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REEMASERENS  ECHAEREERETERNBIR N2 EM - Bt - A
HENTERAZEBRETERRE ZEKE  BUMB ARG ERH HEEBLEERE -
RBmE - £ HHEBANM AR - RERIMBAZFMEHE M -
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ZEBEmMEYEER (U.S.food and drug administration - U.S.FDA ) fikig 21 t£
#CBEEIAZ (21st Century Cures Act ) #2171 " BEBE K ERE XL ( regenerative
medicine advanced therapy - RMAT ), B EHIEY  BEGESIEG 2 BEEEEEN
HEFZEETHT  BEUREBRERE ZBRBUFEXK - MEABINMESES B BERE
FRRE  RIpAEE " BEBERDIRA , RFIEHEREFER  ZELURAREEER
BERE  BUESBEBEROGUHMNEERT -

59N - US. FDA R 2026 &£ 1 A/A% Flexible requirements for cell and gene
therapies to advance innovation? - BB AIES|IBEE XY - RBMARKERAE
FEINRERRF SR E AT O R R ZEMES - MRBIRITHEBAZREEEET
B EOTEHEERENEEEL ZEERK - SRV RBEEEHTEREBEREIN
B8 ~ BEEBAET ( chemistry, manufacturing and controls - CMC ) Z)ARBIEES
FRZEE - ASGREL US. FDA FR#dt 2R R EFFERE - tbEmBEBREBE
BEIFTRINMEE B HEEESR -

I K Bl 55 P PR 2 S 4

— @

'WEEABERERDL HEERRA
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TEEBRESE MoK R E  HERATS "IRITESRE

#EREE ( current good manufacturing practice - ¢cGMP ), ZZkB4 - US. FDA
RRAZEmtmBEIRERE B HRENSZRENERN 2 EREBEEHRKRLRBIEERER
FHEAP . PNMEERRRAREETASEREE Y2 -

US. FDA ZEZPHEERERKRAMBFARMER ST RkBEEFERERS
( standard operating procedures - SOP ) #fF - iR ia A 2 2ISEBRE 2
BEFINES  RESEEBREHEEMNMERM (qualityunit) 85 - EBESHEREUD
IEAE 3 - RITRABHNIER - UHIERFRLGEREMRENS K - FEREE -
PIRFIT B IEBTERI1ETE ( corrective and preventive actions - CAPA ) & -

RERRABPHER - SCHIM R ERER, Bz #n  BEEAERERR
SOP =liseB##tR#4CixE - A - PHEELMIERDRBAOT A ENEHE - HEL - B
IRMEHRBARTSHEAEN - —Mms - BEHRKARPBRERERTEIT A
EMER  BRFFRUEERZENSE  UTHEEMHEBESNEISERE 22 EA - ET
HE 2775838 (qualification ) ©

FEREN RS E - P5E LmRNEEERASERSBREHERE!

B E Ok R SR HA R PR 2 anl Br ) m B B 1R R E B E R T o WIR%E -
TEEEREMAZARHBEMOMmEER  BDBERWRE -

\

AR RERNEESEE - US. FDA ZAYEEIFFGEH TP 0 ( center for
biologics evaluation and research - CBER ) 37~ « S — AR BRERESIF LT
Ao Z BB R R ER R DI IERAREZREEE  PEEREREZEUERERE
BrRIE 2 HE B0 tb ( comparability ) B@E A ERRERBRESHTENTLE
BRI ik EL IR R B B S e B R

I3

ELZEMEBRED PP L EMABERAEUSIFaRAZER AT RIHEANZ
EEMYBEMEEFEERER - FRAGSRPEBERG - AIFFFZEMaREES
HERZ - MR ZEMENBURREETH R R RSB ERH[C - HRE AR
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hEEEH (HIMERRS ) HEENLESARERO -

— . D
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RERE " NEARA R ERS RS rEREEERE U ERABAAE
MAAESRTESS " ARAMARASE RIRIERS ( good tissue practice - GTP ), 19
ZHER - UEAh - 2 HERPAERER EREZMAMMT - &F  AEEAS £
E mBEEH - 7 B ZEPRAKEMEBTER  EARTSPRELETEKEAE
FrE]E T BB RESEARA (PIC/SGMP ), MY DURE AR M0 R B RS B Fs]

iz " AR EREIRACRPBIEFREAZERRE ) k" ABERAERTER
Ritipma a1 BREBRERYS R 2 ARG  BERERBEEER
BB RAMAERNER - Mg " NEmasEsnashscsasts, Py
TANBERAREENEREEEEEE M AR ER  ERNBEERE TR
iRt - EEHEER - [RA Lol XK RIS R E BB M 2 [RIEE R A am BT R
% ZMAEBERNREER Y ER  ZPETHREBZIRGBEELE  HESRA
BXERTZESEUmERB ZIEAARBMEE -

REESZEEENH  BHREERA/HIKBEEBRERETN N  BXBEHBERER
BE ZEUMERBL RFreERARNZE MR NET/NEREZESE - HRBRRE
BEIAE - fINERERMAD - HRERERAHBEZERFT G ZalE (NEEeE
KE ) ERFEERLGERSRI RR2EAZXERBLERRE 2mERHT - Al
oA oI Lo M Al B BUE -

EZEMEBRAH  PHRERRERRNEREgR Y SRHERM - ERE -
MR ESNRENLZEMER - ERNZE Y HBERTANEMT  NERETERE
BEFEIE - AT ALTRNE 7 REIZEMHER - RAI L - ZEMBIBRREEFERR
FIERREERAENEEESEmERY  SE<2 - BEUHEEES -

REMS HEHRBEBRRAREASERNAE R tHEE Z TR EESEN
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CMC KilfMEERIZERBIRBHEE 28K -

EmRiEZE s

EE2MREEREEST (cell and gene therapies - CGT ) ZARE AL RE
BRZGR - B L olse s U B e O REBEUBE AU E Y R EE 2 BT
g - B - BE CGT WA ZEmETol8:E ( biologics license application - BLA )
5 - CBER fkEREQRMNEBEHR 7 EERA - SRMITRBEUL LB Y —CEREZE
M- BEERUELDEY RERFT RIS ZREHBERSER  WRERD ZEEHR
FAREE ZRBRE  DIXEPREIE 2 nBIRERE R ERE mE 7 — B BEERR 0 ##
=t - BERIEMEESERAR LA ZRENREES M - CBER ojEZ&8#
ol L8 2 B RERPT IR E  AT IR EN A BT . (ERSER Ry AR
FanBHEEN—E7 - U.S. FDA sXEB:5E £ CGT REBRET - B ELIERZ
Bl TR AGERIEAR . ZIRERE - oETHEBEE SR -

HEREERLEEERRE LHHeER - ITMRIERER KBIEM 2R ERAl - 28
BEBERRT ZRERHE M LERIRE) - RamBiTRESURARZMREREILL -
ok EE 2 ZER U RNEEREERE—EEMY

UGS - INEJ AR BFEER LR - KBERRSKAREZR ZmEEE - MY
ELFEERmEATREZ AWRE - LIFER(CmEEERE  BREETEmAHERE
ZIRA - ZEMS  HERBEERRNFFERSCHNMMASEI A FHEREE
ZE®”  BEERRTZEERE - 288 -

RIZEUZEM

— @
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L L
EEERBRM  CGT REZFERBEMAERIE ( process performance

qualification - PPQ ) #3k - SR EiAR5ERk PPQ stEFFABTRENITIEERAT - BlOl 1T
AT HEITRCZ - BB/ AR AT HMAT ( concurrent release )= U.S. FDA I 7R i@ Hl 37
ERRBUNBREZEEHE (FIIN=H#)2 PPQ #=x™ . MikikiB{ERHE ~5ieE
RREEERMRE - BRPPQEPHREZHRBEEEEREBSEUET Y -

gam - US.FDA ls AT M BUTIERKB EBIR MRA - AIIIREBRRRENFTKE
BIRNZEm - BEEREREY) (orphan drugs )~ VERE/DEMERIEN Y FHEE ;
UGS - FREAMSAE 2 220 ( (NAETIELY) - B IEFEEREEY) ) SRERESEE
FOKHEE US. FDA iR RS L R AR AR ZEan - TNOJ@ A -

PREFITHRATRHERINARN S cGMP -~ BEEWMBZE ZZRUK PPQ 5tERHE

RIATIRE - & PPQ AIRBEPLHIRANGERIYRE - FFEBETTEE IR

= RVB IEATARRTEHE - LESh - U.S. FDA TNEZZH M A FHITHERITEI E RN EERRE
TREMARME . DBRREDREILTEY -

RIBTE TSR EREERE (55 WA ), ZARRTE  WREEE

U - IAESA RS S ( Al BB A BT | /BB Y Y R
BRI AN E Y REEARE ) REREYBEEEERSTG TERERK
2 BRI -

BRRHNZERMRNAREREET S - SRR AINIBREEFER - RFRARE -
BE8 E 7R ( BlNRENERIEARIR ) SRR EARSHEEENR R ( HIUNEE
ARERARMENARESRNSRRE ZECERVAR ) RYTERT - DEUERER
R ZRmETHARERRELSR 2 ENER  DRRRERIGREBEERM - 4
MUEREMBRARAEEETER 2 BEERERE e EAREARNITHR
B HoRREEREBMAS ZRREELR  mEMRESRIRNERIER
BRRMZERARETEY -
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\3\";\. o R\
IESh - IRIERE TIRTERERRIERE-RERNEEREFMIR. M 617

MHEBRRENGREREREEBEPRTHITRIVEER 2P - BEHAREERMR (WM
AI—#b ) TN 2 R EEEERINE - LU BEREETIRISEREITE . HE
BRETEENEARN ZEESH - £REP  BEE TN HTHERTT X - Al
M EEHIE - BBEoMEANISEREBEY - IRRREMEISEIHIAREE -

HRMS  REHNBLBERE 7 HIERYI KRR EREMRHAEZRE - MEK
BHEFEEREZEE - BRTIERmEIRREET (quality by design - QbD ) Z3E2#ETT
RIEBMTE - WEERAKT SRR EmiT RS 7 EBBE - WHEEYE GCT H
PREREN 7 58 M A2 FE IR AUAR L

EEEVRNARSE XM ZIFERRE  BEBERERRE 2 2 HERSHER MR E
#LD - ARIPEERREERY REEF - KERAKRRZED L - 9BEREYHBMRA
B SEEESREBELRNEREARERRE —EEY  LEERTIFRERZD R
mEEEBEKRAERAEED - HZO0ERRERMBRARRENREE - XZFERAL
INEETK - RBFRBZEEY - UAERBE2ER G AREREEEN -

]:I

HIEMS - RERTHEBEREMEEEZEREEER - £ CMC HEMMRERZE
£/RAI- 2 US.FDA ZEMRAIKEAERE - REfnREEEREREEREEZEEEN -
REEEERBEBEERE CMC EEE M ZEEBREBENR— -

x— ZEEBEHBEBRERE CMC E2EEMZER

MRSRE BN EBHERENE HRARERASS GTP B GMP Ea ;
ETE CGMP B - SRTTIEERABSE GTP & GMP %47
BIIRE - *
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BEERIRFR PR ERER - B BEREERY KRR ERZTRIEMESIEEME
HmBEEEEK - MEX - FERARLI

-~

En

PHERDRBPFREEARKESRT WARABBEERRA EAZKTERIES
B AWMAEEYER - D FEENER - HEENERNEZR
§nﬁ_yﬁ'vfn bEQ?IEEHj °

o RERRFARMERREEEMZRME oREAGABERETEEE ZHITR

ER RN A AT ARAS - 1% LB ERZ D EB(CARE -
HRNBEREZEZSE - SKERIEER XBEREZLESRRBSEEN - KRB
BE 2ol LM ER - meMseE ol bl iR E R -

EERABHREBRMAZET R okEERERIEREERT - LIARHA

HRER - WITHRBFE—EEN - REBRITATARE -
ERceAREMAEERE M - ok EmE ok EmER BRIRR]E - EffaT
BOSBREMT M IT W - AR BATRAS R WRZE -

OIERFTMRAT - BERBFIREDRRE HERICRAGREEEMREE - Lol
=& PPQ #t% - ROHTMRENE S VETT

* DA aEERE A6 BRERARE ZREERFS GTP - BHAB R LMESSEARS PIC/S GMP SR -

U.S.FDA S B RsAE R HBIFBREPR - MBELDERS CMC Z& - olBBEET
OB ET B T ERAEITER MaEREREBEE AR 2026 FIERMT - B
REBANBTBERE 2R EEXRR  BEIEmEYEEZHEBERERPOLHE
EREIHE " S EBEEREEREEHEESE ( Taiwan Regenerative Medicine Advanced
Therapy Pilot - T-RMAT ), 18 . S s R EN EEE @S - 2EE— N4 ETTEH
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2026-05 &

e

1. Guidance for industry: expedited programs for regenerative medicine

therapies for serious conditions, 2019
2. Flexible requirements for cell and gene therapies to advance innovation, 2026
3. 21 CFR 210.2 (c)
4. 21 CFR211

5. Guidance for FDA reviewers and sponsors: content and review of chemistry,
manufacturing, and control (CMC) information for human somatic cell

therapy investigational new drug applications (INDs), 2008

6. Guidance for industry: chemistry, manufacturing, and control (CMC)
information for human gene therapy investigational new drug applications

(INDs), 2020
7. 21 CFR 312.23 (a)(7)

8. Draft guidance for industry: manufacturing changes and comparability for

human cellular and gene therapy products, 2023

9. NFHARAEIRAMBRFFFERETEEE B 109 F
10. AsedifeEaiE R IFRE - KB 91 &

11 AZEERBREERSE (5—80 A ) RE 112 4F

R ANFERASEREIGRAGBREEREE - BB 109 £

RegMed 2026 Vol.187 8
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4 NBREASEREERSCEEREE B 111 &

15. Draft guidance for industry: frequently asked questions - developing

potential cellular and gene therapy products, 2024

16.Guidance for industry: process validation: general principles and practices,
2011

17 BT EMBRERERE-REBMUEREEFMTE - BB 91 F

18 EEREERRNBEER  RE 115 F
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ZEESH (Multivariate Analytical Procedure) TE#mmE

AR EEE

SR

I
it

7 2023 £ 11 BA%R ICH Q2(R2) EIR3E3IY - Hohpg 7T E#HHERR ICH Q2(R1)

MDA EERAB 2N . g 7 228 HNNRNEREEG - BESNHLE
FHEEERME  EESNE  AROWESRMNSE-—REE ,; BRIRIE - ZBE0H
OJFEARAEREBIRMRE T - D MBEREMNERNEE THARBHOHEERZME
BHER - ZEENTNRERDE  BREAREERENEEETILKEIRITZ%
AR - A UEREANBLEENTEETDERURERES -

2 REIAFE RR EERY S REEE

iR R A0 AR BR - BERAAIIMRCGE B LL¥AE —IEE - KBRZEEEAI (B
40 USP <197>)4 . iREREAE% BB H IR BEL - Bl bR M B L
3800 £ 650 cm T HEEA MK LHRFABEREIFIEEEME (wavenumber)
AMEE - AT - B ELEEERER - BEE8FEIBAEMRIEREN TN TEMAR
= AR EMBENRTIRIRERRTENEBRRER - MIAIRFER ol 58 & 3R 2 DIW Rl L
MERNIRR - BEGRE -

ZEE D75 7EM principal component analysis (PCA) SJURIBA$875% - #8)
HENGER— P B EAEEHRIEAER R (fingerprint region) - PCA TI#E1 2
AR AL - ERERENSRER - HRIMRCENFERIEZEEHEREAENRN - 35
PUR/D B HER R ZE - IBERRREHENSIEY - BERERAL - AFRSYE
(Raman Spectroscopy)sli T 41 9h Y63 (Near-infrared, NIR)¥IE BRI Z£ 511 71 - AL
SN A DEFCRHE BN ROE - BEAIMNEERER - RIERBIREEE— - £

'WEEABERERD L EHHEA
RegMed 2026 Vol.187 10
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\
SERR/ACEMESRIERNRTE  APRERIFER ZEEEIRIES - NIR YR RIFIR
EZMETHNRE PRTRAZE T - FBHERE/)\FI5A(partial least squares, PLS)
SHERMEENEL - JEBREPRHZESE  E—DPE2URENRRZERE 42
EENWEL - MEATAFETE LYCEETXNEETES  HERLHER
EYHENEAEER  ARBAMENAARES B IURYESAENEA® - W
BOMKENFHRENR—FK -

S EREmARET
/
2026-05 58 7 HB k-

%— * NIR £ Raman &R D5 bRz

HEHIEE NIR Raman
HeiE F B4 IMNR e R0 o+ | R BB G R EE 4% mm 2 FF 38

REIRR - HREARR - B8
RIEEERS

MEGY - R0 FROREN RS
R - BRBERAUSTHERY
U - MEERSRS

ey
&
i

KA B TFEEIE

ck
A

SR ICAT SR O BEE Z AL ET AT AR

.’% R %’E LV —
BERFEN OZFBEM N ERNFEIRE | FMEREIRSHEERNR - 8%

% ANEGHERE

METRRAE

JREE Ry K s Al

NHEZE2EPTEREEEES

BRIEF R

BURRERIEEREEE
b

=)

BT R R EE S

NASREHFHENER S
B PR EE RS - T
HES

MR OEEERCETE
alaR - FERBIEONIE N SR

0 CERELER EEAEELER
AT M OISt R BE MR | EEE— MR - EARER
EERTER B—p DRl
L Cimetidine HZ REFFFRAAIC . 2R SEF B EE DM Gla] PCA.
RegMed 2026 Vol.187 11
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EBRRBENAGRENESEE - EALEITEEBRATINGE 547 (Fourier Transform
Infrared Spectroscopy, FTIR)%& - LLEA B SR EL YRS 2 FHEUKIE - 30— F 511t B2 AR FZ
BEENERERIR - ME - EEBRARCEEBRERENREE - LUSBARIUKIERN
EERAEEEFRE - BEERENERERNEBERETONS A GRELETET
PCARMZEHER -HETEZBENE  RARSEAEREMKEEEAS ZBUK

K- BHEY PCAREID RS EAMDHTRIER 72 (principal components, PCs) & £ -
MmEBEBIMEAE (scree plot)ER T - ERFTERE PCs BEEG B URERE R MR
HEY BEAZKINTEREIR2ASEUERBESE - It - MAETEE

(loading plot) tJégmEJEEMIHEGERENRIESEJHESERZENFERIE -
DB rEERERWM - & - BBABMEN T AN X 5 (cross validation) ~ SMaB
BNFE - URHEARRIRESRm 2R E AT L - SREEPE 2 A0 i
EHRSARREESRESZETEN  HEBRESWARSREBRZESN - —BZ
‘‘‘‘‘‘ BENMHPBEIUETE  ARIABEFICRBERBOMRET - BAHEMETRIE
MEE - BIOI R SRR AT AR RE -

ERZEEDTER ZEmBEEPRIEMDE - otk ICH Q2(R2) BN TAE—14
BYMERY  SRERBEEBRERARNSE  BRAONEZE—M - FB - EEZ
SBENMBIHEZERO N LNEESRI9ESZEERmERL 2 RUERE o 5EO
B BREFRARBAERBUKAZEERE AR IMRICE (Infrared,
IR) HE - AREEEREZBACHIRERERARmERR - HREFEMEARE -
FELE - RERFTEmmEERIRER AR VRAZSEEDT - REERAZSEENT

ZEBRREER - EHEZEmmEBEERETIERERRIGE BREER
TERE - afERYDERIRRME Z KB - REBRERESE 0 AREE SRR 2
HEHRSE  LHILESRER S AR ER e ER st -

ZmE SR ENE D

BRI EDNEEAEWNHERD - DUBEBENEITATEDTER - MR
Je(Ultraviole) R AIRWOKIE - RIAZEENNERZE - BRI RRNEBREREE

RegMed 2026 Vol.187 12
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AT - EUERD - ZEENH T AUEENTEMERE  BEREBRRBENTR
ERmSELEaLR AR B ER - B 0AIREZEREPREIZENEE  FRLEN
BN AATRY B ROPT -

EERZEAENERAT  ZESHOMTRBENRER/NFEHRAPLS) - ol AEE DT
PRERBBREREERE - HEMEEM2RE - DUAZER amoxicillin suspension
AHrBHMN . MEASERSFEEE amoxicillin TR ERE B RE HHES
% BEEEERR BRERREAHASED HRIEERE (calibration set) LUK FEE Y
£ (validation set) - ) F8 calibration set £2 validation set IR B E S EFERE
% (latent variables) & - U EBREPERFBIEER - DIEAGISEEELE
(signal to noise ratio)E £ EB MM - DIBRBACMEENZmEE - BR
PRIEEIRE) O] 222282 calibration set &2 validation set Z&# £ - &% - HEERMA

B PLS 2T EEPFTRAIGRY amoxicillin 28 - BEZEH AN SRR EEMEHigh

DZEBENTEIRAIZEmREPRYESE  RAERASRINCEN IR mMKER

RE . RERMAFEHAERNEZENTHAN HPLC-UV BERILHEEERBEEE
£ B2 ER_BIR= external validation FAR - AT EETHE - ERE SRS
ETRBOHE  wmAREREEENARSIITEHPESE - BRIEFEREEE -
NMEFHRARBENZERUKAERREEHE T nERES K (Good
Manufacturing Practice, GMP) IRIE' - A5R2E0UBMERORE - ER LBMER
FRABAIPRA -

ARHZBEDTAEXK

2023 FEH 2 ICHQ2(R2) 165|4 - g 8/ ESLUREAFIMN - HPIEF|
R 1E(calibration) ~ AERRIZE (internal testing) LK ER4(validation) - Wi HtAERE &5
HER - ANEEBRE 2021 %6 FDA 155| "Development and submission

RegMed 2026 Vol.187 13
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of near infrared analytical procedures” (A FRE#E=E NIR 15351)* LUKk 2014 £
B2 EMA BJ#E5] "Guideline on the use of near infrared spectroscopy by the
pharmaceutical industry and the data requirements for new submissions and
variations” (MU TFEBEEE NIR 1551 iR ZRATEAS —HHLE - FIRME

ZFRR

=2 SEEHTHEATATESREEN 2D

Calibration / RIER&ER

ICH Calibration set: A set of data with matched known characteristics
Q2(R2) and measured analytical results. (IRIEERI £ | —HE = 25 H AR
(2023) ZHEME  UREZKSAMEZ2MERBHRNERE -)
Calibration model: A model based on analytical measurements of

known samples that relates the input data to a value for the
property of interest. (RIEEE : —BERESHMEmZoTERAER PR
Z2uUmEREE . BLEUEASREMRETEMUEE BB -
=B NIR#E | Calibration set: A set of spectra with corresponding physical
5| (2021) | characteristics and known concentrations. (IR IEERIE : —#H LS
B HRRSNEZEEENENYIEEM I EEERE)

&2 NIR 15 | Calibration set: The set of samples used for creating the calibration
5/ (2014) | model. (RIEEHKIE | —dHAREBRIEREENE M)

Internal Validation / AEBFERIPEER

ICH Internal testing: Internal testing is a process of checking if unique

Q2(R2) samples processed by the model yield the correct predictions
(2023) (qualitative or quantitative). Internal testing serves as means to
establish the optimal number of latent variables, estimate the
standard error and detect potential outliers. (RESRIE : AELRIER
—EERE - ARERAEREEENSERmet SR EENE
MR EERAER - AEPAIE A —EBEBEEHEENHE - T
o] R AR ER A B TR REE)

=B NIR#E | Internal validation: A part of the model optimization process that

RegMed 2026 Vol.187 14
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A "N

5] (2021)

involves a comparison of NIR predictions with corresponding
reference values. Internal validation can be accomplished using an
internal validation set (test set) or the calibration data by cross-
validation. (REFHERL : REVMB(ER—ER - FHIREEER NIR FRAIFERE
HEMNSZHE - AR ER—EASEUAERNE/AIGE - g
RARIEERENTR X EIZRTH)

Internal validation set: A set of spectra with corresponding
physical characteristics and known concentrations obtained from
samples that have physical and chemical characteristics that span a
range of variabilities similar to the samples used to construct the
calibration set. (NEMEMERIE : —HIGEER - HPPERRmREY
FERYBER MU RREE - HENYBREE5 M ol ER I EE R E P

B2 NIRTE
5| (2014)

Calibration test set (internal validation): The application of
possible chemometric calibration models to the calibration test set
to perform an internal validation or ‘check’ of the calibration
model. (IR IEAIGNERIE/AEEL : & ol R ERETERIEREER
REIEAGEERE F - MITASEMEAREEIERN "RE )

Internal validation: Subsets of the calibration data set are
subjected to a variety of statistical processes to identify which
calibration model may best fit the available data. Each model is
characterized by a statistical parameter. For cross-validation, the
entire data set of samples is split into individual samples or groups
of samples, which are removed individually from the rest of the
samples and tested as unknowns against a calibration model
constructed using the rest of the samples. The characteristic
statistic is the Standard Error of Cross Validation (SECV). (RESHERL :
RRIEABBN FEDSEBHRTHARE - LIRESERIBEEBHIR
[ERA - BEBERDGSEEREERL - ERXEREHE - ZEE
BRERE D BEREmE AR  ELEBRRIRRIEEREPEER - B
DIFER g mZ AR IEEEY - MR mAER ARk - FZIEETE
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AR EmAEE - AR EEREEFHNFATEEAR N BB IZAER
(Standard Error of Cross Validation, SECV) -

External Validation / SMEBTERIPSER

ICH Model validation: The process of determining the suitability of a
Q2(R2) model by challenging it with independent test data and comparing
(2023) the results against predetermined performance criteria. ({2 Z 73 :
RLURERBERAMABRE - MBI BUREEET - Wi ERE
FRFORERI M BEIRZELLE)

Validation set: A set of data used to give an independent

assessment of the performance of the calibration model. (&R
& TARBURHERERE Y EER —AHBUE)

=B NIR#5 | External validation: For quantitative models, external validation
51 (2021) |involves confirming the NIR calibration model’ s performance with
an independent (or naive) dataset. For identification libraries,
external validation involves analyzing samples (challenges) not
represented in the library to demonstrate the discriminative ability
of the library model. (MNEERY : EEEHREL S E - IMEPEERLI—A
B (SoREAR) NEEERER NIR RIEEINMEE - T ERH
FE - ANEMERGESTERERREZWNEMm EEixm) - UREE
1 EE 1R A A (5 B BE

E 28 NIR#5 | Validation set: Independent set of samples used in validating the
51 (2014) | NIRS model (fEERIEE : FHREREE NIR R ERE I mEE

HRAERREYRIR  SEENME-ABEZRPI0R D BRI - NER
R0/ B B B AR b BRI/ BRra FE R - —(EIPE ErAVERE E R AR AL e R M B o5 EAH
B AREMREENZEE DRI  I9RTKB =PEERTEIMEE  HERRDT -
ZEINIRIESIEBRBENIRIES|IEE— D HEBRRKEBRULEMBREEMEEEZSR
NIR BN IR EERRLBHEEmBEHERE  AXEHEEE NIR 1551EE %A NIR 15
SIEZEPHEAEREZRMWR=FK -
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—-RiEH  BHAHENBRIE
(e.g., dispersive or Fourier
Transform)

-~ BEENENREE S
(contingency plan) - DU T2
BREEREBRBMNIR]
iz

:::::::

:::::::

BEhREH A (rate-of-
change—based method) W&
BMSA - DX FREES R
i SR s E B

O#RER

— o FERRBERE (probe

—EaRRE LR - 2R
- ERIRES O ETTAKIR
2 RANREES

- fFEMER (conformity
check) - BlUNENBE AR BE 120 - B
REHFES

O#RER

—HXHRER (BEFEUE -
RE -~ RAIEE)

O/ E
— AR mBEN T E T
—>BUtxmEf#EE

— AN EARZRSROER T

window) &S &M ETE A
O/t & O ma
— BV FREC 1 — fic & 75 I  (sample
— R BRI EAZFMERTTE - €] | presentation)
ZAVNEEEmEE - Fkm | OB
FHIMERAENEEREH | ~(CEStEHBEEEEROMR
ARIETTARAR - AlUAR L IBHEUR | STERES
BT RAVEAR R SEEmFERE
—NMHAEFBSZREETEN | - XERERERE
2R —HBWERRTL A
O4% ma
— 1o E R RN E
—RIE N E RN R R
—ERHEERETENEHIEE
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SIPEER =Bl NIR &85k EX22 NIR #+55|ZK
O
— 2R RIE
DITREEEBERE - LIKFRAIR
AR EHFHEAER
BN EERE (effective
sample size) BEmE
REZE/RE | OEmBUBE O mEURE
HA —HEE—EEVWERZNRE | -EERE

[El5E 2 51 B IR B R

—FTAERERNEENT - DK
ZEEMRSEREAREFER
BESEENRRES HRE B
e

O2EZmBlESE
—BRE/ZEEEE
—FTAERERNEENT - DIk
ZEEMRSEREAREFER
BHESREMTHERRES MR
e

—-Z2EZHEND T (GLIRALE
RHESEHENDMH - HLUIERE
pakisl = BN
—EMEFRERANGEEESE
& (positive predictive value)
%l 40 & Al BB (identification
library) PERAE¥ EERIAIEERE
o El

O#x

—FHEEENHERE - B2
5% ME - AREBRENRM

-EUDTRAERAFERE
D RBEEEN S IEH R AR
—mmERTtRBEESE N
an A

Bt XRAAERABREE S
AR
—-RIEFAER &£/ 7 A K
AREESEMRA
-BIUAKmERNE

—BEEE (latent variables)
A F (factors) HWEI=

— {2t EREMERNESE
ELERBRNF T EE WS
¥ (fl# Standard Error of
Calibration (SEC) £2 Standard
Error of Prediction (SEP))
—BIERIEIEEF
O2EREES

- RERE M HRALLY
124 (acceptance criteria fora
positive/negative
identification) &&EM4ERHR
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P HTREER =B NIR #§51FXK ER2E NIR 1551 EK

=

-t mE®EH ALK
(conditioning)

- & m £ B &
(presentation)
—-HLUNERAEREMEE R
m - ESIEINRUWHAR -~ R~
Lo REREESEREL
RNER

O &%

—{®BEE{E (outlier) WEERFR
—HAREEFERENERER
EREE - BIEREE  BEER
BlfEESIE MR AA
—>EIBEREGRE - ZRIFBHICE
HUF IR ERGRER - ERORI=
HEENRE EE=HEE -
BERHESE

m
g’rrr";

smp
Carrr

Otk am

—EmEBELE EmEERAN
(Bl mBEsl A mE -~ EmA
KBS REEMRE  RE IR
KURENRT - BB ERERK
IRIEAAN)  BUR R B AR EAM S
AR RERIAE AR
O =38
-EmEEMEUNEKE
HERE - B2HARE Jril g
KA~ [REMEIER - B7KE - 2
BRAMZE SmANPEE K
/HEEREBNERE (W B
FEdh - B h AT HiEEE
(BNt mEVREEEHE) - &
mirERE - BES
-ARBEEGFENRERZES
E
- ARBERNE R BEE
(outlier) WFAET B
— R IEA IR
- EER R
1R EREZEEZE (latent
variables) £1 Standard Error
of Calibration (SEC) #I
Standard Error of Prediction
(SEP) #jFE 2 K [E
-HEENFEINZENEEZE
(plot of residuals)
—  Standard Error  of
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ZHEEER

=B NIR #§51Fk

ER2E NIR #5512k

Calibration (SEC) HIE{E

R EBHERLEA

OREMENE K &
ﬁWﬁBEExSZ SHRERNSZEE
nh (BUFEAERHSZE

EE’J > SRR E S HERR)
—-HLUNERAEREMEE R
m - ESIEBINRUWHAR -~ K~
Lo RERSEESEREL
RNER
O =38
— Predicted
sum of squares (PRESS) plot
SN EMOERESREELES
E#tS (overfitting) - FTEEE

BEEE] (latent variables) &
HaEm2 A

residual error

OAREPENE R &

- N EEY AR IERGHE R &
RoARKRIEABE SR LR
HH

O &%

— O] Rl R B L AR E B K
LN WIEE

REEE (outliers)

— Standard Error of Cross
Validation (SECV) =t Efth iR
AHEEIEERRET S E

—1RR

SMNER B A A

O EPRERIE 1L &
—INER IR AIAERARE R - B1 2t
Rimak - HEX) - BEMRE
RixmEE
- HUES
e

O2E 38
—-FRABEHSEE ZILHES
BREE - AR RINBEYE R
EWEED M

B gBM EEBE B
[ R T 2 1k Tl S )
—-HBAPNHE (BEHE)
KREIZ#ER (standard error)

ERBRNERE

Al
2N
(W]

O EBRERLE 1L &
— T 2B IR KR IERmAYINED
EXxm
—iEmPE R REE B Y
an AR

- HEREEREERNHEE K
""""" SEM AR
— SN ERENER E PRI A R M
I AX 72 48 Bk
O&E Z I8
—¥HRBHADITFE (£
BUER (B21FERS )
—-HBEADT A (BEFHE)
B NIR Jesg ozt R

\\)Et

i)
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PSR =B NIR #§5|FK EX28 NIR f55|FEK
AR A= IREY
—{RBEE (outlier) DA
—TE A WA
—Standard Error of Prediction
(SEP)

FEamBHIEE OZEpEmBHEEE L Al O DAL REEMRED
MR HER IR R AT HEAE - | RSB ET

RUBNARBURERD D BRAV I R - 12
DEEHEEE BEET) &

=

WR=-EN SO - 26 FDA BEE EMA ¥ NIR ES0MEK - 1591
EnAFEERR UREXAEZEZRERHEEHRFE (PIC/S: Guide to Good
Manufacturing Practice for Medicinal Products, GMP) &&= BRI - &
2% 52 1B "RENSEUNFTKEERZVAREREZE KBRS (user requirements
specifications) B ] - W &E 5 & IF ¥ LM & / Equipment monitoring
requirements should be defined in  "user requirements specifications” during
early stages of development, and confirmed during qualification. .- 7EE2FTERE
(design qualification) - 2358858 (installation qualification) - #1E§RzE (operational
qualification) MUK 14EEEREE (performance qualification) AR HERRESEM -
BEARBEZERE - NRHIDTERE  LRECEMES - HREINISEZEET
ALEEEER - FEEMSE - =6 FDA BEER EMA 1938585 14 ¥ iR E a2 4 ¥ iR ERIED
¥ BERISMAEHEOUMEBEN (false positive) BAFTEFTAMME B M
(negative) ; FEE =77 - 6] FDA E1E 3 EMA 9B ZRINBSE AL E IR /fE
MEFHE (external validation) - ‘A B N EZBEILFAERORIEERE ZIMNIE @
g - LERBATFREEHESESE - W HPLC-UV FEZBNESE - fist LHEED
@ (residual plot) 7E3E] NIR 55 IF1EIEE NIR 15519 ZRIREE - BEIE5 I KRR
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AR%E =S IR MR B EAERE  BR—AREESEMAFAERAE MBS H
HEIMERUS  dYLTHEREEREAREERBNEIABLRE - BRREN
FOREIBURIUPAR -

e A T
4
2026-05 &5 47 HH k-

Y

=0 - SEEHHIE ICH Q2(R2) - =B NIR 1551 R EAE NIR 353 |p0iEIE B &2k 12 1)
mXIEE ICH Q2(R2) (2023) | =B NIR $55]| ERE2 NIR $55I
5 — | OEREBENEER | OCHEUHEBRAR | OMUARSRIRE 2
(specificity) | #BELETEE (loading | FEHHRARR (BlamAaKeEK -~ A
plots) Ot % &8 & A &R AR A
O # FBR B B {8 | (loading plot) 812 | @ARRE) ERIEE
(outlier) (AW 2 | ZHEEEEXTENES | RWAGREEEHAN
T - FELE) AR OtE R ZE B E 5=
O BF BR B 2 & EiERSEE
(outlier) (AIMNEAES | OtEBEE ST EHEE
= &7 (leverages) | PEGIEZEGEEAR
FE5EE (residual) | A FEREIFE
gl18) ORHEE 2B T
hE R (f W
Hotellings T?) - #&3%
B2 BERR R BE 2 AT EB
BZ&E
¥ B E | ObEBRAERENS |OLRSESNTAE | OLREBERYNESE
(accuracy) | MAEEBRMEEFT | B NIR 2 E8A | 2T ABXEN D
SHEE (Flo 5 @ | &R WA EEDNEHBEZ
EE3IREER/EN) |ORHINHBEIER | EEE - FAEEHRE
O #& # Standard | £ Standard Error of | E£58 0
Error of Prediction | Prediction (SEP) &t
(SEP) 3 RootMean | 4R
Standard Error of | OLEBRIEEREZ
Prediction (RMSEP) | Standard Error of
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WHMIEE | ICH Q2(R2) (2023) | #E NIR #53] EX%E NIR 153

Calibration (SEC) £
ShEfrE N E R E 2
Standard Error of
Prediction (SEP)fyZ=
EEGEBREN

T E

OR#IEEMN
(repeatability) (40
BEESMEmAHE
BIREEE)

ORPHREREER@
g EMNOEE N
(repeatability)

ORHEABSITAE
ERNEFNEICE-ES
E (intermediate

precision)

O #t o] & & &%
(repeatability) & o
b B B E
(intermediate
precision) £ 7 17 &8
BARER

OFRAEEHESZE
EIRIEEN] RS
OZR DM A EZER
EFSHENZRED T
(Blan SR TERIE
HEEEEREMNREE
& (residuals))

OtE# NIR FERIMEHA
SE TR AWRAG
R M B B #E
(correlation
coefficient) IRt 1 -
Y EE R 0

Ot ESED TR A
@RI RE NIR 7504
mR  IRHEHEBEGRE
(correlation
coefficient) & % #f
5 % (analysis of
residuals) BB 7
mEF
ORUREHEED
# Standard Error of
Prediction (SEP) R
10 B2 h 4R

(precision)
4R {3
(linearity) /
& E
(range)
w2
(robustness)

ORBAEE (i)
GRENMELBRT
(B 0 B R A R
HREBTE - KD
B REEE ERH
BWES %)

R RIELLR
BB TR

ORFERERMY
HE(EBEEMK (AT
BH]IER - IR

UK % ee B BB )
AFEAER
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EZEENTEIIEENER L - 32 ICH Q2(R2) Table 10 FERHEFIHSE

U BEABSWARPERBEAT S HEEZE - 41 SEP 5 RMSEP 15K RE S HI1Z%E -
=R NIR 1§51 - 2 :ZMEFEE (correlation coefficient) TAt 1~ Y BA&E RIS

0 - BELUAEUER R - Bi2E NIR 155 MFRRITANMSE AR ME - fln=EERE
EHET EER 0 HASDEENHSBEERBRE - 205 SEP 19 10 ZU EM - 47
FRRit - ZESESMTENT LERARESEREURE - NERSNTEN - 2TYEE
DERME - BREEEREARESEMY -

ZEE T B E B AP E

HRZEENMEESREE - AR ETEDR B8058 E B DIBUE B 1T 2 BRI B
218 0 1E(score) kBT fE(loading)Z=~ - FIL - 518 EXENEERLEES (software) -
& PIC/SGMP 5 & 540 fRE " 8 GMP BN B R AR TN - UAREHE
BEIZBIMEEAZZEM - ®HEMLIKBERMEME /GMP-related computerized
systems should be validated. The depth and scope of validation depends on the
diversity, complexity, and criticality of the computerized application. . - BZ Bl &
R EREFTENER - EERMEREHN GMP HE  ESHEHERZ - ERm
BETIABRHERERRBEMBR D BE EMARERFAITERINZRERE - 776
BB IR A B R B T AE A R Y

B Cimetidine MZREERIRABIS - Zm X PHARBERLEIOR - BROR
AERE - BUBREEE LK 20 RVFEREEHREEL - BREHEE NIR 155|121
KERE NIR 155 ERRVEEZ N EETALAS - LA - =R A ERRAC B N & B AR an i
M R X PINAREIBEAER - HRZ T - ZRHXBAERERRZBER
IEHAFRE AR mRETD S - ERREEE - MEHEAIRNEEESRmRET A -
N HtERR R e R EER S IEY - B2 R E (loading plot) WHIZE - LURFI BIEA
El(scree plot)y DT FEFE - MIREBEZSENBE B LUREREAIRERENSEMY - 8
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R BIER ~ BU5% - FRER D ATERES - JerEEVREEE - o REEIE - MERESNERAE
WER ~ REBNS - #REERRLBEURREZBERER S RVAEREITH - &im
NABBBEAZE - BERMH ICH Q2(R2) 55! - =B NIR f55ILAKERE NIR 551K
ERRERLEASNERRE RS ERVARRE AR BEETANEERIMBERNENNIEE -

EEMHEEENZEENTEM L - 9THER : (1) EENESREEFHAE
HEEFFR, 2 HEBEREEMNIER AN ; 3) BRESZETNANRAGRIC
- U E=FAERENNE  REEZEEIMEELXFANRAME - BRiBRND
BREY ABEESRRENRE BB TEEERERESNTERRNTIE -
EAEBABRC  ERAEHZRELCHBED B2 BEBNKE

RAZEZERERERFIEHRENHSE BEREMoZERUE-—RERE
EEESIER 2REERREMBDRRTERTE GMP REBAIHEREENR - MEREEM

HREEHNYR - EEEHAICHE - IREENZSBE 0 MERENMMITIEREFER
TERNBESENHER BUZRSERIEENTHBRLER - ILRELRASHNNER
IERZRE GMP ENES - BBRENFNERAES  RREEBBHLURSR - &

o ZSHMAEERDKMAEE 285  REBAZES/NEE - EMEEERES TR
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£E Rk

1. ICH Harmonised Guideline. "Validation of Analytical Procedures Q2(R2)."
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(KRB ICH MR . FME

BREE 0 2026/1/29 NBERE . ZYHPNE

g Al #E5l B # F: ICHMI15 - MIDD - &8l
% BN %2 An 5%

EfIRIR © M15 : GENERAL PRINCIPLES FOR MODEL-INFORMED DRUG
DEVELOPMENT

BEMAS . 1 X151 HDUE B 51 8 B) 2 o B 3 (Model-Informed Drug
Development - MIDD)#ift Z 5t E58 5T « REFHAG RS2 -
UK MIDD EHRIEE - #H—MMER  TEuA—0FHE

ZRB AL BAIR L -

2. MIDD &m#iEREEE(Modeling and Simulation - M&S) 1Y
FEF - BaIFERIREUE - BRIREUE - SR S ESHEM R AF (W
EMAERER)SE - MIEMEE - MIDD il ol B ZmE e
ERBUNEMAARERAAE  RERI BRI ZEmB RANET
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RAVBEREMERET - DULFHERE AR EUER BEMHE
# - BEIR%EE MIDD RERES
arfh MIDD B8 RAEREFEER B2 LEE/ MR
&8 (Question of Interest) + A 1E1&E (Context of Use) ~ 1&
BS2E 1 (Model Influence)EEEEE%%%%(Consequence of
Wrong Decision) + 2@ & (Model Risk) - RIEHFEEZ
(Model Impact) - Ri@27E MIDD 518 ERZEHREE - £
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e RIS - WY SR - SRR RERNTSE B’
AREEBERHATENERSZREREE DUAREHRRRELEE
SEFZENTEEY - EMRERREREREEZRENURME
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(7) HEER . GIEREERGEENHERIRER  LIREEE
BEHER  CEEBENTENEESRRERESIIEM
2R - FEIAETYE R - W LUE - P SREESE - LTS
R3ER - BBEFIT BN EHERRAREBR 2SS LA REAE

BRSEE L7 - —RMES  EREFENEFETORKERN
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AER - AR RS RI TR M E Z R PR ERANEE) -
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1B 7Y [ e 21 E B B FE 5 (Model Evaluation) E5K IR -
Rt MIDD RURZIFEE - REENEFTE - HEFNEE
DRSS EARIRE - BEERE RN -

R E R R RS EN R T EE/ MEBBNE = NETR
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RéERBAR - RBERERREERNVALRELER -
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RATIRAEE « RIsFV AR R EERWEAREE - & MIDD &
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MAR &zt M&S %R - Walam R EER RIERFS -
(2) MARZREBRAE
A RITHRE: LLERERENRE - ERANBEBAIR KX
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BEFRENI . =B FDA TaEEEIE . HETES
BRISE . 2026/01/20 NEEFHE . BRAKRHARE
48 Al (ESIEZER B8 & = : Minimalresidual disease -

complete response -

multiple myeloma

ERIZRIR © Minimal Residual Disease and Complete Response in Multiple

Myeloma: Use as Endpoints to Support Accelerated Approval

BMAR: L
2.
3.

=B FDA R 2026 £ 1 H 20 ARE (SR M BB ZUER
BRTEER  FAXFEMERZEZFLEE) 15518% - HE
RIRTSRUBHBMERNCEEZERA  BRABEXFIMNEZ
EZIEE - NEFEKEZ (overall response rate, ORR) K [ FEHF &
& (duration of response, DOR) - 7£ 8275 & 3 2= FE R i E B PR &
HIE - FRREEHRREEEE - BERINRERIEE -
IE5 | BB MEREE R E (minimal residual disease, MRD)f&15
MRD 2t 2Z(MRD negativity rate) - LR A& E B HAMT -
L ERST R & # (complete response, CR) 2w A KIS BE T IR 1%
52 . BIEREZ R 107 (BIFE 100,000 {8 1E A8 A0 PSR A 20 5E
BEARR) ; CR WEZRIHATEES CR 3¢ E&1E CR (stringent CR)HYA

2R

4]H]]

>

ZR MRD B CR ER KR W IR E L ¥ IZC (prognostic
biomarker) - BB EE(EER - HEER(EF /S (progression-
free survival, PFS) & 28277 58 (overall survival, OS)BI48 8 417

/
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4. LI MRD = CR 5 ZESMNERZENZER - [RRI L REZERICE
7 AL BRRE HL R R A a RO RERD M el B - DI EREVEEZLUOE
(1) £atE = (Two-trial model)

HiTMIEEIEER - 85 MRD M CR BrHthiEEnE A
SneREINEZ L BB EEASH AU mSTESR( PFS 2
OS)HEH 7kl Bs - ENSER BRI -
(2) E—FEtn Kk EEI((A single randomized trial approach)
EMIT IR KR - &YILL MRD 3§ CR B34 5RER
A ERZE - B EE BRIV NINERR Y =BT PFS X
OS UIXFHEB#RERZE - WEXNBEIRNED AR EZ
ERRREMMFERESZES  MERBRBASEZE
(combination therapy) P &P HIBENER -

5. 1ESIBEHMNLL MRD fERNIIEZ AN EIEE - Bl —RERFRE
R « ERRAGE/ ERIEE (disease setting) ~ E1EaEh M A ET
EE8 ; 155|BE£MRARARRBIMERRE CR fERNEZ AN
1% W7 CR BRI EAEEINZEER - B MRD 1E&SINE
ZETERRRER R - OE—D2EEE FDA R 2024 £4 H 12
H &M E®EZEmniL#Z 2 8 (Oncologic Drugs Advisory
Committee, ODACQ)W E &% & 1l (Event Materials) °

6. ESIEFERHR MRD MR A IR DM R T EE K -
WisHol#E— S 2EER FDA iR 2020 £ 1 BASZ (M&ER :
DU 2= 52 B8 5 1F 7 22 ma B 38 S5 1512 00)A #3722 (Hematologic

Malignancies: Regulatory Considerations for Use of Minimal

Residual Disease in Development of Drug and Biological

Products for Treatment)) 55| -
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https://www.fda.gov/advisory-committees/advisory-committee-calendar/april-12-2024-meeting-oncologic-drugs-advisory-committee-meeting-announcement-04122024
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/hematologic-malignancies-regulatory-considerations-use-minimal-residual-disease-development-drug-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/hematologic-malignancies-regulatory-considerations-use-minimal-residual-disease-development-drug-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/hematologic-malignancies-regulatory-considerations-use-minimal-residual-disease-development-drug-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/hematologic-malignancies-regulatory-considerations-use-minimal-residual-disease-development-drug-and
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+ Z[E

BERE
BRI
48 All

BERHOR

BHAR

=[] FDA TEEIE . ERE
2025/12/15 N . BEz:EM
T B8 & = : Medical device -

RWE(real-world evidence)

FDA Eliminates Major Barrier to Using Real-World Evidence in

Drug and Device Application Reviews | FDA

1. B 2016 FLUIK - EREHEE 250 hrEERVEEPRAEETH
FREEE (RWE ) M FEAMREBREE - HEZEMERE FDA
BERE  NEZEm EHPHFEREA RWE MWERRZ I ERIRIE

AEBEER(Identifiable data) -
2. WEXRFHRZESEEE - BERHEFHRE ( De-identified )

=&

AMNEHRARNERE  £81 LHEAEH - ERAERAEHE
MEBNEZREIBRIREEAER - A% 7 RWE Bl AH - tHEE

B R RWE NERERARREF AR -

3. REXFRUEENBEBERME FDA R - BZFFZEHAEERE
RERNERE - AFESIEBIEAEN - TR ERARFER
OJ5ERE 1R °

4. ERELZE FDA SmEREERSM LMPH  FnAEFUE

AEHRENERIES RWE RORR - BREREABRZERR

hl - FEEHRERNSUBEMMAAEE -
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https://www.fda.gov/news-events/press-announcements/fda-eliminates-major-barrier-using-real-world-evidence-drug-and-device-application-reviews
https://www.fda.gov/news-events/press-announcements/fda-eliminates-major-barrier-using-real-world-evidence-drug-and-device-application-reviews
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5. MEMRNE  IIHMATENER  HEEREEELER - 4l
40 SEER AHFEBERE - RIBIEEER - EFMRELHE (EHR)
RBEZRERNBES ARG ETEEBRRRETRIAEGERS
METEMZIR - MeERERAREGREARTEEFREE LW
PR - IRETEMRKRSTER -

6. FDA iRAB - iR TiEXZEESE (application by application ), A3
B8 ZOEMER RWE AENREREERESN - MIFEERE
AR EAFAEN - IWEREEEBRRANENGIELEHE - £
BESZHABENEM - R RRINGEENHRE - HEEE
EmBEBAMEMRMHAETE  AEREKXR RWE £BERMEET
WIER  FEEEMIBREARRIER -

7. FDAFR - ATHIESHEEAR " BB EasM 1 855 - BARRE
HERBE—TEMERAEYEE (drugs and biologics) BIFEES
RWE #55| - M@ ETLEBEBREZNEE RS -
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SR AR REEKEPBERE WIS Z R ZFF &
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2. IEwRAEEE BEBERRNERECAFTOIEEER ) (FER
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(1) AEAZERUKE (1K)
(2) ERBEBEREZm% 188 HE  8KF  KkFFEE
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