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(R R 00,

HED: PRO MBS, SIS HRATF TR PRS2 B 8 T 5 (00 VA0 477
SCRRTEHT, BRI BB A W ) A T R AR B

1.2 BE WA AT
RE X FRAEFHRFE R L, B SR se sl Bk e T B, K T
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RAE T ) . FRATTHRAE 2R B 7 AR Gl PR 7T 2 40, Z59R T7 U (A 1 B
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(Good Clinical Practice, GCP) . RIFHREHIIE (Good Publication Practice,
GPP) T/, A45RENAHER.

2. FRBEFRURMFAL

BEEAEPIR LA 7 IR WARE R E, JF B 55 T8 bR dn A A,
MR R TR IR AT, PALIG IR FCTr 58, SR SO S M i, s Bk
BEIRRE, BEHELEMR GRS . Jy3RAT LR 8 g L,

14



SE AR

ATPARYE H R 28R 2070 CGEtEsE &) « WAMBBIRTE LSS, BT K
ARSI .

2.1 BEW I EHE:

B 5 HCP & 2 —FF, Al n] kb sl 2l 25T 56 £ i 7 ) 58 25 11
Bl HE, BEFWN S IRNIESF HCP i) 2> 1) FH R, Wﬁﬂzw(f@}ﬁ\
U WM S 2 NEE RERBEIR T, #iREEA 22 N DTk, 2
WRIE:. 8L P, AwaHE R SRS (adverse event, AE) /7~
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PERI AR T BT R ER €

3.2 BES 5 RmIRIEEHIT

B2 5 IR 92 B 48 e 1l 2 32 B &R 2 KWLM HERE, B4 NICE.
SIGN At 5t A ZH 21 (World Health Organization, WHO) %5 . 41X 8 Fg OB 50
WA THRWEE TR BFH AR SR 25 RS R e 50,
TR 7C T & AN PEAY (Appraisal of Guidelines for REsearch & Evaluation II, AGREE
) TR, ERE, SR (RESHETAZTIRR ST i S50 (2022
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BHI: CEAGEMHCE (BEEEMAN SEREHNTERE, XTi
PRIBFEH T AR ez g ) NJE R . BEMA RS (patient
and public involvement, PPI) #%) V2 A A REHE =1 B IT PRABHIT ST ASAT A B AN 52
Wi, AR E I PR S P 3T
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%%72‘5, HEEER REHER, GEFS5NERENEEAREMmEY. 5 2010
LR, BERE RS E5REE ST, AR BN, JEHZ
5#&Em, YERNZ5FHE MR TAEHMERNE R 2. SRR HALN LIEE
MELT AR a2 5.
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EEHH B BRI
FRSL AR Z SHITHREA G, AN SRR
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3.3 BEAHLSREE

Hn: @ EEANFER BB EE AL MM EZRAEINT 6, Xk
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PRIRGL, V05 (1) I R

@ ik ik B Re e FEAR R IETT AR, MUK B3 B RAE EUM B 36
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HEREE:
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IR E R EEE TR MEERE LB @ FEIRE, DASCHl e EE
B g, NEREEMERAFRMAA AR KBEHEMANLTE A (artificial
intelligence, AD IR B2 B KR, AR 4 BB (X048 5 3040 o i A 8 R 1
MIME LT B E 2 E , Hres A mIBSL (virtual reality, VR) iR, SZHLE
W b7, 1B LLURMMIENS 51697, M BEAR SR s b v 2 7 B
HOARPE, RNEFRMAENSEAR BRI R RS . Bl ChatGPT (Chat
Generative Pre-trained Transformer, 2F R Al ZRAZ A ) 3.0 A, 1EN—F
FETWIRMLAS NHER M TE AR, WIS 615 AR M) H 3 4 . ChatGPT 3.0
W HAE B H HE OB KAEAE ARG R 1. SEELVE R AR B BRSS, MM
NEERM R RS, R EERERRE, 2. RlE R e R dE,
ST BE MRS, DIERRIE AR, B RE RN, N EE R
R s 3. R B I s, R AR ER R E NN, € RIS
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3.6 BEIFLBIHA
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7 MV, ST AR A o 20 B B 52 B IO ) SR RIS AR AN R SR RIS, EL R Ml S AR AE
FEATTE O T AR AN XS NS -

4. BEFFHE

BE SR E A

BURAER, ANRAERE O T A R BRI AL E, O iT RS T
DRIEMANRFERRAEEI N ZERAARIREEZ R ZE0, EXE L
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&8, SR E KA B N EE G REE “aRER” AT IR
el b, BB BUR . AT Ak BEIT DAL, B IR
B EREATIREY, A 2 B 2 at, ySEIUE R E 2030 T HARBL .

&

BE T FFE (Patient Support Program, PSP) : /& 48 3 7 & H A 7] 7= i
BITTHRIMINH , AFEEAN R T 50500 B F ) SCHF (A R B A
HMIFEE) , H T B B ROIR

BEEIRBIIIH (Patient Assistance Program, PAP) : s&§5 2636 4 UK I5 2655
HEsZE. EM. otiiEE, FFHAMKIEMEN, Kl T 255 51
H R 25 A/ Bl Bt 4, RS 7R 2R, I HFR[ AW T &N
— Mgl

SAMEFTIH (Combined Patient Program, CPP) : 42/ DAE T —
PSP Fl—> PAP T H Ju R B E T H

PSP, PAP 5 CPP (X tLdiid (& 6)

Patient
Program

Medical
support Vv \2

<
<

B 6: PSP. PAP 5 CPP KX}t

FBH SRS SR BT H & DASSGE BB R B R B 1R B s R B
NHBK— RIVIH AG S XI5 H A T b UG 2845 & e e AR B AR
e T A AR R DAL B B

@
m
&

HEEFW
T3 H A S )
O B SCFFARBTH AN DL BESh i 25 4l b A5 8 H
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5. BEARY

B2y (Managed Access Program, MAP) : 7E4ERIRZ E R MHIX,
MAP & —Fh i 2 lIm PR S/ B 2 5 m] JOm S LS|, B Rt —%
A FHAE IR 24 BUA R SR EOR BT 2903 igie, B MR B H SRS,
PRBA A . MAP 1R & 2 R E T LLLL MAP J7 U 5 A4t s FH AR AE A [
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AR TT 77 2B,

E A B A BRI E K e X, MAP FAEEAARAEE, [Hih
AL RIFHER: © &R Eligianm; @ KA @ H TInKIRLE LMY &
#, i, 3EHE EA (Expanded Access) B7l; %[ EAP (Early Access Programs) [*8];
B % K SAP (Special Access Programs) 1; BX ¥ CUP (Compassionate Use
Programmes) A1 NPPs (Named Patient Programmes) [*°; 8 KF|IF SAS (Special
Access Scheme) 1 AP (Authorized Prescriber) 2541 . ZEFR[E, #HIC[E1E 26 /7%
R IR AR D LA 5E 3 . 2017 48, JER b 29 4 5 SR 285 dh 8 P e 41
SUREL T (Fh e P A1 40 P I R 58 25 8 B /) (AiESR & W Ae D B2,
2019 4, FETH Che NRILMEZG 8EBR) BT =%0e. EEITRE
It R 56 1 FH 130 97 7™ B0 A A= i HL G 0697 FRURBIR 2458, &y
WEEA Resk i, FHMAFAGRBEENY, £FE. MEREE, "LEFRIGKR
TS AL R T oAt 5 A 1R B B8 s 58 =1 /S 2 Rhia T 7™ B S S A i HL v
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B RIT O RE TR LG PRANAEL T, AT DB S A4t ife, 8 245 a3 M 5 A 208
FHORHI ) 2020 42 11 H 25 H, EXRWkELR. BRAHR. BEXKE
BUEZRSE 8 HFITTEN AR CELHRIR OIS X 24 i D7 a0 B BT RO AR 7 %)

CRAR CTTZE) O, $RHE] 2022 45, AR 7 B AR TS [X PN 22 7 LA 3l
FHWRBE E 7T 24 it 7 S kAR S, 21 2035 A4 g Rl 4 [ = 24 7 ML A 3F K R
ANTE DRV EL & B B B R — s X, 2021 45 6 H 29 H, B TAf#ER
Z. HERAGWRIKE KA (mKERE A il 0 TAETTZR) , #—Pwgd
A I OR REIESC SR, 6 A B ORE I R 2 75 2l 75 SR USYe (RN, g g 1R 22t A 4
HE THUIX B, FlnE SR f#tE, IR S e b
TEHGAN BT — AN A A2 2023 £ 1 H 6 H (ERYIG PFRE X 41 g A & K]
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PRGN 24 58 SR8 29 b Ty M 0 e R ES  B, - 25903 Mt v i
N CZ n) B K2 0 B B T 19 a2 B Vol iR, R4 R B X R e i T R
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BRENREEN#HD BHERERR I P A8 25 R B I e 78 245 R B 3t
—RBRBAITIE (RI8) fa I g ptacopan. (1R15) BAER (1RIR) RHRARES (78%)
B LB B EREERENISSRE ILEERE i
pltzil TEminiER AT ARZEEZRILEER IR ER

-----------------.>

K7 A EE R 2%

MREGIIRTFES W CHEA) BLFET—WE. BT are TR K
AFTTEA T R, RIS FE ST MAP Y75 H A 56 3 1 A Bkt K oth 75 00 =5 )
FESRUERASE, FARITH (1 B E AT R AE [ B A = 1A DI R  2E3K
Frali Al B B E ] S AR .

6. AR

ab i LLLE I &/ L T RDER S B AR B 5. 2l d HEUT e ERE
HIXLHRERN, S5m0, BTt 2o, — 0, mNEEH
IET, KIFEL/MAN R I, el BoEd HEUT RS 84
ML EZ, BRI B HA B R T, etk B e sl
WL AN E A o VA ZUT e IEIIE B AURAG & AL AR ¢ SOPs LA N H.al 5 4
URIAH IR E 5 e

() M5

R R “BE TR M RIESERES, ARaf BE NN B
B R BB FH AL A F AR S, Bl IS RS 55 . RGN
R WIAT VAN B85 v £ 0 22 52 55 i 245 o ) T80 ) S8 8 R DA I 1) 4 R S )

FE bR E A HRHED . HUR AT IS 5 B R 6 F Bl S e
X BB R B R 3T T A . S 2018 5 10 A, RRIMEAE B E B S L
fE4H (Workgroup of European Cancer Patient Advocacy Networks, WECAN) 7E 5
BThR I (Guiding Principles on Reasonable Agreements between Patient Advocates
and Pharmaceutical Companies) LG | 35 H AN 22 ik Fi 45 1) F 5 i D181
(& 3)
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# 3: WECAM {Guiding Principles on Reasonable Agreements between Patient Advocates and
Pharmaceutical Companies) #2H 15 B &R S5ZRME R8T EU

9 2% JE ]
ﬁﬁﬁigfgﬁﬁm AT A AL
%é%%ﬁmm&ﬁ LR I = e A 55 22 S
T Rt A A RIFSVF2 H e IR i 7 B
fﬁ@%Aﬁmﬁm%% 30 RATERATR

2019 £ 6 J1, EEHGUCERAMWE R R 2547 Mk 5 W 1) 25 ok A i 2> Bk
4% (European Federation of Pharmaceutical Industries and Associations, EFPIA) [1]
FA L FEF 2 T (Working Together with Patients. Principles for Remunerating
Patients, Patient Organization Representatives & Careers for Work Undertaken with
the Pharmaceutical Industry) , & 7593 AHRI$E B JE A1 2 W AR % (R
VDY si R B AT 2547 b 2 TN 2 A R A VR AT RESE [R] @13 A3 [F] T B8
IFRIfE RS R . SAF L AEET3E TR SRS 4 26— FRJEUAN 8 26 A
JRIET (i 4)

% 4: EFPIA {Working Together with Patients. Principles for Remunerating Patients, Patient Organization
Representatives & Careers for Work Undertaken with the Pharmaceutical Industry)

B HY B9 58 38 STAT IR S — AR U 5 A SR

4 kR 8 2k E A JR U
kTR E © ABGRE AT
i 5 i 55 1) 7€ S s )

TP LR E - HHE
AT AR R o ARHET
. *E@
R &iE
— 2k
A BE L4

20204 2 H, HEPBRiIZR 2 EA  (International Federation of
Pharmaceutical Manufacturers and Associations, [IFPMA) £ 5 # it {IFPMA Note
for Guidance on Fees for Services (2020 update)) W IEH T 24 F B THR RS
P Z AT & ER bR AE, TR ORAH (S B AT AL VT Al 4 S 4 RO,

Efﬁﬂ% AT b A B 2 ST EAE AR R AR E A Fo A BRI . 3% [ 5K
fi B 2% 1 2= (National Health Council, NHC) & i T #% %ﬁ [¥J { Principles for
Compensating Patients for Patient Engagement Activities) P2, FFIETHH A
i34 (fair market value, FMV) & 225 & (11 2 /MHC B H LA, Bl &
HEZE5RM, — AR ATEBUEE) . BERTE . ZRMIRET R FHDSE, TR
T2 FMV iHEZ, JHRME TIREMHES. ELEIINETTESERRE.

(PEILE 8D
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User Guide ing
PATIENT COMPENSATION TOOLS
X 2
Patient Engagement es Framework Methodology || Inter preting Results

2 B 1z

Worksh Glossary
Fair-Market Value (FMV) Calculator
o]

Principles for Compensation

K 8: XEEFXERBZRSEHERM TR EEE (Patient Compensation Tools - National Health Council)

PFMD (Patient Focused Medicines Development) J&—/NJEE FVE 1 & 1E 181X
HZl, BESEE BRI ET RS0, (2 8 MR 25 AH
KE M. B PFMD JF & & & La45 51 T A%, PEM (Patient
Engagement Management) Suite, & A | {Global Principles for remunerating the
patient community for interactions with the pharmaceutical industry) 55!, HAH%
J7152% ) (Global Remuneration and Methodology & Frameworks) 1E7E% %%,
FETHRIFE S FHEH B E R (Global Fair Remuneration Digital Tool) , Jm B A
BRI EEZ T S E M NE . (W 9 )

Global Principles for remunerating the patient community for interactions with the pharmaceutical industry.
Hamonizing previous collaborative work to ensure that the remuneration process is consistent and
transparent

Download the Giobal Principles Download the one-pager on Global Principles

Global Remuneration Methodology & Frameworks

Co-creation of a methodology applying the Global Activity and Expertise Frameworks to operationaiize:
the Global Principles, co-created with a Steering Committee and the patient engagement community and
building on previous collaborative work.

‘Special thanks to all patient engagement enthusiasts that contributed 1o the public consultation and
‘workshops on the Frameworks. We are integrating all the input received and they will be available soon!

3
Global Fair Remuneration Digital Tool — launching in early 2023!

A practical tool that operationalizes the Global Principles and applies the Global Activity and Expertise
Frameworks 1o help users define patient engagemer identify the right kinds of participants and to
agree on remuneration with partners. Enabling con: ication of the Global Principles and

dialogue on fair remuneration for patient activities.

Bl 9: PEM Suite HHMMEIREN . FEERAABRMEETR

i FE] =2 T i R = B I 55 T A G A9 R OV . X AR N B
PRI, AN i AT A3k BB 10 F8 38 A 55 AR SCH iY) SOPs AT FMV i
A%, EHERZ AN 25

CEBAY AT B3 O i B ah 22 i s 5 B oy B
UL A, BAR TR B T B I 50 5 S PR v R =5 45 B SO A B A i
VENTT 54 . BRI %, RaeZ2 i AR, BfREEAHA. BHEAK.
Ak EE, A SR E LRI, BN

() 5BF. BENRARRNBHFHRKIGE

PLRE b e BT DRAE AR OB . O T RREHEAT LB “ LAy
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Hle” BISCAL, AT [FAT BRRBR AT DGR BE A b 1 i LE B O EOE SRR )
R, IFEE TR EEE T AT sh MRS .

M7 VA @ T 72 B (Institute for Healthcare Communication, IHC) & 6/ E4
Ve IERE L (E4 Model of Communication) P, S AN & B I7 R HR) B & V818
A —B R XANER TR IR A S B E BRI JE N, 1 H A
ARV E GRS TR, RIS, WKEES5E SR AGE
RIERITIHIEETS, FE M B TR RMOGE. Fit, HSFNLERE B4 7418
B, FEREF WA LB At MvEE R NS —HE S R, DAtk R
5 BB BR8] ()75 38

El: 5834 B3] (Engage with patients): [FU1ETE 5 2 R AL H X H A H3)
AR IS — N AR MRS RS 2OCEEMEN —/, £ TR MiFr &R
(v iE 7y =, JEPRmRED S TR E, 7w, 47 &F T AR
BRI, MW AIAE ST (social listening) PR 2 Bl {0 AL S I 5T
WH, MiXfE S5 TERZO R R R AT S5 1 & ——H A R Xt
TR R4 [ 5 Iz

E2: 5H83F I (Empathize with patients): JUH QG IPRAE L, Bl ZAE
PR, AR VE AT B E R . RN RS S

E3: ¥ E & (Educate patients): HEHHE MK TR TR EEIE
BRIy FL b, XFEMEE A, WRETHEE SA R NRTTEA
mib, FNARSHEFEHE EAELHEEENNR, REEEHRZ, M iXLe
AMER B OB HOIE AR 7] AE R BUR MR . ARER . B3 A e Al
5097 OGRS « A R B 200 T it ad s A B B R AL RE B 1 L RS
KIG AT IRE ), HE—20 Bl ) B R TR ) RE

E4: S EUBE BN E1EIKFE (Enlist patients as partners): X 55 3% EL S AH L
IR ANIR R AL ST MO S HABAR G SR G R Cndr k) BIFEARISCRETR
SEPLEE R HARPI SRR . B AR I IR B IL R SR A T BA A F H AR
ke al, RINEETMAERR A, XE2ERmEE B ES 5L R EERLS R
) A .

1. BRI
KEMFERY], HEEFEES. & EEHM R R E SR,
IEA RS EI N RENLAEE. RAME G, BmEm R ERE S
F ST, gy, “CULRE NG A ROAITE R H AR AU A% 38 500 AR
ARITAE S, R A B T e dt B iR E, Sil B £ B QR RER
RIFEFER, 58077 85 e S A BERRR AL (1 80850 BB K BE
Zia BEHE TR AR B — LB TR SR W
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TEHERR
“PATIENT”JZ WIH2 {1 DL REE BEARFITE )32 10 A A Re 232 11 77 2N AR R4S
SNINE =TIk

Fefl Ltk (Personalized): 5577 1 i H xR RS B/ KA LF, JF
PAREHIAE N BIREE . BRI T7 SRR AT B8 B 0d B VA B A L. DU, S PRl
R A B ATV, R B SCARBUR AT A R VA RS

B RIE (Articulate): UI&-F 2N X EDEFWERAZE, FEEM
KERE R, FE A& AT R I E A, ORI B i N8 4R T 5 BRAR
NS 73, JFRC A& oy 2 SCE T T B S5 R AR 5] N B S Bt o B I
IINEIZE,  DLER & b s 35 B A5 B

KB EEFT (Timely): FE (5 B HORERE 2388, IF HLP AW B R 5
W, B SRR R E B LA B U .

SEF 48 B (Informative): #UH F R BTN LLEE O, FVEM . 5
PERET RS, @RMHARTE . BORETCESER Z RS SCREE (Flan, iR
% (surveillance). # /& (progression). FAH/H K (positive/ negative) « TATHE][
TLHT . AU RH I B 22 i S M 2 B i SR R R0 7 g 9

% 5] R (Engaging): >4 LU F WG BAEREAE B ARUEAR I,  AATI8 5
WALy, BAWMSIEMZ5EFRTS5EHE B @ — RG] NRIE
RPN E, WIEUES a3 ThRe, LEERES SR ILEGELE S,
TR P Rt BRIRAE NI & b B3 8 125 R A

8 RAT 3 (Next-step): 1R VA GEHESIATE), ERMERSBHISE. AR
NS ARAT 5 S B OC Ho T P AT 3h 4R FE, TGk 12 Witk ik 2 1897
PERT, #B2 RORSE VA TAEMI R . I 2 MR RT3 ar b, DASEAL &
X H SRS E R E ERER

E H BB (Technology): ML Z R (AnSCA . WM. 4. 3 s
IO $etiE R, LUERARIPY 2770 @5 HARSZ AR B AT S R
FEM— B RIER A N2, BUARIRIE A S BARA NAZ A 5 4 B8, 7] 2% [& A
347 KA E FEUE L.

2. ERHIANE

LT N LS W T MG T 5 B ROX M B0 2L, 451018 55 0,
IR B AR Z AR IR KT ERTE, R “f@RIRAE” B “ @R
BIRE” , MU E SCRINRIARE S RE, IR RE S E TSR . B AR AE
FiAE SRR S5 I ShHLAIBE 77, AT (30t R AR RE R AP R, I A fg BEAH G (1 o
AT B AR R0 61,

i B 3 772 AL AN AR AR VTR K SCBE e . (BRER R RIS IR o
T A S 50 EIT 7 B0, F 55 AT BEIEAE 2454 I A 8 AN 92 =ik AN
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SE AR

PEo HIR TR RERIFRE LS N A2 RPNz, AT ROk 5E S d R R
FAE RN — TATE AT 1 S

AN T R R AE OAS B e A B A e e i e 70 ] BAE— 28 AR AN 7 T
HEATIEIA: {BBEIREE (health literacy) FI{2HFEIRE (health numeracy).

2.1 8RR R R

MANERZAG B, AT HRE E SRS AT R R 1 R s 7 A %
SRACFEFRREAS . Bk, TEMZAME AR F B A5 BR, W 205%5 [E R R R
IXEER 2R .

PAR A T By 7 18 358 v i AR 2 AR A ) A i DL 621

v

Xt & K KA E AT E A RS : KA AL AEA LKA
WL R IR B . AVETERIGE R . A TR AR IER L
N LA R 2 s S MEALUR], sl B &RAE EAZ
AARAL, AR R T FESE R IS S LA B B 2, AT SRR
EBNH AL BAINT]

RBAEAZE: AT I AT LR A0 40448 5 ) B B 1k iR AN Z A B R
SRR A By Al 1 W

wE ABME: ML TE 2 S8 2 05— Eer iy e b
AT 5 S P A 8 8 0 2 52 B3 A AT 0 B B8 PR 53 RS
FARBERZERRKR: AMTE MR EE, DO ER PR
K, WA —fEe el 7 —1Fr T8

2.2 BFEHAE
AL 54 A0 2 2 S BB BT (8 REAH AR BRI RE )1 Ko
H & ARG A e 4 B IR UL REIR T 170 7] 2 R R RO RS 1) A T
& T A e R I

2B V03 1) J5U 0 (the PATIENT principles) BT X9t H 15 S B A EdE
Kb P v S R A7 PR [ A A6 T AN L o T SR R VA ) B A S A
TSR T R VR A B 2 A R 1 3 A AR DA R G A 2 3 B PR R
R O HE B o oL ] s AL PR A A 2 7™ B 400 T 0 TR A T o R A
BRIk, ROCHEZEINE, 1@ E BN 5 A WA R )
GIEZN

T I R s ) SR AN BN R AR A B, DR KRR J5E i B R e 155 e
&, ZAT AT DL B A IR s BE A BRI R 32 2, IR SR I s A A
SR
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SE AR

3. 5 BKIRIER

TARTAE MR IRE (Wah . N IR B S AR TS D T A B R RS
IS EERCAY S W7 75 Wasle oF

O CARBEFEARE: B, FfEFEESS . A 8RR S

faren
=)

@) FhASIE: Fitn, ZhE. WA, Hph R A
@ BMg: #iltn, ESCHH (visual aids), 15 B ER, 4B E%

R IR DA KRS, SEENEBENEREMI, i MAHE
BB A LA BT RS B3R AL . 25 A 25 M5 BRISRE . H W L
PRIRRE VTS5 I RS B AU PSR, 10 LA rTE A AR AT 3h Y,
AL & H LUK AP B 74 NRERS R St B O A1k B G AIAR AL SE I«

4. it

SFTATIT S, 7% 555 B H G HAUE 0 T 5000 B SR AR T IR
WA EREE, XYY R DR 3 G B A . AT R BT BRI
I3 Bl it o 2B R R SR HE 7 AU B AR S Ak e, ATk A
M E AR RSERE B0 £ M AR NS5, USRS RF R, IR
B S IR A
—HRIME, A AT B R A AV E R, RO BT RS R
EAFIAE o A BORARE 7 A SAT AL Ar e
ERER N ERC RN S A
M B PR SRAGAR AT [

%

RNVEIEA LB L MBRST RS Rt iy . A7 R B E VA IE A —
ASCRE, BSERASORE, BV vy ISR e A E R H AR
PLscEL: 51 BB X PIRN AR, TEE NS GBS, JFRYE B E i
TEWLIX BSE R H AR,

BRI IRAEAR R DG NI KON “ DU bl IRTR s ARy i
RE BN ALZ R —FF, VR RBES RGN #8724kt
ORI R B 5 BB AR AT SR AT R A LS, AR % 1 B IR IE
AEH R A M O RIHEsh N, BE PR 7 E B BRI RAE AR SH SR AL
He
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SE AR

I, BEDMMNEBRY

FHEENNEERNEE. EE i AT LR R R (R RN 4 T
AT 0 E A NBEE CR AP SRR K, A IERAS T ST LA 4R AL

W MR LT S I H H A OG, JRA 1A iR B th, 8 3 IR0 R % 42
2 IR T R I AR PR W SR

o2 =47 BB AU 2w b e s L A, ARSI N R
UpIR R BN RES e I

FEREAT A N B B 2wy, AR AT B8 AT A0 78 20 o N I W 7 [ R i
BORH H AN TG o 6 G i o AT B Mt A P il 19 0 KA R 17 B
HARTUHERE.

P74 b B g, AR AV R, DA CR A 1) IE A A
Mo 24
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SR
7N~ SR

A CHBAY) RN EH A5 85 T Hal il sh i A B A5, IR T
75 5 I H T R L BCH 206 B Sk Al A ks 8, A58 T B B A ZH ZANLA O 4
T IEATRVE RS, (EAA R R AEIR 2 AL . FEREEEAS (B ) i,
TAENHKRIL, B TR RIANE EAE RSP, WES T & AFE
WLH I e AN AR, DR AR SR I T8 B R R BEANER L AN —
Bk, H&EARHEAERR, JFRE “BFATL7 BT AP IEFE. MG
N T 3RS LA R e B AR s, R ESIATIE CEBAS) AR AN B 58 3
RAARGE, Ao Ir e “ B vy ” MBS sc s sh it ffde T ME
%, MEE “BFENTLT T I AR .

RDPAC B2 BEHFTIEHANR FEHFINTF) -
e B IR SIEIE S R SR IR s 6 Bt

LR FHFERIREH MBI T REH

APHYE R A L I 2 4 5

TREESE S b R 2 B 355 i)

B F RHEESSZRAR

FAWSE  FEAE R E AT R

B B R SRR SR S MR s E KR TN
RS GRBEINF) -

WURTE TG A BRAE A 2 v A A L X R 2 45 &I
BRI BRI AE R A X R 2530 47 5

2 R PR E R BT R

Z P FHEIRER&ESE TN
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58 B

. B

(—) REE5%#E

"5 £ L3’

AE adverse event NREFMF

AGREE II Appraisal of Guidelines for REsearch and Evaluation II Fa W ST R A4

Al artificial intelligence N T8

AP Authorized Prescriber

CDE Center for Drug Evaluation [E 27 24 5 A B T R 2 i YRR O

ChatGPT Chat Generative Pre-trained Transformer AR R TR S50 A TR
CHMP Committee for Medicinal Products for Human Use NHBEZG7 dh 2 512 (RN Z i B
Ja)

CORD Chinese Organization for Rare Disorders SEE 1 A LI A

CPP Combined Patient Program SEMIEETH

CRO Contract Research Organization A A S 2R

CTTI Clinical Trials Transformation Initiative 11 ARG B TR

CU Compassionate Use [Fi) 175 FH 245 1 g

CuP Compassionate Use Programme [F) 1 F 250X

DCE discrete choice experiment A% S

EA Expanded Access

EAP Expanded Access Program

EAMS Early Access to Medicines Scheme 2 AT Rk

EFPIA European Federation of Pharmaceutical Industries and W) 24 ol Fl i 2 B
Associations

EMA European Medicines Agency RPN 24 ity B B )R

EU Expanded Use PR

FDA U.S. Food and Drug Administration EKEE AN E)R

FMV fair market value AP

GCP Good Clinical Practice 2 ARG B RS

GPP Good Publication Practice R U R R

HCP healthcare professional IT AT AL

HRQoL health-related quality of life {8 REAH A TR R

ICH International Council for Harmonization of Technical b N 25 i AR bl &
Requirements for Pharmaceuticals for Human Use

IFPMA International Federation of Pharmaceutical Manufacturers Friil 2 a2
and Associations

HC Institute for Healthcare Communication B 7 VR AT 5T B

MAP Managed Access Program B

MDT multidisciplinary team Z 2 RHABA

NEIM New England Journal of Medicine Bk R

NHC National Health Council FEEFMFERRS

NICE National Institute for Health and Care Excellence e H [ K PA 5im R

NKTL natural killer/T-cell lymphoma E AR5 40 /T 40 otk 2588

nmCRPC non-metastatic castration-resistant prostate cancer AREE R M Ze AT AT A i

NPP Named Patient Programme i 4 B 2RI

(0N overall survival BAEGR

PAG patient advocacy group BB T Ik

PAP Patient Assistance Program BEEBIH

PD-1 programmed cell death protein 1 R4 AE TR -1

PEM Suite Patient Engagement Management Suite

35




PES Patient Engagement Synapse
PFDD Patient-focused Drug Development BN AR
PNH Paroxysmal nocturnal hemoglobinuria I e A IR 2 10 21 B 3 R
PPI patient and public involvement BEMANRS S
PRO patient-reported outcome BB R AT AT
PSP Patient Support Program eS|
PTC Product Technical Complaint PR AR R
RDPAC R&D-based Pharmaceutical Association Committee o ] A R 5 B Al B4 25 S R R T
RIMEZ RS
SAS Special Access Scheme
SIGN Scottish Intercollegiate Guidelines Network TiAk 22 2 B (A 4 R P 4%
SMA Spinal muscular atrophy BRETE B 400
SMO Site Management Organization I R A LA B HE 4 21
SOp Standard Operating Procedure FrRErE AR
VR virtual reality REAATI S
WECAN Workgroup of European Cancer Patient Advocacy WP B 3 1B S W 4 T AR
Networks
WHO World Health Organization 5 AR
(2 ZHEZEH
1. BB A PERT 5T

BB R 7T fEMYEAE, SEAEZE (overall survival, OS) 8% # A
N BEINAT Bir, 2PFMARNGT T ENEERG, WREAETTRIERF
MELEFZEHRZR, (BT EEEGERRT B2 G2 OS, s EEX OS
R AL R AR D . — TR A 7T, AR A E 10 M 86 A AEHEH#
P2 AT HT H RS (non-metastatic castration-resistant prostate cancer, nmCRPC)
BFE R 87 L MBI H AT T 4 R HUEFESLES (discrete choice experiment, DCE)
WE. SRRY: EAZEN Y, BEREESETH. M EREMEIRES,
TERAAAHE A, B RS T 159N H B 0SS, BAR = EE K
Ao AEERE, @IHERMHRTERREA, REFEWBMHEHT N: &
KA, PEEP. MEKEIAEIRE. Bkel W, fERIT BRI E B,
BEMEAA A REHINA—B M —MLF BT J7 5 B AZ e i X7 1 7
SRl641

2. BEZHIRRER ML

I R0 RISENIR T I RS EIR S 5 41T 2020 5 R AL IR 24 20 &
(1 CBESCTT RIZBNEITIRIRSEERARFE) o ZIRFIIHIEM T 2017 4, famthile
RLRRAE T 23 T 18 2 MR R R b, SIN 70 84 il 5<% 48 R BEAT THI %
TV R AN ) 2 U A 1) S U 22, R A SRR U . AT AT Ik DL SR i o
T AR HER BT I 4 BORIE AR, BlanHER s sh s, AomEE, L
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L2 BB Ty I [E] 505

3. PAP-H 1557 AL A B8 M L2 400 8 3 $ Bh i H

BEEVENIZES59E (spinal muscular atrophy, SMA) XFRENIZE4E (LT fRiFR
“SMA™) , Z—FhF ILAEAE R E LR, 7] 3 B0UE ) Dh g KRR 5
Yo ATPSLLNIIESL, SMA &k TB&mRAT, P& 6,000 2 1 H4
B )L — 2Bk SMA, HATIREZH 3 753 5 714 SMA & . 2019
21, B SMA IRYT 234 V5 I AR A SR R S o PR e R A [ 3R
ik, (AFEFHE R 70 7370w B Ko B 2 A R i G R S, IR T
AT HS, UV AR AR SR R 55 [ I A A 80 5 AR,
HRAEMERERREE, NAW B2 HN 200 JC. RimaEE,
S E 2T 400 A TE IR AN NEE LR, TR 2L 5 AT 8,000 A /& R 1 R -S4
o ERESINZ TR, HZ TR, ZERRREEZ AHE, WX
GINNEELR, AT RE R Dy o 5 PR AR 28 77 SR AR AR HH T TG 23 8 L IE 75 22 75 B
NBE, HEERELIPIE. K, Ao 54 5 R PR e A& 8 1 08 A AR
NSO YT S B R RS, B SRR E AR YT, R ARTE A, 2019
5 H 31 HAEYIH BA L G 2 e G g o0 w1 B L I B0 37 AR - PR
ZYphE SMA BERIITH” (LU RFResIEH4E") EXE3). Z00H i
AFISCRET, EE A A EFEARMLRE 1| OGPl +5 RIAIRAH
SR, NIRRT BN EE, £ 12 MHRWAREMRE 1 G 2
EETUIS AN ES . @2 BRI , B MR T 2 A5 B R IE R
X, BEHE—FMERIGIT 9 H 400 5 025240 266 F5 76, 481 ELAIE T 30%.
Z G NATT T R EAMAVRIT B B 200 5 ChE 24 100 Hot, MM T4—F
(R 24 & 9k FH B Al TG 2 4R 5166

4. PSP-Yi BEHIR-E R B - S BRI B E B F I E

R, SRR R G, REZH, SHANGTIREE R, %
BRI RILEI R 28, Al Rex RABHARS S, WIS, &Ek. BIREE,
—H B R REE R E SR ERZORWE IR, B M aE L@ B iR
YERFAEAE o B SRIPIR WER AN RE SN R I, ARGz, RR SRR,
HEXfEHAw. Bk, BT REIORAN. SHLLGRT R 2RNE, BWE
B B BRSO BB A A2, 2021 bR ERE A
HERITRE TYi BEAIR- FOR B BRI B E BOETH " — 1], X
SRR B AT 2 B2 RN, WElRZBES S, MEETEIE
W55 BRAE AT PO A SRR NAE . A2, FEBIEE TE 2 ROR AR 25
EHNEEHEMEELS, ARE R 7L f M B . U 2 Sl R
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SERER
WEE R, I ARBAGESE ST 20224 3 £ 5 Ag%LIFRECYi BAR-A
KB AP RPIR B EBEHH . AUHUL ES5ELTHEEEA, E2E 75
FEGIT R EHHE RZIE), SWESAFERBNBFREGIT . HEAmEH,
P, KHTRIEE T RIS . DUH T RITTE 230 R/ 2R
TRASW, e 20 248 Ll L, HEpAD 10 fEE. THSS5EKRE
TR B EOE I GEM, BIES W B IMNEIRE TG AT N B TRAME
BEBMN LAEEREEE . BARA 2 BEEME AR THER, NEEHE
G I8 S AR DG BT REEA OB B LA LI E A E R . TH TR R 12 3
CERAETHINTTR Y e bR, R E RE U AR R AR E AT 4 BT, HEEh
B TR AR, APMERE R EDEEE, R R R R B,

5. A%

5.1 Iptacopan [Fl1EFHZ5 KA.
2021 4F 3 H 23 H, B§ERPERBERR P M08 H JRYE (paroxysmal nocturnal

hemoglobinuria, PNH) [F]1& H L4 . @M 2 HRZ A WSS T1, 58
T FEME A 2510 Z 22 BHAI BN (multidisciplinary team, MDT) <214 EFH F115
B FEEHZHRE . SE S HCNE S 20 ARG 6 A 11 H, 255 K+
s JERTEOC 13 HEpmyEE R E 2R 14 H B4 10 &8, ZC g xis
IR A, ARSI AR B SRR TR s ORIl e R A TR 1
IR RIS 25117720, RG22y Iptacopan I . %2510 40 T = IR PR
IR B8,

5.2 RE SR AR S 7 2 s i Rk 0 5240

2021 4F 12 F 6 H, FF &M L S FAFRATIOE, SIS 2R
2022 4£ 3 A 29 H, WxRPEZRRA (npRE 2wkt 0 TR %) M (R
E G IRREE O TR %) ATHERE N A, MEtte A IHERER; 6 H
29 H, EZxZahiiBEEF A GSTHK (RKRS 250 Im 20 TR %)
A CRE SR TR %) 8@y , Bk st bR e Ak, BRA
2 E AT EE XL 50 SBR[ 52 R AR AU o SR 24 i 2t 11 H
i EERPER. BxRghR, (B4 KEZTHEAT, 9 22 H, 1A
i PR TS 75 243 i i B 32 0 ) ST 245 - S B2 o ZE B i WA B e T S 4 [ 5 — 5K Ak 5 10,
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