3 S N TR A6 5 1 24
R THOH 2 AH 5O R 5 1) 52 B . (S TE PFS 55 9f
B H S A BRI AL Z A8, T E VAL B0 B BhiE
SRR A T S TR E

B2 HE N MRS 3 37 5 2 48
B 53 MR 285 A B 25 W HARAS B TR, 06 iR B
A 15 B BUERAT B 0 S R E i

B 3. U iE A\ A PFS 2% AL 8 43 34T 110
WG PR 71X e T $2 4t 7 A 5% PKL AR I PR 4L
P BT 2 A A v DL R PT IR R AT R R
fER AR - FUE N e T AT TR B i b
AT IR AAE SR G S

(D BT ROHI 259 3E BRE 7 & Ak 5 Fl s
2y SR AR R, HE AN, 0 5E i R A8 I B
PK 28 2 40 [F] 1 BI04 7 BLAT 1 PES 2 2H 538 4
(I PR 7 8 HrWsCAR ) AR I IR B 1 A0 22 4 P A 3K
PEECHE 0] BT 8 Bl S 48 28 A RS 4y . (2O B
SN T P 2 B 4 R 40 1) B T 25 88 (PFS) A2 A [

K HIHTREHEZE, B A

A CEPAEAT FH I AT 42k 21 PFS 1 3 15 3 3 ZE A
B3k, I H R A B G N Ay AR LA 7= IR A 7 A
GAE AR, IR R A SE /A S 24
) LR ek B AR HLRE S B NN N N PES 28K
SR8 4 WU B 1R AT IR H R AT R R 1 A R
T B A A A R )

BB 4: HiH AN F RS 0] DU HALILA E
BSR4 INE o 5 & H AR HAE S8
R, BE N E DL N2

B A FHE - L e 8 3hE S a8, Jenr ot
HEVE RS BE N =l A i 7 — Fh 25 i 4
G M —E . CHEMA S K H T A
[F) PR T DR S NI JRE 5 I FH T AN [ 32 S 350 o7 ) A~
[FEERH. CHAEMHAE MO B 24, il)E s
WANHE, HargAa A RIKRMPEAT e BT e %4
) R HIE N T 8 15 N AE 6 R AL HE 1 A 77
FHHE WL B BhiE 51 48 2 18 w6 SL v 82, DLAR AN A
% (human factor, HE) 36 UF E 4 . HZ , BHiF AR
B T2 TR T 55 A8 NBEANE RIGE , PR AR
HMEMF L HE S LA RE 4T HE Bl W 7C A9 5 HEF
IR T 2, BN BT S I — S84 AL .

FIE NI A N B 1% e 8% 1 5 254 T 5% 1Y) 4
PEBE 77 T Mr 42 H BE S 48, U IXAE 7= i Z (8] 2 AN
A RS, BT 2 BURCAER B ZhiE S 48 it
FHRH (] 0 2 1 A A [5) B 000 12k, J 8 N B AT
DL 5 B3 5 2590 6 5% () 1 v 56 E £5Hs Can e
BE kKR B B ST A0S S AR J1) . SRTT, HR
T NFT Sk 52 245 ) 52 Wl 1 R 3% Cn 7) & R A 1 L v
SRS TR) 25 A B4 I 56 UE B s o SR AN, H IS A
9 B IR A FE SRR, T8 RERE 3 SR A B A N
FERIAR A, AT B 52 7R SRS B AE K S BE L A
BF 18]« E 2093 55 8% B0 70 I 0 A o Ath B B
SRMEREMVE R T RE M . R, HROE A T R BRI
THISAIE , AN B B33 5 28 I 1R RE RUAS & 58T 24

DSBS HIF A E TR TE TS M

=}

BEE.

(1) E B 5 2% 28 bl 41 558 43 1) HF 56 30F 3 s
SCREHTHO R P I o (20 VRAL HT S T G0 A 5 45 24
PR ) R BB AN R F A B o 3 ] BR A 4 v S I )
AT AT 8 A AR 4K , 33 17 T B 50 4 24 B BB AH 2R T
o (3)CMC MELARELHE - 73 5 B PO B DR
TEAR T HA YRR T B8 M AL 3G R P 2 M R R AN
RO . R, TS 0 R AR AR OC I 3 2
SN T BUE T T WA A N . (4) H B S R

|



$F44% FE3H 202138 %!‘ﬁiﬂ';ﬁti Drug Evaluation Research

Vol. 44 No.3 March 2021 + 465 -

PR 2L G 4 B W T 56 E AR A RS, R R
i B AN B s [A)00T H A R SO IR i R G A
BAHA 7 B R G SO Z B B R
BRI TSR % T A A DA R R N R
RGN RIREE R TRt R RO DE N 47
BT o (5 B N ABLVF Ak 25 245 14 AT {78 4, G e 5 i 26
AT PK 2k . 45 2578 b B HE 45 24 (1 A 4 UKF
(IARA, , 45 253 R A AL (il T PFS Al E B E ST 2 2
[ P9 3 S5 R TRD PR A2 4k ) 5 DA B v 5 o P — Bt i) A&
o BUA B 22 4 1 HHE B0 AU s se s 7E 2 K
FERE bR e AR 4 B T PKER AR, S il L 8%
W S0V VRl = S 2 T AR PR B (AT AT 22 57 .
JRAEPK M2 i G WS 3 22 7, FRiE KA H PFS
5 I ZEL B 23 B B A I R 7 S U AR B AR I R B
PEF 22 4 Mk KA BSOS o 0 SR AE 7 8 bk 2 Rk
0 2 B PKC il 28 Hp 0 5% 21 22 5 (4] B e KA
fil 2 IS TR AR L9 B - ] 2R RO S R N RSB A
HME B P I 2 22 S I R S
4.2 FESERRIIERIGKRINIE S, 1B/ 23 NDA Z /1,
FE—#MMN—F B shiE 828 (R E DFER S —H#
BanEgss(EE2)

PEIX AN B A S 40, J s N 58 R LTI I
PR 50 A% F 1) 24 5 X PR T — P E Bhid it 88 78
PEAZ T R FR R, B N B2 TBM A Bl G
AR, LSGE L ThRE s (H 2, i AT H B
IO RS Cn ) B RS B VRS [R]D) o £ X ol
WHOUR , 5259 B BB ib 10 % 3 25 98 (R 23 13 7
FERE SO RFEAAL . A= H TR E 3
N B S B FEOR AR . A9 7 IR FEAAE
B BAMFECE ). H PSR R
HEHESL, Hil NI Z BE AT e 40 R SAN B IR

IR 1 R E I R 9T 1) B Bl 5 2% (5
A1) AL S 20 A TBM H B 7E 5 28 (JR AL 2) 28
PR T o0 2 18] ) 25 57 o FE AN 038 P 5 T 11 1
DR AT HA TR AT G e AL SR R
PR RL, AT 3 A S R TR

2 F8 B AR RN S A 22 7 0 98 B BT SR I 2
A VR MR RE RS, HIE NBE T R A2 4
FRER 2 (D W5 259 B 5248 il (1) 25 3 28 28 F1
S 75 CRFEAAS , T E B3 5 38 S ST A R 2
MG R EHSE. £ T EREM2 5EA |
AH R A B E B S 2 A T2, T A R
Wi 24 D AL R 43 B R B R, T SR B A B
(M RE A7 E 22 57, U AT RE 52 1A 24 ) 2 BB 43« (2D 3

WAL AT S 25 W 1 PR 28 . Ine A8 Rl . e e A
PR PR AE R SE RO R T BE 5 802 =7, B4 v
S A B 2H ZATRBE CRTRE S el v 5 e IR) % 11 2454
O 24 R E OO A S S PR Y — B s AT AR

SBIR2: HIE N R TBM 7= i i 14 I A
Wi AE a0 08 3 AT , TBM. H 27 B 28 R 2) 11 56
E RIS, B DA 45 ARG PR A 9 A S5 2 1 A0 TBM(J5 28
2) WA Z T8 ()1 e DR AR AN AR o TR A 4 R AH DG AR
e S, DL KPR A R N CLBf S AT RS2 412 2
5] (1) 52 PR R SR, 40 2R 52 B S MR, 1T BE X A
BAE P AR . AEIXFPE LT, TBM #3 ik (5
B2 I B e 8 B G T AP RE K < AR RS FE U
SRR FE CRE Sk ) 3 S I 1) R30S 70

IO N T8, b T2 T RE 5 I 25 24 R 3R ) 491
T NAEA G AR B A AL . HIE N B & HL A
T SRS RS JE R (1A 2) M B LR, R E
TE 23 Bl A1 R AJF 78 J5 78 1 R0 TBMCJER 78 2) i AR 22 [1]
PEREZRORFEA AR

PR3 I N Ja R AT T LI R W 5T, 486
)2 B B S A A A R R A 1. RS Nk
Xt AR 78 1 shid i 2% QR A DRHT 7 3% 5E
WIS FH5E R T HF I UF 5 . B A#fiE 1T RTH T
& TBM H 3hiE 5T 28 R 2) 28 0% 41 B 2 1)
THIS TG R

(D EFrid, 5w 54 1 F TBM AL 2 (1)
TR T o 2 T R VAR SR VR S A S R 3
ASEAF TR 5 AT R AT 422 0 6 38 g 4 B 358 43 1 3% 2845
SR, BE N E A B 3 8% R A 1 T
) PR 78 0 AR o (2O L P i e e As . ik
b, WOE 73R S B R AR AL 5 5 4, Bl N e
JR Y 1 AN 2 22 8] f¥) HF $048 v] DAbr 4z . DRItk {8 FH R
A1 A B A A A SR B HF s, o AT
i DR B 2 [ By ST 48 A% i 4 S o i AL A
it o (30 U IE RUE 7 B R4 2 7 SUAH A, 25 24
75 A AR A Cln 70 kS B2 9 T 8] 3 SRR D o
IR S H A B 5 1 T 28 1 1 Bl S s 4 bl 4L 1l
B 1R I R 7 5 HR ol 0 A IR K | B A
AV T A R A, v DAY B B R B 2 [ B i AR
B2 BER 43 R0 CAR S o (4D JE A 1 AR Y 2 [ B
T SR8 0 2% 5 S S A R LA KRR N T DUE B L 7R
YA 7 AR T g A AR R A3 1 Bhi o R
AR RN S 2 B ek . IR, s AR
SE TR 1 8 i G A AR A G S IR
25 A R A A AT IR AR I I CMIC B S, W] BAATR



- 466 - $F44% FE3H 202138 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research

Vol. 44 No.3 March 2021

2 ) JR 2 2 [ B v AR A8 A AL RS 43 5 0 LA A
F o (5) Ml R AF 78 1 R AL 1 33 5T 4% 31 TBM R
B2 RS A, BB R AR REANAR , v G i T £
FEAAE . Bk, B3E NHE T H AT RNy A J5 1
77 R4S IR R R 1P 24 WA 2 PRI 5

B 4 PE N A TR B A
BE.

BIRS: HiE NN ER(E B Ah, B/ R T
[T A5 2 o HI I 90038 3o 48 A8 30 B Bt 2 [A) AT
FU P (00 SCRFVE A, 60 458 1 $2 52 TBM J5 84 2 1)
SERE VT IR UE B  F L 2R e e SR B 1A Y .
BE Ak, R N FOELRE A B B 1, XA S
S AT HL 8, 1% JE BLAE HE 60 ERF 98 o E 14, 1M
S A7 o A 5 8 2 /E 9 NDA 3258 1) — 3843, LA
8 2, UETE P A LR E R
43 FRERSWMETEAMEAEHNAEES =R
AR

FEIXAMBE B ZEG H, BiE N iR THE
FE A AL 1% B /E NDA H 315 T FDA O HEHE , [ 35
HEEWANBREENTHEAAE. AE0mAH
T FH RN 22 A 18 % Je LA - m] 3o 44 L B8 1 /< 3 2 o
BERCRERE, PiE AL THE BT
REE, %7 WK NME 259 1 RG8 r 5 &
AR EERANBHAEE . NTHAE
7= i B, B N IEFE T 3R TG 2% Al 4 % Je UL 7]
T BH 2 PRSI B R SR IR R S B

MA@ mER THE M AMB. Bifh
A= T EAHF OB T S 2N . X AR
AT REH TR0 R SRR,
FIF BTEAESE, HiE N ZBE A HT e i R

BB HiE AT TAAE M ARBZ A
ZES o RBEM 2 5 2 W AL R 43 1) AR AL AT LR
RGN o

% L B RN [F 25 R A 7 AR N — AN B
A, 7 22 A 1 R0 801 7 THT IR Ak 22 55 f s Ak 22 5
(R 7E S, R B8 7 2 NME AR 1E , DL
SE LN IS 23 (R 2 A R . AR N L
FAEW A T T LA KA )8, RIEIX 2 P 3
15 RG0S 22 A O AE P A%

B2 HE N MR RTGAH A T B AT (5
B, TR b, 0 25 B8 2 R 4 B (5 B BB
WU H 9 -

B3 HIE A e A7 AR B Z WA
F G R, L= B0 38 A R B R AR, Xt

TR NBE  FASE AR OC KU 23 AT 285 SRR R LA &
72 it AR B 2 A7 AT AR BT 1A SRS [] 7D 48 A % IR
B, AT A9 7= it 22 T80 B RS N P ST A 2B A 14
MrgEo SR, HUE N 75 BEXE LB N BE AT VR
fli, LAY HE , BN ECE 3HZ ABEFTE S 770 A
BEAk, HiE A AR 25 58 S e VA A A
PR AFER RS RS, AT TS B
WA IR AIE AN o

HH3E NI E BT ADRHMAR AN AR, DR 0 ] 44t
SR A 7 i ACGIEAS 118 5 00N 88 SR] ) 42 kD
HEAT (A P AR 2 T 9T

SBIR 4: HUE B E BA T RE BRI A i 3 A 3
EER.

WIS i A E, T2 BUH S E BT
A, TWEBATHEA, LR BoRnH &7 5B
NME S, 37 B 3 AG 2477 5 A B35 A
H BT & . BhAh, T4l 5 AR
B[] {4 72 5, 1] B <= S I A v v I PERE , R
BN T, 7 B LA 77 B T I AR 9 (L
5 TBM 8500 » LUK K214 7= i B 34T At 1% 11 56
RS . Ah, B N8 JLE AN B4R 'S5 HF A
W -

5 5B

FDA 1E 2 - 2H & 7= i M H2 48 5 ) w4 7%
FI T 51 3k X5 4D B ik 0 e M R SRS RS B
3K = COBf 100 F 4R M 1) 24 - ik 4 & 77 5 FDA &
I HE 1R 24 - B EHL G 7 o 1R 22 B s (2D 5 0L FR AR
ML (5 B 5 BRI 22 BE 5 (3D 8 JF il B
o] R A A2 R B2 AR B v 2 0SB, S FF
LR e (D R B HMREE R,
A P2 (2) (3D J5 16 BE 1) 22 B 5 (5) 1 5 £E 400 H
= it o AR ) B A TR R A R R .

% FDA 5 3 J5 W 21 25 1 34> G491, Ut BH o fy
R b gk = 5 0 IRy o e MR e ms . o = 1
& g N IE £ JF & — Bl NME 7 i 4
B (PFS) FI LA 7= i » 76 IND FF R L #2 v, $8L7 n
NME-H gl iF 2% . &% i 24 PFS Al H 3l
U RN Pl B AL IR 4y . 2 BRI AR 5 B BRI A
Brfs R A 458 : (1) PFES 2% MR 2H BB 7 Wi 48 21 1)
2 AT SRR BT E T shid g8 A A
JSGER 43 5 (2 W SEAE P Fh 25 B 2E B8 40 19 PKCth 2k vk
A %2 B 2 57, PFS 234 2H BG40 (1 B0 A 11 IR 75
28 S 0 A I PR B T R 22 A M oA R Bl
WA T E e 38 8 AL G 2. S0 2 2 5E R




$F44% FE3H 202138 %K"‘iﬂ'{ﬁti Drug Evaluation Research

Vol. 44 No.3 March 2021 + 467 -

TS i PR AT 7248 P 11 28 fty X—— B sh i 4 A (R 7Y
1), fEFEAE NDA Z i, 1205 H ST 4 5 - Jm 7 LT
7 PN BB ZH AR RS AR R IR B 20, Bt HTh gL (H A
RS RERITE . 22 B3k 5B BRIE TN N T 5
JER 145 B AT 2 SRR 2 3 R AR AT - COPK
FUAE B s (OHF #ide s GO AR IR f PR 22 ek
REHHE - (A CMCAE B s (S Zy- WA T . T
HETIRGAEMHHEE . B3 WA A—E
BRGSO E R T 188 [ DAL Ew i i
BHL ZE PR UTE PO R I SCUE R R I AIUT R
AP B—E BWAGHA G M T 42 L LT
WP R ZE R E R B SCE R E. WS
77 i A WROR [0 T 24590 AN [ 5 3 ISAE AR ] T 3 AN
BERHAANFE . & Bk s BEES I N, St
(14 & 7 il B R Z0AE 2, AT BLA T OT R
fn s (D BRI R S QO BV EVET T

A IS 4 H) FDA 25 - 4L & 77 i i #2455 R
W, T g o 24 B e T R E T RERT S B
HIL A i AE T b T RIS, TR A i 2 A 1A
S B AR TERE, T SO i R L O 5 A
T BE IR A RIS AT 7, g AT TE AR , 4 R AT 7 ) 3
AT A . [R B 2 A TR i
FDA [ 5032 » fill 52 ZRAL A 35 3 B U, 56 6 3 [ 24 -
AT b IR B (g BE R 245 -2 77 il BT

MBEHRR AL FARAEEA TR

S Rk

[1] FDA. Bridging for Drug-Device and Biologic-Device
Combination Products Guidance for Industry (Draft) [EB/
OL]. (2019-12-19) [2020-05-10]. https://www. fda. gov/
media/133676/download.

[2] KAWL . « R T A& 7 W WA O 3 R il
ey (15 1T B % A FFAE SR & WL FR) & L1 B8 [EB/OL].
(2021-01-12) [2021-01-19]. https://www. nmpa. gov. cn/
xxgk/zhqyj/zhqyjylqx/20210112170437160.html.
NNMDA. Letter of comments on Notice on matters
related to the registration of drug-device combination
products (Revised Draft for public comments) [EB/OL].
(2021-01-12) [2021-01-19]. https://www. nmpa. gov. cn/
xxgk/zhqyj/zhqyjylqx/20210112170437160.html.

3] EZRZ MR & 245 BT S0 W N AR SR fie

(4]

(6]

(8]

(9]

[10]

[11]

[12]

5 J5 U [EB/OL]. (2009-02-20) [2021-01-19]. https://
www.cmde.org.cn/CL0112/index_20.html.

NMDA. Guidelines for writing registration application
informations of medical devices containing drugs [EB/
OL]. (2009-02-20) [2021-01-19]. https://www. cmde. org.
cn/CL0112/index_20.html.

FDA. Draft Guidance for Industry Applications Covered
by Section 505(b) (2) [EB/OL]. (1999-12) [2020-05-10].
https://www.fda.gov/media/72419/download.

FDA. Formal Meetings Between the FDA and Sponsors
or Applicants of PDUFA Products Guidance for Industry
(draft) [EB/OL]. (2017-12-18)[2020-05-10]. https://www.
fda.gov/media/109951/download.

FDA. Principles of Premarket Pathways for Combination
Products 3 Guidance for Industry and FDA Staff(Draft)
[EB/OL]. (2019-02-05) [2020-05-10]. https://www. fda.
gov/media/119958/download.

21 CFR Part 4, Subpart A. Current Good Manufacturing
Practice Requirements for Combination Products [EB/
OL]. (2019-04-01)[2020-05-10]. https://www.accessdata.
fda.  gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.
CFRPart=4&showFR=1&subpartNode=21:1.0.1.1.4.1.

21 CFR Part 4, Subpart B. Postmarketing Safety
Reporting for Combination Products [EB/OL]. (2019-04-
01)[2020-05-10]. https://www.accessdata. fda. gov/scripts/
cdrh/cfdocs/cfeft/CFRSearch. cfm? CFRPart=4&showFR=
1&subpartNode=21:1.0.1.1.4.2.

FDA. Guidance for Industry and FDA Staff: Current
Good Manufacturing  Practice
Combination Products [EB/OL]. (2017-01-11)[2020-05-
10]. https://www.fda.gov/media/90425/download.

FDA. guidance for industry and FDA staft Technical
for Pen, Jet,

cfm?

Requirements  for

Considerations and Related Injectors
Intended for Use with Drugs and Biological Products
[EB/OL]. (2013-06-07) [2020-05-10]. https://www. fda.
gov/media/76403/download.

FDA. Bioavailability Studies Submitted in NDAs or
INDs — General Considerations Guidance for Industry
[EB/OL]. (2019-02-26) [2020-05-10]. https://www. fda.
gov/media/121311/download.

FDA. Safety Considerations for Product Design to
Minimize Medication Errors Guidance for Industry [EB/
OL]. (2016-04-12) [2020-05-10]. https://www. fda. gov/
media/84903/download.

[TERE  Fix]



