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Research on Current Situation and Countermeasures of Drug-device
Combination Product Attribute Definition

Dong Qian, Mu Ruihong™ (National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective:
the efficiency of attribute definition of drug-device combination products. Methods: The present situation and

To put forward several suggestions for improving the quality of application materials and

regulatory policies of application for attribute definition in China and the United States from 2009 to 2019 were
contrastively analyzed, and the problems existing in attribute definition work in China were analyzed. Results
and Conclusion: Relevant countermeasures for common problems in the process of acceptance, examination and
review of the definition of the attributes of the combination products were proposed. Based on the management
experience of FDA, some suggestions were put forward to improve the quality and efficiency of the definition of
pharmaceutical device combination attribute definition in China.
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BEEBHE TR A, MOk B W R A A
Bk 2 (RLRG AR ) FBES T ARt & e —
@ ﬁﬁﬁﬁm%?W@AFﬁ,mﬁ%%WE\

TG AR A5, LA R IR AR REERYT ™ i
E’Jﬁﬁfko iﬁ@ﬂééﬂ/ﬁ\?nu%/ﬂ\iﬁnuﬁf ffﬂéﬂ"]ﬂiﬁﬁ
B, WOMIEREST AR R . T

PR 7 AL T A A MR A RO TR, DRI 2 &
FEahEMERE (LU RAREIERE ) MEGMA G ™
i LT AR A e A R

TE T AR P R B, B 23 A A0 3 [ 1
FUE HEMBHIARCEOR BRAFAN B, H RIRARYE
7 LB LR PR TR A U BT A OB T

FEAIE . 2 SR E AT BE 202048 Tl AR R JRIFS R 4 (4R 202062 )

HEA RIS

WEAEF . BERRLL, BEFEAs, EAREON; AR5 BRI R AR A B

AT ; Tel: (010) 53852625; E-mail: muruihong@nifdc.org.cn

HPE, BT OPE0 m: AAMALE T R PERE | BT S A A TS Tel:
YRR AT, O G R MERE , TEIRPSYT AT A ) KA

(010) 53852151; E-mail: 15101018890@163.com



2021 8 35 8

887

HELA AR R LB T AN IE PR O T 22
L, TR MR e e, R, Wi R
B IR B, A T ARERCR 1 S5 )
R A S A o H 5 S A R BRI X L
W5, WL EE LS R A e ),
fif DA it S TR, fRukE e e B TAE B A
RORIPERT, N G AT LI 2 AR S
1
1.1

20094F KA (T2 A 7= e M ¢
HERGER ) (20094E5516 538 5, LR FR1653E
) R B B R E 2GR A S, bR
BERE R E TEMTERG 3, MERE
A K 25 W5 R G RITR A, 20194F (3¢
TR 2GR A 7 i R A B E A e I A 4 )
(201945528 5 45, LA FFR28 S ) iy e 1
S WARE VA 2 [ R 20 i W B A R R T T A A
FHD (UFRRAE L), L E R
SETAERRT . RO ORI PR R %

100f%
901
s01F
LS
601F
S0t
401
30ff
201
Lot
ofF

R 528 53 15 p g R e TAEMIOCEIR,
B X TE] P IE ORI TR, X ARG EK
By, TLAZHL XFFARFA BRI, 8 HIE A%
IESETLAER M, ZHE, AR oxs Bg geskit
THEARE A, 204 T4 H N4 R R B I Es
HIHTE N AER, WAL R R A
PR AR, WHTE AT R e 85 A 1, g A
AIPER SRS 2 HRR 10 TAE H 4R R o
1.2

T 55 3 2 o S 7 A DR B T & T A A R
T, Al RN ZYIRREETT - oK, 2R
B A k2 BN RO, R B A 4T
W, AR LT AR, VAR 8 PE R
BOEBHETE, 20094 220204F, LB R A E
HiE28614, At dl Wk, E1Eas, 20184F
Ja e 2 FRECR I . 2019456 H 22020412 H
], A PO IR W 2180, Hp RS 2 i
RIS, AFFAZHZLR10004, FHZ R
$154.1%,

200955 201055 20114 201258 20138 20144 20155 201655 20175 20185 20194 20204

1 2009-2020

20094F LIk, FIE 25 il s B T A 58 35 2 B
AT S SO PERI a4 R A TT
X WA B A7 s O 2 B2 5 7 e (BT
WA H ) PR SRR ST HIEA
SEAHSCN BUHE IR i S Bm e, A RSl )E
PEFUE TARRCRAUKY, Gi—JmiE e g, Rk
THEARA S R AT, RS E
R R A RO B T RS 28 O TR SR E 2 R 269
A, NIFNEFE RN, B fh A PRI E

zhgysh

5B, 201 7TAF KA (BIFRRmii i H R ) B &2
UL ERIK A G ER Y TR AT A 10287 i LA
RSP AR IS B 2L A 7= i A T IR
SRR TR A i A R, 201948
] 5% 25 i W B B sy I oy v 6 2 o W A R T Bl
B, AL AP AR RS A o B
SRS H Z —, VIR E PR & Ry,
LW T H . b TIRSERINOE, ARUR
PR A 29 25 b AHT iR FTRCR A 2 P )
PEsp



888

2021 8 35 8

B, BT IR R, BT 58 S ARG A R,
i DRI 280 22 2 7 i A0 T A R P 55 R A
CRT WA TN GBS ) (BT
FRNTHEREWR ) « CHMAE MR e
BRI ) (AEREILRS ) 205 F20214F1 8 | 44
A2 A TR L
2
2.1

EEEMAMEHR (U.S. Food and Drug
Administration, FDA ) fE20024=% [ ] H AP
JEre i InA 2z (Office of Combination Products,
OCP) , TASTHEBEST M3, w0
Bl BORMESIE, UL SRS, H4H
B BRI 7 I 43 28 B T O AT R R Y
IF, R TR N AT S R 2 45T 5% R EH R A )
OCP#EH B E H 1 ( Request for Designation,
RFD ) =)@ A€ M H i ( Pre-Request for
Designation, Pre-RFD ) , DIZREFDAM iR

W SIEXHALRIIPIRFDI L, Pre—RFDXTH
I TR ER i RN AR TR R AR T
W1 A PR,

XFFRED, OCPWCHE] I AES S TAE H P %
DR SR, I E R A EImEE. o E
TG E, OCPE I Wi N R EMIAE, LIFE
ZIHW; WHTETORHE BN TS, OCPIEA K%
BN, TN RORH BRI R % B E AT
TEENTEE . e HME, OCPEEZ G
60~ A SR H N HIF eSS R . AnARAE R R Py 2
AL, T HR RN JE PR L L T R R e A
X FPre-REDINH, FEAA S il P A By BREESK
OCPR] Z: FERFDA ML E HAT o
2.2

FRAEFD AN A 192013-201 9474 FE Bk i 54K
PP, SEYORE, EALEMRFDECE{L S FERFD
HIH I 1918%, T HIERRHME B AT FEGR
A1 5 4E BERFD H RS 1975% , IR 1R,

1 2013-2019
ISRV 2013 2014 2015 2016 2017 2018 2019
cIr4h 31 17 9 4 8 8 13
PE B E T A ST TR 72 46 69 49 49 44 35
RPN 0 4 2 4 1 2
e NT—AE RS 4 1 3 0 3 3
CIE{FISY e 107 67 83 58 61 56 53

F T L H RS RFD A Pre—RF DI HH 33 A48}
i, OCPAMAT20114E . 20184 K4 (AT 46T -
ane] g il J MR A B3 ) M (AR RS AT
WA TR ME S Wi ) s a2 S S
OCPH#fi T RFDAIPre-RFDE X . HHR =L,
TEGORNEDR | IR . HOETORRE A, DIK T
B RG], ARG T H G A FDAR)
A RFE R EARZR . NEI2E 1, 20114712017
FESr B A RFDFIPre—RFD H AR A B H 1) 20 Tk,
JRAETF20114F (A FERE o] Za il J A ot
W) KA, 20164EPre—RFDITIATE RS20, 20174F
S HL A B B — S TR ARy . A8 RSO R

V@O i iR CEUTICA LA

BRI H 5 8L B T ANAF A SEARZE SR B IK i
HIE, B 20K T A A4 5 2K I RFD Al Pre—
RFD, $m T TAERE.

X BT 7= b T & A R B G TR A (]
i, OCPT20114E KA (AT ML FIFDA TAE A 5t 45
B Zhdh . AR At A S A (R
%) ), JFT201799H KA A" fEtsm
o, OCPAMURT R BT #e i P A SR
PEATEARA, W EZEHE . fb2ERon . R ek R
S5, HGE G B 2R T, DA Bl s AR
A T f#EFDAXT ST 7 i 43 28 1 TAE I . 14t
RARAE A A BT = &, OCPF2006459

zhgysh



2021 8 35 8

889

HAi (Al XFDATAE NG 38R AUFrEdl G ™
T A RN IR N R ), Bl REPR AR ELA
ITE MBI E AT K AR 4 p A TR B AR
3

b SR E RS I TARBLROR A, th T HE
GORME BN TE 55 I JCTE BE AN BEER Y 1) R

1601 -
1401 -
1201 -
1004 -
80 -
60t -
408 -
204 -

[0y - S — o =

A A R R, AT AR T BRI B,
Sl fle g S P R PP SR W R R S TR
Hh ] s B L ) )RR AR HE20194F6 A LK i & 1 5t
ETAEEOL, R ERRBNC ST, JFaaIEE
VRS E TARZOREE RN 5

20095 20108 20115 20128  2013%F
—=RFDFE# &

2 2009-2019 RFD

3.1

IR, WL H AR H BT TR R
GORMT A HEAZOR . W1 N A28 —E T
FORIIE T £ IR RS S M S i A E
S KPR OB FORR 7 2K
B, QT FORHERI . R H AR E EOR IS
AR, MR B FE I RIZEOR ]
RS RS s RILEOR LARRE, 0
P BV HIBLE R AR R A R L BB e SOk
5, ABCTAR N BRICIE R IBUR P 5 E Frifs B G S
SANSIESTRL; OAFTE M &7 fhiE Lo 2y
PREELE ™ i vh 2 i 5 B T A AL TRI L, IFAE R
— AR SR o AR S, RO
AL 2T A A s — = o Jr T, D RAT 2
a7 G 43 s o AR T T, AR
SR . R TR, 280 i
TR 2 SRR B, DB TN RS T
PRER P MR BZ B ™ WA, A 41 A el
AR = TN A I R B 52 B

zhgysh

20145 20155 20165 20178 20185 20195
-m=Pre RFDF B HE

Pre-RFD

SR T HR OB R $ 2EOK 5 B ul BRI R,
AN EL B 13228 5l 5 A R 2R . I BORMA I
WA G R EFR R RIS . BL.
BRI, BT AFHRRAREOR, Frf HE
BORHA N R, B RN T R, AR
ARrER . [FWE, HIERNN IR S bR TS
TE G S ARGELIS R A S L H A A RIS 1R
B, TEAEHRTEA A SRS

KTAFTE MM G SRR, HAE AN
RABMRF E 25 S = ah i E L, A G PRI
PR R TR 28 (X)) 2 BRI Y E
X, AR GOR R TR AR B2 o . BRI AR
Al o KOS IR RIBILE, o028 e H 3 2R
Pl , JFfeE SR E I

XPRCRRE L S B R R
5 X, BRENINERAE L—2, HyamiHs—o
R, G HACRIRR B AR X" dh i 4 A R
HAEGR o LA 7R B B B/ ekl o S s 3 45
B3 AT, 207 b R B R R I 8 25 i S R 52

criauaciunicaL i IR



890

2021 8 35 8

PR BAME DIREA SR IRE . ™ i e SE ]
BOATE N LB a2 2 TR 25 By 7
din, AT EGOHE AR T A G ah, R
BE% ) 0 0 5 5 73 o4 24 i A BT AR B A [
B, AR RIS RES & B B R s, Al
HEBFEREGMA G E L, DREES
FH il B HAT SR BRI ANAT 45 52 BER
3.2

PEAH AR BE, AR AR B E AR
PEIIEUE ORI 25 ZH 577 i (19 2 2 TARBLAR] . Ik
FTARHLRBE TR E . ERRA . ORIETOR Y
PR EA—E, A BUR ARSI A—
2 W NRPERE B TARNLHRIA—2G 30
PEGOREZ B AR —L, ™ i A3 5 AR TR
A—EGE; AFEROR SRR HIEFORA—E. O
O AR ATE BRI = a4 B S, 1
P BN RI2E = fh A AR AE R AR B, RiET REtie
L i ) E AR LRI R SR AR, 7 2
TEEORANEIE R o

XFF I BORE R LR B — B R,
HANS% (BRI R A a) A G
PATE R AR (S B 45 R4, WA 7= il (1
FIRLH & BRERE B, e IE R LA
AR MBS E B, IR R IR AR TOR Y P AT
Ja—5.

XEF B OB AL R BN TS I R,
T IS PEA BT R A PR IALR RS BEAH
LA SCRFPERA R JEHRS AL T 2500 . BRy7 At
Z 1) A SRR ) iy, A PR R A
s 2 HE AAE AT 2 F T AR DG ™ i A T G B
PREGIEUE, DASCREHSEH YRR E B L. DIASK
75 W SRR BRARCTE ™ i 1], GO ik DAy
KW BE S E B R et HIE N RO AR
JE RO E R ZIMALE T e s (CETEM S
WY STRR B A BRI R 4 ) 1, TR O
R, THRAE . KBUZ A RA T 25 BRI, 1%
M2y A B TAEBIIRBE A 5 SRR AR
R . FER N VRS, $7 IR T
B B G20 A R ARTESS T O AR B, (EUR
KAER D IEEE R o HE AR SOR R B RO
58 LA B RIR N5 FE S P 2 W TR Ak
FE . T EAENRZERCIEHA AL HER], [H

VOB i iR CEUTICAL A

7 S A B . MR . Wit e
BOSTERYIEGE . 27 S B R A
BT 2B RS B
3.3

43 FR T A AE RS R I L R A
PEFILRITT St — SR E , TEOE T 7= A
BURIAT Ak . i B S0 YRR — 3, (A
AT SRR W AN R A
F5 11 TR TR R AR RA R RS0
BPEMEES S0, DA TAR A BRI L SAE R o
LT, B 0 T LA
HIHIE
4

S e R L THEBUR . FDAE SR
SO HY R RS I P 55 TR f s A1
e EET, FEEEE TR, RTER
TR 5 5 TAEALAT 16250 45 128 730 42445 4
Sl AL AR, LT
41

RAEZ (MK ) S 5. 2kl
A7 T R 1 TR (02 (A
i) FESFRREE AR, =5 X, TG
Bl 7 ST AR, 7 5 7 1 PR i A
W FDA % AT RS H 0 BEFF BEBE S ARG A
SEATHTEROMOE , SR 2R & 7 S AR (A7
Wk A, AR TG THEAR ., ATl A AR
DGRAIEAG. P, SRCE R . RS

o, X CHSR” ARSI ST
%igéo
4.2

HEHNT, FDARXTAH AR ™ML T 19
AR RSO, b KRR 4. BT
WA EHEWE Wi iR
G, B EESE TP AR,
R P= S S B B | 2 B ML SR 45
off TAEYMART ZAEO A a8, A 5 s ek X 4y H:
FEAERPLEIS O TAER P55, 4Tt mt:
B2 W RLE A BRHLH AN TAERCR
4.3

TR AL 2L G SR, JE MR
SEHUHECRZE TN, T TAEARER, W57
PR B 38K . DRt — 2 it S vk A A

zhgysh



2021 8 35 8

891

HOREORIYE BRI, At I ANTRA T I35
AR B O i X — SR L A ok A, BB
BT It m e 5 f I BEGERR | kSR R R R

iz,

SCAMTREZ . BT G ATl X 250 &

7 i R LR SRUE TAERIGR, SHBIT ™ BRI
I R ALl

(2]

(31

[4]

(5]

[6]

[7]

(9]

RERGEL. G BT i e R B S ). hEE
JresifE e, 2019, 25 (9) . 10-11, 141.

FAKIE, VE, HEESE. 290057 i iR AR DL ) R
MRE]. TP BESTERAE R, 2019, 25 (19) @ 12-
13, 83.

MR, ke, BRA, 45 ALE 7 M a kA E
B UL IR) Y B[], o BT AR A, 2019, 43
(2): 126-128.

MR, s, Xk, FREZMALE 7 i i i R
L FEANE O B AR o3 v R R ER D).
Eyrashifs e, 2016, 22 (19) : 24-27.

HfES, F0%, Vrfh, 55 29aLa ™ i B lsor &
DL BT P Y ek, 2020, 44 (1) -
68-70.

EZE B2 IR, ST MA & Bl
FFEAE S (20094E55165 ) [EB/OL]. (2009-11-
12 ) [2021-04-09]. https://www.nmpa.gov.cn/directory/
web/nmpa/xxgk/ggtg/qtegtg/20091112141901388 html.

B R 2 i W B A B ). S TR AL A 7= B P A
BHRHTAEL (2019455284 ) [EB/OL]. (2019~
05-31) [2021-04-09]. https://www.nmpa.gov.cn/xxgk/
ggte/qigetg/20190531180601758 himl.

R, FB. EEFDAX BTG AT 252
I, 2019, 43 (12) : 892-899.

FDA. FY 2019 Performance Report to Congress for the
Office of Combination Products[EB/OL]. (2020-08 )
[2021-04-09]. https://www.fda.gov/about—fda/reports/
combination—products—performance—reports.

FDA. Guidance for Industry: How to Write a Request for
Designation (RFD) [EB/OL]. (2011-04 ) [2021-04-09].
hitps://www.fda.gov/regulatory—information/search—fda—

guidance—documents/how—write—request—designation—rfd.

zhgysh

FDA. Guidance for Industry: How to Prepare a Pre—Request
for Designation ( Pre~RFD ) [EB/OL]. (2018-02)

[2021-04-09]. https://www.fda.gov/regulatory—information/
search—fda-guidance—documents/how—prepare—pre—

requesi—designation—pre—rfd.

[12] FDA. Guidance for Industry and FDA Staff: Classification

of Products as Drugs and Devices & Additional Product
Classification Tssues[EB/OL]. ( 2017-09 ) [2021-04-00].

https://www.fda.gov/regulatory—information/search—fda—
guidance—documents/classification—products—drugs—and—

devices—and—additional—product—classification—issues.

[13] FDA. Early Development Considerations for Innovative

[14]

[15]

[16]

Combination Products|[EB/OL]. (2006-09 ) [2021-
04-09].https://www.fda.gov/regulatory—information/
search—fda—guidance—documents/early—development—
considerations—innovative—combination—products.
R, FILME. EEFDAZL A B2 i i BUIR a7
B TR 2%, 2019, 28 (22) @ 2681-2686.
Fal, FNIER, RSN, BRSBTS B A
W A E PR B ARVIT]. P2 PR, 2020, 37
(3) : 178-180.

WIS 25774 J5). Guideline on the quality requirements
for drug—device combinations[EB/OL]. ( 2019-05-29 )
[2021-04-09]. https://www.ema.europa.eu/en/quality—

requirements—drug—device—combinations.

(17] FEZE 2 I SR, BRCT R A BT sl 2K H

[18]

SR (20174F55104% ) [EB/OL]. (2017-09-04)
[2021-04-09]. https://www.nmpa.gov.cn/directory/web/
nmpa/xxgk/ggte/qteete/20170904150301406.html.
FEl 22 245 M Jm T A AR VA B PR s 201 74F 2201945
7R B KA 2R G 7 R A S 45 B REB/OL.
(2019-07-24 ) [2021-04-09]. https://www.nifdc.org.cn/
nifde/bshff/ylqxbzhgl/qxxxgk/yxzh/20190724105922361.
html.

[19] FEZE M2 B BR. 5T EHIE W BRe ™ i g

A4 (20094E5581%5 ) [EB/OL]. (2009-12-
24 ) [2021-04-09]. https://www.nmpa.gov.cn/directory/
web/nmpa/xxgk/ggte/qtggte/20091112141901388 . himl.

(K B8 202147128 4wE HUF)

EIYCIEEES P & b



