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Introduction to FDA’s “REMS Logic Model: A Framework to Link Program Design
With Assessment Draft Guidance for Industry”

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100076, China

Abstract: A risk assessment and mitigation strategy (REMS) is a required risk management strategy that can include one or more
elements to ensure that the benefits of a drug outweigh its risks. The FDA issued the “REMS Logic Model: A Framework to Link
Program Design with Assessment Draft Guidance for Industry” in May 2024. This guidance provides a systematic, structured approach
to the design, implementation, and evaluation of the REMS. This guidance provides a detailed description of the specific approach of
the REMS logic model in the three phases of a REMS life cycle (design, implementation, and evaluation), including assessing the
situation context and establishing a goal for the REMS during the design phase, developing the inputs, activities, and outputs of the
REMS during the implementation phase as well as evaluating the short- and long-term outcomes and impact during the evaluation
phase. There is currently no similar guidance in our country. Detailed introduction of the FDA's guidance is expected to be beneficial
for research and regulation in this area in China.

Key words: Food and Drug Administration (FDA); risk evaluation and mitigation strategy (REMS); logic model; framework; guidance

EEERAMNEEEER (FDA) T 2024 45 F REMS ZHBA ) H 12 H e 5 Wi e R —80n
HRAT T “REMS A 558507 Rt 5oHEME BRI HAs. B BIFISERS, FE35 BB 25 il (NDAD.
27 (AL B4R S R RO, Zde B ENRE AP S VR B (BLAD R Ak B 2 W
T FDA FX PR AIZZ R S RE (REMS) @HAR AL, (ANDA) I HIE A oK REMS 1 HRIg0 N REMS [
REMS #4582 FDA #EFEIHESE, NG AN ot 38R R JE N, & 150 REMS,
R SR REMS Wit SRl k. B2 i€ REMS PEAEAIEEL REMS.

WFS EHA: 2024-12-08
TEEENY: FEk, 5B, &, FENFELLFITELIE. E-mail: penglai8051@aliyun.com



« 1706 FA8EFTH 2025578

%¥ry4ak £ Drug Evaluation Research

Vol. 48 No. 7 July 2025

WE H B A R fe T E . A SCEg AN
4 FDA %45 SN, JHf K EH & REMS KK
. SEHE RIS A .

1 ZESENNEE

ZAE SR B FDA 25 5 0 58 o
(CDER) I FH 2585 1= S A XS & BRI A % L il
HMIRATIG 270 %5 5 CDER W i oA Fp A 55 DL R A=
Yl SR FIRIE 7S RO A VR SR

%16 S5 B 7E3#5R FDA () REMS 2447,
REMS ZHARE FDA HEFH—MHEZE, BN H
HANREE T RS S0 REMS BTk SEifivy
fliJ5i% . N REMS SRR 1) H (12 il 2 5 T
SER AR E bR HRISERS, JEEBHRIEA
# REMS PPtiHRIZIN REMS ¥t %3k 55
D] Py S D03E P T 1511 REMS. il & REMS it Al
Z4 REMS.

ZAE T R IR B 1E [ B RS BB REMS
U] 520 25D 3R 2 - U PR A o RV 124 5 5 )
WA B FDA WHAfiE, i 72 REMS,
TRZG 3R 2 R U B, (E TR 58 S 11 7 ZEE 1
BH A5 () XS M SRS I, 12248 5 SR U Rt A &
ARe 5% A,

RIERNIZIEFHENE LT HFZARE.

—RUL, FDA 48 5 R SO B B V25
A LA SR EIPAT I ST A, 4B SRR T 1%
BUK B A 3 — = mp a8k, BRaEsI H 7 BRI
EEGEEER, BN . 75 FDA 18 5%
WA “should” — 1] 72 R o Sl Ul 4 e 5
Y, MIAZEIE .

2 ZIESRMNAHNER
2.1 REMS

(RO 29 Aot k) (FD&C Act) 2
505-1 7 ((ERENEM) 25 21 HF 355-1 79 (21
U.S.C.355-1) %8 FDA, {EHiE REMS & L],
DA R 24547 () 3R 2 O XURS: R A 50 5 225K REMS
FDA 7] DATEHT 24 B (RS RT 2Lk REMS, 80,
H® FDA TBEARAMNIF ZEER, HhErE
i3RI e JE A L REMS,  DARRR 254 13Kk 25
e I AU o

REMS & — P B U 7 3 e %, mT LALEE
—AEEANEER, DR RIER S T .
J FDA #fj52 REMS /&2 ], FDA AIRgFRE—4>
B2 REMS #2, HAnl fe 6045 H 2545 r 5lie i@

TR xR ™ E I 0SB X Z4, FDA
AR ELR R AL Bl 2 A b B R4, /E N REMS 1]
— B “TEENE” —idE e CHEAGYARE]]
(RS 7o U —iAl R AR MU= . ARVR YT ML AE
2 LAIK B TR (1 00 R Bl A AL

FDA 1 0] B8 22 3R fff R %2 4 ff 19 2 &
(ETASU) {5 REMS. WA 25 CakiuE A 2L,
H 555 E ™ HE XS K, FDA Al REZE R {EH
ETASU, 7 H HA MiXF ETASU # ZRAE N kEE
2459 1t B 15w T A 1 AR T X 1) R 1) — 5
OYRE, 2GS RESRAGEHE, T A . AR,
fE B E RS, YA B A 2 DA™ E X
i, FDA Al REXT AR A S ETASU 259 %
sk ETASU. EfAkii S, ETASU Al AEELHE R4 R
H— BT R A G AR R ER S 2T
FRRR B B PR 456, BOIRIER T 1HAE; FRZii
255 Mol sl WA T L T THAE: 254
HAESAER S ETTH (NER) rlesh B B
VDo BL4h A 22 Al 25 A4 B A SO IR B
WsIS AT LS R s M 25 ) B R 2
WS s AN P25 () R AN AR TR B A

U5 REMS L fE 348 ETASU, Ul REMS i& ]
REEFE— NS R G, fTHIE AR lnds. R A
SO BRI SR (B, R REMS R E P sl 5
myeputy, DMEREEM TR AU BT 5
P

Ji REMS MAHFE—AEZ N Hir. WHR
REMS &4 ETASU, N REMS W2 i—A %
ASEFR,  CAURER 259 15 B 15 B HS R AR S 7 R
s, I H AR % ETASU.

55, REMS il H WA FE 28 REMS VA I
B R . $228 REMS R PFAl B[] 2 06 200 60 35 71
REMS sS4 18 A~ AR 3 45/ H VAL, LA
JAE REMS #EfE /528 7 A 0Pfl, Bi3% M REMS
FIE 1 H AR PEA

FD&C Act %5 505-1 (g) (3) %5, REMS ¥
£l B ELFE S TR RS B AR, XL SRS (CRLEEE
) R AR UL, B R SR E s H AR
BHK . FD&C Act %A BAUEEH HilE N R a0l i3 47
A
2.2 iZF REMS i&it. SLHEFITAAIHESS

FEZE L F AL AT RIE T S AT
1, FEZRIRML T —Fh RS, SR, HiE



EA8EFETH 2025F7H

{;Xﬁ«iffm‘t ER Drug Evaluation Research

Vol. 48 No. 7 July 2025 * 1707

TR HbR, WRTT RIEE S AR KR,
SR (WHE S LRI Z2 80D, I g I & A4
FE BN,

2018 £, FDA PP 1R FIATBSAIE A RHA AR
ZENIH] T REMS PG A AT PEAN S RS, FDA
R R AL A ST HE SR, 1 1 3 M & 5%
PERIAEZY, IXEEHEZRDASE [ N dkat, Bdd 2K
WFFisE e, HEAILPAGI. X 3 Miak
T HHEZE B FE RE-AIM (reach. effectiveness -
adoption. implementation. maintenance, Y. H %K
PE SRHS seiiAngEd) ok B SEhtift; PRECED-
PROCED ( predisposing . reinforcing « enabling
constructs in educational diagnosis and evaluation—
regulatory

policy organizational constructs in

educational and environmental development, (&2
WA DPAG e AT PR3 L G o PR 2R AN E B R 45
—HE MBI P BCE. B AL ) K
B g7 0 RIAIPPY, BLA CFIR (Consolidated
Framework for Implementation Research, Sl 73 1)
LRAHESL) ok E Im PR o & ik

FDA 3 S50, HELEHL 7 —MiZ iR, 45
T, W0 ROZ I B AT A 4551, ATyl & 2
R DA AR IR L I i R AN e R i FE B 16
X BEHE SR B AL E 1 e M e REMS 1EAL
G, AR T I7I: B T R R S T
VPR TRPRI R AR, DAISUERE, foVrR2EmfE
B IR T RVERE: ok A SR A SR RS
P& B E PRl REMS FEZE ST R A8 2R G0 A R S
F RS 5 N AT R R B8 0, DA 02 75 AT DU
REMS R i€ LA RME, PLiHE -k E
REMS H#7.

SR, WA — P EOHEZRER Bt T — R — 1
Gi—HESL, W] LA HF REMS ¥ S Firl .
Kk, FDA R 53— AR R —— @ A ——
RiFH T REMS J7 & FIPEAl o B4R AE T
TP R S I T %2 H bR A0 EE 45 L BT R D R I %
L, 15377 F=HE . WEERME 7 —Fhigm
W, R TT ERIRBETCR LU A Z E 5%
o WO R TE A R Ao
RETAML R, AR A 1 ST A
Ja SRR RN AUEYE . RN A

WA T 07 RUFAh . R DA
EE TAEE A DRSS B HABH G TR AEH . 51

u, SEEEREGIS P G (CDC) fEAE A
I FE TR 284 Al @ AR Y, G0 CDC (1) “id =
RZHAR2ATS)”, € nl AFE Bh St # FIPEAl % 7
FRABATT ) 355 B N 28 4 5 AT o B S 3 B R0 26 5
JE WA AR ALLERAS [F] Frg(8-101,

A BT PR A 7 R HERE . 18 4 157 Jif U] A
FDA A58, 4 FDA [f] REMS & #5584 (1) I &
®“TER,

3 FDA By REMS jZ1E51&EH!

FDA 1) REMS ZHEAAIFE AL T — M HEE IIHE
20, FEEHETE N SRR REMS (B 1),

BT HRIEE 1 ATRIEE 2 ATHEA T REMS ZEdnE
IR 3 AMTBE: Wt GFRIDS sCif GEFE) FIvEAh
(Z550); 5 3 TR BN REMS 2R
FADRE, EBEH B 72 2 A B RIS TE L A
ffinr. REMS 7% Hbws 1ESEIREL, A 3 F1\E i
JE REMS BN WEshAf it EvEF B, &5 2
TR R AR AL S A VE Al LA & REMS (5200

B T

N TR | ] Za |
fjg g‘ff wa || wE || e k| (s
mﬁ Hire| | g% bt P
W | B 5 il | |

VO || s || s | | RO e
B || o I || mE fin &R
2 ) 7 5 }]ﬁﬁ& A=z} il o -
s || 7| | e || e || e | | e

B 1 REMS 158!
Fig.1 REMS logic model

TCH E R A REMS B4R AR
BrB. REMS @R AR B, HE BEX
N— MRS, BIEED TR R ER )Y
B, USRIRASHIENE, WIERGE, INHER, i
563% REMS J7 5. 4b, VI B T A Wrs ik REMS
I EAR. B SREEAIFALE 2 SR
3.1 I

REMS 2 AR (1) 3 F M BE TR BT 4R, it
B BB PEAl 1 100 1 SR EE 7 REMS Hir (B 2).
MBI H W REMS Al BERERS R vk 1) 5™
XA IS )8, 62 REMS IAFIH H xR .
3.0 BHER W B 1 DM
ST, AT RS PEAL AT ZRE VPl . B T



+ 1708 - FA8EFTH 2025578

{;quﬂ'yﬁ‘{ ER Drug Evaluation Research

Vol. 48 No. 7 July 2025

B B .

[ iR | | g | iR

A || AR
i || BHiE

B || H R
|| B

EIY || B
Zi (&5
P

2 R
Fig.2 Design Phase

I R Heti A, B OLH St T BB SRR, A
EWTFURAR SR IR (N 1. AR T LA
U, B BUAME X BA RALERAE RS E L T
JR 2RI 2V AT REAT A B

(1) B IFAL: REMS 12 48 A7 o frg KU PP Al
Fe R L E 1™ 2 KU FRR N PRAG, T e R U
Y15 B G2 AR I o P TR NN AR 08 i PR R I PR
Koo SCHRVPAL BT RIRPR SR . AT A0 FOA
S A s (& D AIESE AT KR TEAl -

Bilhn,  FTE SR KOS PP ld LT 9,
I KBS AR R A 2R L BB 2 1% IEFE K
- (FENARS S SIR) B S B fE IR
96 B B A TR D5 P AR AR AR O
R AR AMIR RS R AR iR, 5
T R A R D s I 1aIE (RD 254 8 R 5 %
Az AN IR A RO 2,
B A RS RIRE D) wITREIE CRT 3 ™
HARFAFHIRESD s AT CHI ™ A RS2 K
ANERIE T LIAIT DD 9WIHREE R (nsl& .
EUGIEAT . AR MA R BB MRER
Chrn 83 AR PR AR, 22 5« A L o o oA vl e 2
INERFREARAS R F AR AR ™ AR R 3D .

P N I 5 R I PR 1K 56 77 5 A ] i e RV Y
JRUSE 5 DA R X 2 2 AR S G i e A gl PR 5 B o

(2) BEI7 ZEE VAl AERHE L SrEAl i) —
gy, FRIE R T AR I TN R ST OR (R G I AE I
Coyy 22, BARERE . SROGE MR E KT I
ZHE,

By ZE B A C0 5 A E I PRASR 5 58 foeHsie
BB T I AR S Bk 412 43 B 30T 412 43 1) 52 B B 7 22 1)
() RS 2% fif 72 57 . £ REMS AR = T, &
7 ZZERVEAL B E— 0 50 REMS ] DU DR B B2 I 7

ZEE o AFNERST ZEEE VAL I 4, B AN RIR
WALHREROIE . FUHEE R nTRERI b7 NI
HmZim SR, ARAYRIE. 5k 47,
EUBACTE . BCZh. 2R Z5AnIEm, il e 259158 F i
FE BT A Bl ol N U B =7 (R FR L R g
(BRI 2200, DASCA S8 BAIG XURS: (R B4 S 45 1] R
A A VEANBTHRT DA H B S SRR B S I R
RSB A L OG22 5, DL Ay 0 22 42
i .

VERERTT ZEE VP I —&R 73, HRiE NI % &
BEM (B0 BRIT ORI X KRS AN 22 A8 AT
RFEZR AR S BRG] R AR W R T 228
H R AR A AR e s DS A TR e,
BFE PARE RGN AT H R, HiE A ] Dot
FEMERFFE TRV, Aoy /N MR R DL KR
IR AL DR A (B0l SCkerik . Bk,
HTE NSO ST AT AN eV 8 AH G 1Y) %
PR N H T REMS T, F9IiX S8 i nf DL
AN TR EEFETT RAE IR A e S SR 4
5 AT N I B BRI 02140 R N AR R AT % 1
REMS PASZI I Pl 25 S, m] DA FH X — LA (1
wr, AT R AG-IG JLEEYE REMS, BRI
0 B2 7 R RS B AN A 0T RE RS A O S T A
5.

FAH N R PPAL 2 Ge /K75 5015 DL 1 S5t ) 52
W), WIGPRECERAR RS . DEIRANEEER AR
ZUbRAE BRIT ML Fa B AR BTG e . 1X L5 8
Rl 25 A B T30 10 80 XU 7T g 7 22 1) S RF A2
(i t, ZE TR Tl BRI S = A 5 5T Rk
A .

LI I AR, R XU A R 2R T 22 8 F
ST —E, NA BT e TR Bk 2zrE (D
RN (problems) ] (AR ARITE), HULH
()RR AT e BRI Ml X L 22 R, LA IR 25 3R
I U
3.1.2 ERBW W B 2 8 2 ) E
WEITZ B E P, e 7 RIS ERE. 7F
FLLAFHLT, — AN ITEATHEA A b —A KA (B0
Hir.

77 R AR IZ R T7 ZPUHSCI B AR, —
1y B ) B bR A I8 N ST 7 SR SR T 1) T ER
R BRE T NG SN B AR, AR E T SRS
FVHbREEERE” U5 H B2 150 B T 2 SR 1) B



EA8EFETH 2025F7H

{;Xﬁ«iffm‘t ER Drug Evaluation Research

Vol. 48 No. 7 July 2025 * 1709 -

ik, X
PR ARHERE o

REMS ] H #5 A1 H 85 25 9045 5 1L 1, OF
59 U B S R i B KU A B R R
I FO0 I Jer DU Y ST P 245 40 0 R FE T 5 T AR

seZE SRR T ER, HB TSR A

By el Nl 2 REMS BARMEB (R 1. Flp;
T ELFE— I (AR EAS R 3 R AR BT )
TR ORI E A R, DUE R R
D, B BT (—BRAEEARS
PEATA R, DARRAR™ SR A AR 2 )

=1 TARHRAF REMS £ ERE =

Table 1 Levels of prevention and REMS considerations

T i B SR )
— T REMS BER /™ BA R H AR A A0 ?
/3] REMS ] DAGfi & sl Al /™ AN R 0F, ARG, B ?
=i WA E AN RS, ATREIRST PR B S e A i 8 SRR R 2

HHTE NN e B R B — AN TR, DR
FArSEIL TR B TEREEEIFLLT, H—%. =
PN = T AP AT BN SE BRI, REMS 1] B8 B 7E
TR R (R 2 - RS R 5 CBPDRR 5 RO AL Ty = A T iR
FHETIE UG R 7 E 0T BeELHE TR 20 5 1 20
Ao B T D I g N 0 03 2 - AU B SR b 7
ES

HiE NAEHI € 7 & B AR AL B R, S5 RE dnfa]
NI RIHEFRAME R (WL “3.2.17 1D, 7EB R
RO FEI TP B, I N ST 6 ] O 7 & %
SAEbR [RISCHTE 4845 ], AR E 2 5183 REMS
Hir (A “3.3.17 T,

3.2 SEHEMER

REMS @R )56 2 B B SEREpY By, ELdE
REMS i ESIA H I & (B 3). iz B
(1) B A2 Lk G e R B S ) 7 5, TR
FEVPA 5 2 T U S B w5 e - VPN T R
ISR R, RAEMERE—NPrE, BRIV B
(I, “3.37 T,

Cowt e e

o] oL | RS

WA || WS ||

s || Vil || A2 At
IR R
SR || || 3k
e || RE || BiE

Wik || PRIE || &

3 SEHEMTER
Fig.3 Implementation Phase

321 f@N SERPTBIIEE 1P RN .
AR HHNEAE T ZTREM, /£ REMS 5%
T, HINHEH 2 BB AR AN BRI,

5 FDA &Y, REMS 2 4RAR AL 50K 7y
N3 (D BIEMANE ISR A HERE )
(2) BTERAMN 225 AT I SR (AR RIS ) (3D
B E 15 A XS R E/ 22 fif o mg CHE U SREmE ) o 1 SR B
5T FDA FIIRENM . & 2 #id T HiE ANERT
FNSEin REMS B, W25 E8 1) 55 W FIRH BL IR S

FHIE N\ N e £ 5 15 00 18 S0Pl A0 77 2 H bR Al
H )RR 58 1 1) R — B S o 7R 4% St L
TG, G NN B Fh R X LA uE e, BdE
EART FHIHEE.

(D) BRI AEGZ A RS A . B, 5
) 2 A O 3 — R X R A S8 A% 3 RN 2 % T
TR & IR, I PR RS A 1) B4 32 0 SOk ik B 1)
Bk, NAR RS R, Kl REMS FI5eH]T
2545, REMS @7 2028 —Frszm AR sk
W&o SR, B EE R B AR IFA — & N
1T H.

(2) NEEASSZ RS R 25 A0 DG AR T R R
Gt S AR B AT RIS P . HR R AN ST
REMS B T2 B A& BEE BImKRIFL . 477 B
2. SRR DN DA SRR 2y i . R NI
PEAN 0L 1 2% A8 SR S %of 12 7 AR 2 £ 2R 90 A T4
BRI A B, B A AT AT
SEME (N, WAPEESR) T AE LI T AR SRNE B
A3, EWATREAIHE S,

(3) FUBSRmE X B SR i fEse A .
i, HiE AN PR REMS X £ S Fh R R 52



- 1710 » EASELTH 20254678  L¥Wi4a A Drug Evaluation Research Vol 48 No.7  July 2025
#*2 5 REMS XK TR
Table 2 Strategies and substrategies related to REMS
S il
SRR R M#5taw
B TR
Bl Cinkb A Zis. BRITHLAD
WIE CnAL T BRA . 255 BRITHLIE . 38D
S 2z A AT BCZi i s RO ERTT HURR 26 A (e N 5D
LR FAT SO (e e S50 = A I 58 Bt 150D
WM R CHRER, VP4 S = Rl 45 5D
ke iR, REMLN. me®s)
LISEE S QI EE D)
7 R RRS A I/ 2 BEEIC

W, XL AR SRR IREE T, WS RuF
AT SRR R RIEIT RS A R HLX L 1S
Bl BREARI CA S By RO ] o A, RN
ERPEAL REMS X 883 B 7 iR Ak I s ) (431
wr, MERERI 2R g, R (80 Witz
E] At 3 )

BINIEE 2 NERR R TTIR . TIRARTE S
REMS BTz N . MPRFIECR, BIA{EAR TR
ﬁu W;’é{[ﬂ—m]o

(1D N AEHES e seitifii2 5 REMS AT A
Cflhn, &35, Wig A BERIR . AT R, R
IR BRI R R AR L 2GR, KRR o
R (B0 PRI A TAE A G

(2) MEEFEEANRTHEFM. &k, &
LR DA EEE A FLes BF 25, DLIZR 2GRN
(B0 WA A R HET TR %

(3) HARBIFEART I/ BARS
TR BdEE. BIEMEGE.

HE AN 1258, W R F 25 AR A
FH AT &8 16 BT I8 AN SR M o H i N AT BE R ZE 1) 6 [l
REMS @A R tFB B (L “3.1.17 B0, F£%
FE PR S 1 SR YR RN SR 5 B S TR B 2 I R P B, A
Ji~ BCZG. 2R MR DA KR I AN 4 8 I RE 1
HEAME
322 AN SEREMTEES 2 25 %P REMS T
Bl WWENHE NS 5 E A HTE NASZIT % B bR
M e HIAT SN 1B SCREFTIR BRI AN, RS
BAH—ANEEZ MM SHES) . REMS 2485814 21
5 FRAR-FH RIS GEMATRD . SRR A TR IS
R 22 4l AT R F/ak Wi AR S skems (5 41 X,

BRFAL/ZR AR AR A)IE SN

f£ REMS T3 T, #5315 REMS ZRAATH,
o AR S 5% N REMS 158K
178, W REMS APk l7-181,

VERNIX—IBIRI—#7r, HR AR I AR
il € HIE BRI B B RAE TR R R IE R AR
WESR TR AR, DU DR HE AN AZ T
SEHEFTALE G Bl 5 B R UEA RN — 2535 3R
B, CFEHE MG A SRR R
P
323 it SCHERTBOES 3 D HE U IR BT R
JTa S o X TR O VAL AR A, Ha 2
WA ERRER, JF &K REMS WifTigfT.

i HA AT ATRON T A T 5 (1 SRS B Bl 75 4%
st (Flan, 25, dle. 2580, flin, KT
PoBEMFECEAE N (i, BRRBIRIAD
s, BRERN T IS N L 2R R T8
(EEZESE

i 38 T DL A R BRI 7 A AL I
fifto Blhn, WnARKZHAR A E R AL S, A
i HE AT DA R BB AT Rtk o IS T DU E S
ERREAGEEREL A . Bildn, dn SR EAC AR LEAT
(R, TR AR EEAT Y, ARSI AT (i,
WRA TR B> AT LARA € BB LR IR L.
REAE NG 5 B B E A 5 X
Kl ] RER W T B — D o M A R, DARAE N
Mo BB S TIIAE, DURR A7 5 ZE L
BEHIS . WEARBE R P R B &
AR AL T B A, X SRR 7T RER W] 75 23T 20
AR, DABA E A AR e R DXk Ak Ty R A



EA8EFETH 2025F7H

{;Xz-‘%c‘,m‘{ ER Drug Evaluation Research

Vol. 48 No. 7 July 2025 « 1711 -

REHEA L, XATREFECEF B2 .

FI A RCE IS e e bs, WESH, DUfieix
J7 B AR, VA% T R A
ZER . FRbRTTCLR R (BN, DA fRg R
X RS A 22 A A T TR T A BE D, i n] L2 sE
T (1 anEE 52 R A2 44 B T I TAE AR
it ). fabrnl DUREE RG-S ()
un, AR AR, Bl AR R AR T AT AR
1), {EATRETCIEMRRS R A AR TR R AT DLIE I
ITIRA R 734 SRR Eg A Fl (B0 R s
AR SN, T AR 05 B, PAE AR
A AR SR A

RS AT 23 A AR AR AR B AS AR A

(D R br i & St g sh A, e
Ji FWSLEAIEAT . X AT e G REMS B (R]
HiE ) A2y (B REMS 2 5%) 1 &4
IEFEFE AR B AL HE A S I AR, DASE N AE DL R
BE IR PRI B . oA R T AR A FE I &
REMS A4L25A TR &5 40 58 IFEEE,  WLL i)
FIZSAHR T IEIES 5% 7%, PAKRIEIESF R T [H
I, A Rk S REMS 15700 .

T AR SRR AL AT HRAE A BT B ) AR B2 VP4 REMS
(R, DUISIE REMS W& 32 7% D& KR A 558
BRo FUEAERE RS R, FH T2 REMS
SR TRISL e,  FEHfE AT BE 7R ZE Lo k. 5
JR AR CRI AR PR i 1 i 1 (T RID AN,
JiR A PR HERR PR 7 2.

(2) BRI IE T RRTIEE T AL R,
A N T DO 5 SR 38 b5 7 93 o 7 8 45 SR Ak R e
Mo, 25 RFRARIEN “3.37 Tk,

REMS 3 i ] A2 K 800 T 07 Ris A7 7 N3k
il EMECRE . PR AR RS FE B
FTF R D o BV AN RLPEAS AT FH 0 0 A e L, 2R
Je i 5 WIS B R ) U7 R ST HERA M L T SRk
E (BURRZESOE ) AP IN T R i . s AR
€ HHVEAL BT R s A R PR B ) [ B 7 1)
FDA #2047, A48 F il A H0E B ffke
33 HEME

REMS 2 )28 3 By B Pl T B, B
AR LS LU (] 4). REMS [PTAd X
TR AR B R E T, (E B AR (X —
B, Rt AR, e A R e s i
BRI GE v R, DA AT R

N .

T i | | R
i

AR || e
iy || HiR
SRR

4 THEMER
Fig. 4 Evaluation Phase

330 48R PHERrBUEE 1B RESIR (EY
AP, I LASI ity B vtk o 5 SR45 RAE
SO REMS JHid J7 S8 SRS RIAR N2 51 5 AE SE L)
HARAAL . T RECRIEARRLEAT DUR KB . W]
By s SRR N &, 575 56 H AR AT H AR ORER, 5 P
HHME A B, CRREZNEM (5D BIE
YERZE R, e s RN RAESE R, A diimn
SUGECE OB

A 3 AT EEE RN 5 HEA — 2

(1) 51 REMS 2 53 %) KUk A5 2R 22 4 H
TR PR RRAT (B BRI 45

(2) AT . PRS7E REMS 2 5%
LS B AT WAL ECR & 4 AT IS5 R,
W& ) R R B RO AN A
A& H T

(3) FREAFIE/ R fi S A B PPAG R &
AR P R BRI LR RS SR A S s 1Y) 3 =4
(i, BB )R WS 3G RS 1) Y
SR Biln, PRASPTATE S E T L AN A
T B ORI, B MR AR & ™
HEARFMIEZ YR IE B SR (BN
HY, BE N PR XS (R 2 o AT RE 7 X AR IT
LR H M B A B R A NS R

eI T PPl 5 S 10 77 S 45 RSN NS N
ORIF 8 ARITT BB T RECRIE T
AFERbR . B0, 224 AT NI BRI £
Yo A REAT 2B DA BRI I, 30 SR R RIS
NBRER . MHh, HABK R TR RER,
NG ST ORAE SR AL A A0S & S AU A
®, LRAMEE R CAnfRESTEREL. MVEHD; HEA
FESR 7 G R EARAERS, 7% FEF| X LL KR .



« 1712 - FA8EFTH 2025578

%¥ry4ak £ Drug Evaluation Research

Vol. 48 No. 7 July 2025

BT 7 R AR b SO AR (i dn, iR
Ak LM AAT NN, FDA BN
Ty R RN LA (B BIH . 1ZBE 2 AR,
WA ENZRE, WK REMS #TUHE T . X+
YFZ R REMS 254, FDA 168 IR 25 HEHE R
FEDSR REMS. [, fEXFHENLT, Joiki@idtt
B REMS SLHERT S SR, e i Ras R, A0,
HE AN BRI G RIS HE . SOk (B0 HAh 24
VI EE S HE, e R IR I E, w4
RIgbr 5 i, DA RS 5 /. HigA
AT AR ATk B ZE H ) 8 PR R AL PR BRI

S5 VP IS T HEZS 2 AR (1), AR T
S AE . — R, RS RAE T RIS 1~3
TESEEL; WAL AT RBHIEE 4~6 FIHL; KIS
BT RIEE 7T~10 FRBI0, LR A HEZE A] G
BHAR, FAENBRTEMEE, WX 7
E S QAN PR IR R B €7

KEEVEMFEHR: (EHE REMS J7 &4 R i
B, ERTE NS AT BE P R E BV PN PR bR, DAUE B
REMS 77 £ 2 EEFIHLEIR. KEFMIERIAT
I ARSI 2B R T IRED) 28 i, BT AR
FDA RS PE FR R IA B — 5, AR T fiZ5
FREEATAINAE .

332 e HIIE ARV 0T R R BTN . X
AL I I T R RN S S AR A A P v

SERMIIE, XEWAE T RETR R R, A RemiseE
UEINEE SRTRENE I Pl PSS 7
BN KT REMS Skif, HRzmidm 5 Has 1
B REMS LG AR (177 A B A — 5. il AN
FEH VP REMS 4 F T J5 PR I8 rh A XU 52 1 (1)
TEFRUE. HE AT LB E s S5 0 B 259040 55 1
PEEA R H R AR, PRI — R AR,
HA T N RCAf T TEHE ,  IE B R R RR R DL RO 22 4
AT NN TT S (AN R SE B FE /)

FEFEERE LR, PR REMS 77 S0 i FE 45 5 1)
s, AT RE A Pk 4, B ETASU 1) REMS
MOLZG B H B EUN, BRI T I8 1% 07 5
G RRE - CALZGTE) 44 55 W 2 SUNTESEE 5
WA E 20 J3 N BIBIRBIRAE o BEAE, A5 IR HME AR RS
REMS X AUl g 25 S BARE A, 5 REMS
W5 HAR R R s, XK AT REVRYE REMS
HMEREE R R, Wb E B ANFEME
SR E . AR TG Canfr sk N ik
TP FIIHABZ WA ¢ RS5E EoR IR (Ul FDA %
Vi AiBfE . BT LW FREg. &
EATIEIX LR, (H HIE N R R AT A 1 B s
H 4 oA T 5O 1 A M AR AT 0T R 0 5 B
PPAL ik S 2 0] o

3R T REMS J5 545 3 5 {8 s 2 [ (1)
KR

&3 REMS FRERSERTZMAIXFR
Table 3 Relationship between REMS program outcome and health impact

5 Tl PRAEE FRE 520 THPLAE FE
BT R AR NB0L/15 3] REMS J7 R4 (KPD  {@REEIATRFRS NEM/IAS] REMS 55458 (KPD

RIBFNT5 R4 R RIS S NBUARIEE] REMS J5 R4S

R (KPD EEENIERRS NEYYAIEE] REMS 7 R=455% (KPD

KPI-REE AN FiE AR -
KPI-key performance indicator.

77 A5 R RS I g e — B, AT RE
A—F R LIRSS A B 4 M2 G b
M, ATRLXS REMS filtth A FEgE, PAsd Ty
F, FFHALRTT S A RIS g e R 2 A] B AT
. ﬁ .
e F BRI REMS HIRCIRAS, FRR
BB IR T G aE RAME FESA A o SRT,  RIAEAE
KFEOLT, WARET E AL A SR = AEHE
BN 2 () 0 EE 1, REMS X B4R gZ 0 1)/ A
2R, RETHELGE, DX EERIE R SRR RS T IR

RGN RS IFHEIT IR RZ N AR & 2
DAV RS A (B0 A (R8RS T REMS F) SR ms 2 45
MBS S, PR RN IZ T &

KR RBRFTBIXFE—FE oL, BRI 48 br
A N0, {HRIEZE] REMS 177 2455 (B KPD.
FEIXFEOUR, —Fimlaed:, T REAEAE T REXTREMA
EAERIIAMBINE, JFHTREARTZE REMS. 55—
FHATRESE REMS ARAZETHRIEIMEH . X FE N
N, ATRET ERE— A5 REMS, SHEELE I BUE,
R A REMS AT LUA SRS R . 5 —FimTae vk



EA8EFETH 2025F7H

{;35;%4-'[57{ ER Drug Evaluation Research

Vol. 48 No. 7 July 2025 * 1713 -

#& REMS IEAE M FEs2 e, {2 KPL vl fe e 7 &
&8 B0 IE A BT B v

F LG IRFHIER] T REMS J5 R45 58, (Hi 5
SO A N . FEIXFE DL T, BdE R B REMS %
WAERAE TR, AR XU FE A T sEm o R,
PO T R TR LB HA, HiE AT
AE 5 2 HOR S T UG B i e by, R OR
IXUEFRFR SRR . I N E AT e T B E T,
i 2 7 2 CAHERA e R . (ERXFPE LT,
A BEE VS REMS HZ KIE2 4T, DA E i
TRZ538 2 e 1k AU BT 5 (1 T

H R A G SRR MRS, RIEE
BAEIRBIT RAER, R A N, 72X
O, AL EE PG REMS )2 T,
DA 5 B TR 245 4030 2 e b RIS T 0 () i
4 [N FDA B REMS ZiEE8IA 8

REMS BRI R Y8, S5k B ES S
BAEATHE, K REMS (5 ZBEiE SEit RIS Bk
ZdoK. REMS BB BT A XU AT X
W 2% At 485 e AR 3 B RIASHR e 1, 22
REMS A DLSEBLAIASBESZBLA H bp o 1R G Bl
THi1EAM FDA #721% 7 F2 B U SLi . %4
BRI DA Bl ot e W e o () R AR M, DA 1%
77 G 2 A5 HE U S I ST 75 1 A SL AR 45

HiE AN {# F REMS 2R, 7 #H REMS
Wit 7%, A REMS LanFWIN, Scifest
VAR AT ZE kit o HiE AR TT T REMS B B1%
M. H REMS ZHAEAL, RIg 7R A 254 55X A7 7
REMS MG, FEAE STREAE . HIiE AL
FRFE 75 2L FH REMS SRR, PPAl A 2 REMS.
WEAh, TEVPAl 2 1A 00 1 B -5 1 XU 2% At S s
i, — SR AR SR e Be A . EXFPEAL R,
H A PR T REMS @R w8, LA
Vi) B 75 2 i B S B P RS AR i B3R s AT
AT RO -

e 5 5 T DA Bl FR N TR AL R A )
AL EARE . SRS R T 45 B an T AR G,
HSCHFI7 ZEVPAk AN 7 58 St o A FH e R R %
BEAY, BT DAFS Bl i NP AT 40 S5 R 8 25
(3B SR By . f ] REMS 8 4845 L 16 AT DL
ST ILEAEZE, it FDA T/EN RATHRIEAZ
A 7E %A~ REMS A FIANAE. iz KA
REMS 12 H AR AN 70 7 I AT ARAE 1 — B0, 1%

WA DUSE = REMS 75 81 REMS 1Al 1t o 25
) PRI 5%

RE REMS RN Z— MR THE, HE
PR HEABEIRIE, A& T7 Rae W IR TR 45
Ro Mbsh, BHBRAGEESNR, Mz THHdE
G R, XEHHEAE R REMS KA
. 5, REMS 2RI, WAHRREH
HAB PR B AL . REMS 12 85 A5 Y I R Ik A B
(1), 5HARIIRFNEZL AT LIS BAME, FFRIBFZIAN
HE N BRI AR o
5 KiEk

1530 Cactivities): Jyii /& 77 G ER TR AT
3o £ REMS SCAFHHEIR 7% T REMS FrZEsK (1)
53, H5 REMS ZHRHHE, BFHIEAMNZS 5% N
57 REMS 52377 28 HARATH (11 58 B AT 30 .

B4 (burden): SBR T BEIT RS L A A
) 78 AH O 7RI 57 REMS R, Bk o i He b
HEIR R =97 2R I BAN 55 )

A FHPERE (capacity for safe use): N5EHK
ZEMYTIES, NN IEER G KT 1%
Jen] M.

BT 200 (care gap): HFEMUE SRR SL R+
PRULER TSR AL BRIT 2 (M I % 5. st REMS 1
T B ONAE LR A RS T 7 L B
ST 59br (BTN SR AEM RIT Z A 1) 22 7

HERA I (fidelity): MRHE VR ST FEAR 7 1
FEEE. 5t REMS 111 5, ¥875 SE AR e SR B85 31
FE TS Tt AR L

HEZE (framework): H 2R IR e H 2
B oG R S5 R . MR RN, RGEEHRl.

S0 (impact): X 7 280N ) I B U & o
REMS 11 &, 52038 & B & 77 5867 REMS L1221
1) ik i 25 S B ™ B AN R SR R R

febr (indicators): &4 H 45 R AR R, H
THETT SRR TN S IR 2 AR (it
FEFR RIS R AaHR) o

S AR 2 - KU T 3K Cinformed benefit-risk
decision-making): ¥t REMS 1 5, X—M&BEE
JTORESE AL E AR 2 R, fETIRT . 02 Bl
XS AT BEANTTAT RIS OL R, TG Bidk S0 y7 ik
L [F R E

fiN Cinputs): HIFFANEITEH, XEBIH
JPREZRCHE, KA etdi At HLUMHEL, T A,



« 1714 - FA8EFTH 2025578

%¥ry4ak £ Drug Evaluation Research

Vol. 48 No. 7 July 2025

HARMZ 4.

KEEVPA $EAR (key performance indicator): —
o EAL IR bE, T ERERAIVEAS A 7 807 RAEIA
B HBARARBATT Z BARH ST . 5t REMS 1 5,
BN E R E 45 R e b ot BT DU &,
PLHf 2 VA REMS A5 2CPE it

HARAY (logic model): 5 ZEBEHHAIVEAl
R T P T7 S TR EE SR BB N - B~ A
WIS FEFAT NI R R B AR . & I T SRRz T 3
KB E MR RREAIEYS . RN AE

2 FId 2 (medication use process): M7
VIR 4y AbJ7. BRUEALEE. FiZh. a5l
TVEGZE > SUR N

H 11 Cobjectives): AT & I TIUHES R 1 A
ARBRE, PAFEBhR TS R H AR RE .

7E WA HR Coutcome indicators): F T € 7 £/
WP AETIAEE S, AT4H 5 07 SR 45 A e o o

g5 (outcomes): 5T EMAN NS LUK A
WA, EEAREEIN. JRL BRe. T RRARS
P BARASAY, . AT DU G B R G A N R R
AR A

HiH Coutputs): JEITPATIESNTE 7 Rl H /K
PIRTFH ELARAE R . ISR i A i (R Bl 2
7 38 IR ) 28 AH OC # = DL S 59 3177 AR
THUHA 45 S Bl 75 (1) o B AN = B 7 1A S

A FREL (patient access): X AR EL 2540 1 i A
SR At R XU (1) SR U, RERE T AN LI B
% ERECPWHATTRIEOL T, AR AYIMAREE.

— 2Tl (primary prevention): 5 7E iR EL
P RA (B, EERHE YR M . 5 REMS
ME, —HWBAED I EA R R .

)@ (problem): W 1T77 ZE ML A 3 2 10) .
it REMS 1M 5, Gl I XU PP A RN 227 22 BE PPl 45
HHEEK, i REMS A] REMF 1) FH 20 F5 v () B A%
PRyT ZE5H

L FEFEFR (process indicators ): FH T 18 i il & 5K
S S , E T RS A TS L. A
St v B A &, DA RSN E R GRECH
D o L HE HIIE 7 A2 52 07 St v 3l RN it )
&,

77 % FHd (program evaluation): —FfiliigE. 7
MR A ) RS 1%, H TR X e Z 1A
RAEARLRE, FERITRFFE SO RAME R .

JiEHbr (program goal): X Hbr. Fill
FCR BT %6 B AR B IATUH Iz A .

JUEARIE (quality assurance ): AR LR FT 75 i 50
PRSI, T E ARR TR PRSCRNER

JE A (quality control): WHiFyG s D& K A&
I ARELER5 A B EN UK £

REMS (risk evaluation and mitigation strategy )
RITXURSE VAl P22 fif S50 : REMS J& —Fh 9% 407
%%, FDA 7] LIt e FoA ™ XU 1 250 2R 07
%%, DAAS Bhm OR300 3R 2 ik XU, dn (IS
b ALY 2 505-1 FiTIR .

REMS 3 (REMS document): FDA ZE3R 1)
REMS [J—#87r, JF#fiE REMS H)HARFTZE K
50

REMS #Z #4574 (REMS logic model): #&14%
BRI 7 2 4R, Oy REMS By¥#cit. SE
AL BRI RS8N TT

REMS £ 5% (REMS participants): REMS £
& R AR VL . /07, 2. el
WL LAy kot B AT E - 25 REMS (828
AR o ABATTAT DLESE T 245 () R T IR ER A . 42
ZANEIT IR . ERITHU . AR MO R 2
25 DAL X R 25 R B A 4 B R .
Gb, XIT REMS BB, FiE N S HAE R Rt m
PA#iAR N REMS 2 5% .

BLUE (resources): CFFIZTTRZITHR NG ¥
REFEA .

KR REAE / 28 fi# ( risk characterization/
mitigation): XU (1) A2 38 | 71 E R FE AL 6 DA K 2%
i SR WS P R

44T (safe-use behaviors): 7E REMS
Z: 5% SR 1) 2 AT A (B8O RHAT .

— 25 Fiikl (secondary prevention): & 7EiHE LA
DA BP0 Clnse A 2 978D Jaksb 92 Bl A5
frIsZm . B REMS &, X—MESasiE s
ARSI, 00 BT A I B AN R A, BARS
1R854

H ALK (self-efficacy): N AMEH CHRE
IPAT BT S B H bR P R AT . B3Rk RE
R Mo B CRIBIL. AT AR IR RE T
fFs

EWHE 5 (situation contex): IFHE™EAR
AR OGP BT DR M 2R 8 IR IR DA B2 2459 1) 1 1A



EA8EFETH 2025F7H

{;Jﬁ‘%f-‘[ﬂf‘{ ER Drug Evaluation Research

Vol. 48 No. 7 July 2025 * 1715 -

253 H2, VAR e i IE I ey Z2 85 . Bl REMS T &
B EE TR GRS REMS ff G 1 1] &

HWE (strategies): REMS FIF A4 ik (o
AR ZRMERAT . RGRE MR, 735K
TR (BT E M. 20 A i) 2 505-1 75
HHER Y REMS B K.

WS Mm% (surveillance strategies): 1A% XU &
A, TREREAME LKL REMS A RUPE ) SR
(anid, EEA R FHFRED.

=Tl (tertiary prevention): B FE4%HlHF4E
PIRER G E BRI (B, 45 TREEEZ9). 5t REMS
MaE, X—ME&E ™ BN R EA IR R
B, DA™ 8% B A A 7 T 52

B (threshold): HEIAAYR W 452 HI48 & Fabn
ONERIER
6 %HiE

REMS J& FDA X 24 i FA= il it AU 0 7
FeWE o NHRTR 2P 3R a5 I KU, FDA 7EZEE
AR REMS. FDA 7] LLTE 1 24 1 IRt i 22K
REMS; Z3¥I8R3HHE S i FDA T 214 X459
#2255, WalFEEisk REMS. REMS SCjiinf
REEFE 2t me . A A LS U, Vsl W
R HE RN LR G E—ANREANEER,
REMS il 5 A EFEHEAE REMS PEAG I (A1 . 76
REMS sA#HES 18 /N H Al 3 4L L 7E REMS it
HEJG 28 7 P FR RSV R A, BRI REMS 1 #
5E ) AR BT PRAl i 15 o

FDA [f] “REMS ZHEFA . FiiTr Rt 5T
fERESE” FpE AL A e R R R 3R 4 T —Fp R
Gt 5L REMS Wit SERAIVPAL ik %34
SR ML R T REMS 2 v JE AR 3 AN B (&
. ST B9 REMS 38R 7Y () BRI o
REMS @AM A “f REMS f 7 2381t St Al
P R ALK . REMS ZHBAE BT 554 K
6 A0 XU, 2 A it () AIE R « RS RIANHf e 1, %
il th REMS #] DLSEELFIAN RESEILA H A5 o 1588 41
BT HE N FDA B8 1% 7 Z 02 1 St «
AR ] DL B e R E ) P W AR, AR
SE 1% T B 15 4% T S e I SE BT 7R A JE AR
¢

R [ 2% 2 ity W B L R 24 i VPR O R AT )
A RZ) AR B 48 5 R 12021, R A W K
REMS ZHHEA . AT/ FDA $6 S5, A{E

DRI 2T T AL E 2R BRI 2%,
TR 24 it AR T I T R R

ABFRR PARNEHNFARELEAGFR

SE K

[1] FDA.REMS Logic Model: A Framework to Link Program
Design With Assessment [EB/OL].(2024-05-07)[2024-05-
29]. https://www.fda.gov/media/178291/download.

[2] FDA. Benefit-Risk Assessment for New Drug and
Biological Products Guidance for Industry [EB/OL].
(2023-10-17)[2024-05-29].
152544/download.

[3] FDA. REMS: FDA’s Application of Statutory Factors in
Determining When a REMS Is Necessary Guidance for
Industry [EB/OL]. (2019-04-04)[2024-05-29]. https://
www.fda.gov/media/ 100307/download.

[4] RiddeV, Pérez D, Robert E. Using implementation science
theories and frameworks in global health [J]. BMJ Glob
Health, 2020, 5(4): €002269.

[5] Toyserkani G A, Huynh L, Morrato E H. Adaptation for
regulatory application: A content analysis of FDA risk

https://www.fda.gov/media/

evaluation and mitigation strategies assessment plans
(2014—2018) using RE-AIM [J]. Front Public Health,
2020, 8: 43.

[6] Huynh L, Toyserkani G A, Morrato E H. Pragmatic
applications of implementation science frameworks to
regulatory science: An assessment of FDA Risk Evaluation
and Mitigation Strategies (REMS) (2014 —2018) [J].
BMC Health Serv Res, 2021, 21(1): 779.

[71 ACCORDS Dissemination and Implementation Science
Program at the University of Colorado, Denver, the
Dissemination and Implementation Research Core (DIRC)
at the Washington University Institute for Clinical and
Translational Science and the Dissemination and
Implementation Science Center (DISC) at UC San Diego.
Dissemination & Implementation Models in Health web
tool [EB/OL]. (2014-2024) [2024-05-29] https:/
dissemination-implementation.org/.

[8] CDC, Office of Policy, Performance, and Evaluation.
CDC'’s Policy Analytical Framework [EB/OL]. (2022-02-
23)  [2024-05-29].
process/analysis.html.

[9] CDC, Office of Policy, Performance, and Evaluation. A
Framework for Program Evaluation [EB/OL]. (2017-05-
15)[2024-05-29].

framework/index.htm.

https://www.cdc.gov/policy/paeo/

https://www.cdc.gov/evaluation/

[10] CDC, National Center for Injury Prevention and Control.
web page on Drug Overdose Data to Action [EB/OL].


https://www.baidu.com/s?sa=re_dqa_generate&wd=%E8%8D%AF%E7%89%A9%E6%8C%87%E5%8D%97&rsv_pq=ae8fbfe502acd57c&oq=%E8%8D%AF%E5%93%81%E9%A3%8E%E9%99%A9%E8%AF%84%E4%BC%B0%E5%92%8C%E5%87%8F%E8%BD%BB%E7%AD%96%E7%95%A5&rsv_t=68fcLPg9TKOQfA/G5Ky2puwfcOqb7VIFtnUeJpjNG87DyNXrkPgLr9lCmxs&tn=baidu&ie=utf-8
https://www.baidu.com/s?sa=re_dqa_generate&wd=%E6%B2%9F%E9%80%9A%E8%AE%A1%E5%88%92&rsv_pq=ae8fbfe502acd57c&oq=%E8%8D%AF%E5%93%81%E9%A3%8E%E9%99%A9%E8%AF%84%E4%BC%B0%E5%92%8C%E5%87%8F%E8%BD%BB%E7%AD%96%E7%95%A5&rsv_t=68fcLPg9TKOQfA/G5Ky2puwfcOqb7VIFtnUeJpjNG87DyNXrkPgLr9lCmxs&tn=baidu&ie=utf-8

- 1716 -

FEA8EFETH 2025F7H

{;&Wﬁﬂﬁ ER Drug Evaluation Research

Vol. 48 No. 7  July 2025

[11]

[12]

[13]

[14]

[15]

[16]

[17]

[2024-05-29].

evaluation.html.

https://www.cdc.gov/drugoverdose/od2a/

Institute for Safe Medication Practices. Key Elements of
Medication Use [EB/OL]. (2023-11-21) [2024-05-29].
https://www.ismp.org/key-elements-medication-use.
Ajzen 1. Perceived behavioral control, self-efficacy, locus
of control, and the theory of planned Behaviorl [J]. J Appl
Soc Psychol, 2002, 32(4): 665-683.

DP Cappelli C C. Prevention in Clinical Oral Health Care
[M]. St. Louis: Mosby Elsevier, 2008, 122-133.

National Institutes of Health, National Cancer Institute,
Division of Cancer Control and Population Sciences.
Theories Project: Improving Theories of Health Behavior
& Theory at a Glance [EB/OL]. (2023-11-21) [2024-05-
29].

theories-project.

https://cancercontrol.cancer.gov/brp/research/

Family and Youth Services Bureau at U.S. Department of
Health and Human Services. Logic Model Tip Sheet (Teen
Pregnancy Prevention, State PREP) [EB/OL]. (2023-11-
21) [2024-05-29]. https://www.acf.hhs.gov/sites/default/
files/documents/prep-logic-model-ts_0.pdf.

Beaglehole R, Bonita R, Kjellstrom T. Basic Epidemiology
[M]. Geneva: World Health Organization, 1993.

FDA. Format and Content of a REMS Document Guidance
for Industry [EB/OL]. (2023-01-04) [2024-05-29].

[18]

[19]

[20]

[21]

https://www.fda.gov/media/77846/download.
FDA. REMS Document Technical Conformance Guide
[EB/OL]. (2023-01-04) [2024-05-29]. https://www.fda.
gov/media/ 64344/download.
Knowlton L W, Phillips C C. The Logic Model Guidebook:
Better Strategies for Great Results [M]. 2nd Ed. Los
Angeles: SAGE, 2013.
Il X 24 M R 24 o s il R R BRI S 1R S
JE U (k47 ) [EB/OL]. (2022-01-06) [2024-05-29].
https://www.cde.org.cn/zdyz/domesticinfopage?zdyzIdC
ODE=95956dcefc749¢cb4d3c305f044d9356¢.
Center for Drug Evaluation, National Medical Products
Administration. Writing of Clinical Risk Management
Plans Guidance (Trial) [EB/OL]. (2022-01-06) [2024-05-
29]. https://www.cde.org.cn/zdyz/domesticinfopage?zdyz
IdCODE=95956dcefc749cb4d3c305f044d9356¢.
B K 2 0 R 24 o el 7 24 3R - KU A B $i 2 TR
N [EB/OL]. (2023-06-25) [2024-05-29]. https://www.
cde.org.cn/zdyz/domesticinfopage?zdyzIdCODE=4e4fa7
a700f30cd630c57a09f1095819.
Center for Drug Evaluation, National Medical Products
Administration. New Drug Benefit-Risk Assessment
Techinikal Guidence [EB/OL]. (2023-06-25) [2024-05-
29]. https://www.cde.org.cn/zdyz/domesticinfopage?
zdyzIdCODE=4e4fa7a700f30cd630c57a09f1095819.
[Tt xR

A e A A o AT T A IS T TSI o o o IS AR A A

N

B2 Sl
it

ASERBERIEE, AXVAWERAR, M




