B 2

1T XIRIS R AR 29 I RIS

RAESEREN

\

2020 9 H



BB e 1
() BB e, 1
() BZEETBEE oo 1
(=) BRI oo 2

. IEAREIEIRIFOTTEE oo, 3
() BUARETR oo 3
1. FEXFREMEAEMERTLS oo 3
2. BB ..o, 3
30 BRRABE e 3
4 BBUEIRAE oo 3
5 BRI o 5
S RS = 5
ORI SE )i (A s = OO 6
8. Lm/ERYZSYIBURMERIMIZO MR ..o 6
(Z) IEPRIEEETTER oo 7
I 51 735 2 OO OO 7
20 HBEABE ..o 7
B0 IR oo 7
G BRI oo 8

S BB oo, 9



IR oo s 10

6.

7. BEITIZ/ZTBEETTN oo 10
8. HHRZAIFIEADIEIE oo 11
0. RTEBZIANIEIR ..o 11
10, FERHEZIAYER oo 11
11, BFERZ oo 12
120 BRI oo, 13
13, LM oo, 16
14, IIETRNBEIFANETIE oo, 16
1S BE e, 17
16, BEBBAD oo, 19



1T XIRIS IR DRI E 29 Im AR

RAESERE

(—) B&

(MEZAYIEARNIERATESIREN) T 2015 FHEREEZR
REmfAminEEETE (CFDA) EREMhHLE, HXE
B RANSMEAIGRIIEA R ARERHIT 7 £EAYER,
A EMEBRBEAIGRIGARE TR, i+, =
FElRFRIAIEPIRHE TIARNIES, BRSSP AE RS
EAEIEARENE ST ZMIRRIIIERAIES. IR
FTHXREMEMEIEMK (community-acquired bacterial
pneumonia, CABP) Z3¥JlimRiliGIRMUEIEERIRAIRS,
ERIGRAETFRIERRR, MeHEIRRNNE, FRIEEETT
2, TEE (MESYIRARRATESERN) EAREK
RUERHE, ST (tXIREEEEEMRINEZYIRRIL
WIRATESRN), 79EMEEBA. IRRIIRHHFREENL.
iRit. ERElRRRIe PR ARES.



(=) BEAGE

AESRUERTEAKREEHME MK EE AR
hHERST BIESIRARNE, SiERMEFNIEEEYR
JRIR (BsRSZIRIR, BRI, BitERE) ArEEITtX
REMHEMRNR, AR RRATERIA XIRE MR,

MNESFRNERTE£8%4Z (OIREEEIKEIZEE) B9
nEZAYNERLG, SRFARGERNNESY), B8
RS EARRMEZSYIER S (E RN E Y.

NESFRNAAEGESIME, MXEARAREERIEN
MR, HEBDERARESE,

(Z) TR A%

ARAGYEEHERNLEARR, HIFLE. BEM
HR. REEFHSFERNFESHRIGRIEHNERERK,

ARV BEHERNNNESEFAR, SEEAN
SENSNHAR, BAINGREMMIARNZSRNFZETE R,
BEENERARGYININEIERE R, WinEE. {ERLH.

MEEE ERREENE) . MEZYEN. HEERE



FERANEIE, 55512XT CABP BOE RRREDIWER =,

s, HARGWELRTREFRNGRNNF/GRF
(pharmacokinetics/pharmacodynamics, PK/PD) ffi53, REfEIE
TARINERUETAGY. (51 PK/PD PSSR DY) PD FA5ILA
RN RERENY) PK/PD RS KL EIRRA R ZSYIRIZOFAFL , 1
TEFEY PK/PD 514 B E AR B D S BT AR H 14 |
PK/PD 15##03FIIfFR PK/PD $B{H, ERY, tLELZMERN
mITREH{E (Epidemiological Cutoff, Ecoff ). JEIRMER
PK/PD &4& (K5t PK/PD Kzf1#) PK/PD FHYH) A%,

RRGHIRBACLKEERGREENEEEF
BIaRARANT, FHEinRReanABRLiEIRRiRE.

= IGFRRIERRIFIF R

(—) BAREE

1. #HXIRESHEME AL

CABP ot X AmRHIFPSER S AEYE (EiEIFHEE
JRIR) ReR, FHREMZIR. TRE. Iujs. WPIRENE. &% R

B, EERNES, DRBEESRGE B/ HIRIERM



B MHHRiER

2. BivRIRE

CABP HE WRREAFDKEIKE. MREIHE. b
KZEAE. SEEHFKEN~MIRLES, JFHERR
REZNRSTRIR, KRR ZERE.

RN E AR EIEERS CABP I EMEIRE
BENHEDEE.

3. BinABE

IRFRIHIG A BN B ARG AR EE, HE
BRI AR R IGARGE R, BIBRET X
=

4, BRUEHE

IRFRIENRESY CABP HYIEPRIZIR, AISRAIFSR0IIRIR

Ik

:

THEEEAMRIE: MOERRIgt, MERAIES
WHERRTPTHIESE, SRR E N RS SES
EEITENR TS,

TGS CABP BT QIEIRARTS. M

4



Y SRRy 0L, BRZSYiaTr CABP RYiRYT AL
THMAERETIRARTZ0HE, Eo RSB RIRE
HBETHEITHENF TN, EFEELIRRHIEFTTE,
IEEREGnRIETTR, mERAESERRRRRIAE A
ANFED TR0 BRAFEDEFBHIRE) , BEF
A EMSSRREN T EURSAYIR AR T3S, WA EiAEIR
RNEFHITOHT. ENEMHTRHEFTREIEDHE
ERRENEHE (>2 MdE) Rer, LRININIREEFIER
RIRE R BITHEEMEDFr . EEEHEREE
BRIy SFIAEY = BRI —8UE, FXIIaARFIEZ
T BHATERE TN

XITFNERRIKSIFIAIAFEY, BN LARRKHIFET
EiElnRiliE, AAFERNORNEZ ST, ITEE
Xl A O IRGIFIRIARZ9Y, NI RIRA B KHIE
AORRHEFINFRT A, BNFEOREFIRDNENES
iE, LIRS REERIAILCIE, FHIERINGBALE,

FIRERFK 2O IERVESRRERTIA) (—HhRJT 72~96 /NET) , [EIRT

5



i EARERIK AR S O iR S T BRI A, TERRBKEGZ0%EIR
CARZGZORT, NOHATIRPREEIT,

Itoh, #EZFS I NI BEERARE (Pneumonia Patient
Outcomes Research Team,PORT ) HY fi K ™ &E E 15 2§

(Pneumonia Severity Index,PSI) FEDZERFE, &R EEXT

BEHTDE, LANRARZYIRT CABP 28 XERIFLT AT
=0, ATIIALRZSIaE L.

5. REMWIHA

ElaRil SR EMBAREFHEERZ M
SRR, TeRnEARREERLSY, WNESXRIHM
BFLAHE, MEARSBHRERLEERSIRENER. =
TERIENEANARRMIIRERAS 5| RRYRELZR
e NERERNEEE, AmEINEE. WIMETERREE,
JLHZ LI R EEE T BN AT SR — RHERFILR =
MERENRERMD, WEHRRAINSYARRRAL,

HREGMNLEHEIETERIRT CABP ImFRIE, 8
EREMIaREMENIEARIRIES, WERZSYIFIEFTEE

6



FEEEN, HLEME8iRIaMANRIR LT S EURRELISZ
5§ CABP [mARITICRIR S 4TS,

6. BRHNZEZFAR

PK/PD IR TAEImAARMER, EIGRINIGHER, 4R
E3FImPR PK/PD FH5SA0 1 BRIGPRIZES PK AFSREESREARE 11 B
IRRIRIEERNGAHE. & 1 H0 11 HRinRie P R
FEFFEREAZ(EI/E (Population Pharmacokinetics, PPK)
53, 3 PPK 1RE, EEMRMAHARIMEREARNR PK 1D
2, UNEBEIMNEEEN PK £8, HETESE PK 19
FHNERERR. BNESTRERERRGYIZEEE SN
L2 RIIE R IR EDT R EUR S EMHERIARE
HHEEXRR, NMAFREERHA SO EEIERMHK
1=

7. BB ST

NMEZYI BiMRREZYIEURGIINH TR (Antibacterial
Susceptibility Testing Breakpoints) #534aTAEIGARETFIHER,

EiARNEMER, FREAESYTRARIIEER, 5

7



BURBAEIRAREASEIERE E, EEARAMNEEIEIE 11 HAlGR
e RSRENIEPR PK/PD #B(H, SN BEERIGIZ4EERT, AT
KABSCRIZNAIEH) PK/PD SEERAI) PK/PD FE(E(F/I4]
£HY PK/PD FYE, EEITRFRE, SaoiiaEFAs]
TR, ELEmEIRRARH GRS B R LERBIZZ5 I 2588
TR, BXRASTREEFEN (MEAYMITRREAES
JRMD.

8. LHERIZSIBURMERIMIZS1ERT 5

ERRZYIEAI LR 3~5 SEP R XTiZ 2SR
AT, WELCRAEHINMZSE, NIFRHRESE RS

AgEl, MEENFAMNREIEARE (MIC) BIIZ8UT

RETH TR FEMENTHZ . MZOEIAmIZoH LT
HRERBAS,

(=) BERRETE

1, EEIRLT

FESEE IR, (B AENEAE R TR

8



1, PRAFZEN0EC (add-on) LxAIRIT, BIRARINBEEERIR
HENEIRITEM L, oERIREEEH,

2. HIWAEE

I AR AIRPFRIZETEEEIAEE/Y CABP /Y 18 Z KA
FH9EEE, HEE(ER PORT/PSI 95 RA NEZHEZHT
nE, EZFEIKEARAYNZNEZEL 75% PORT/PSI i
o1E M RELA L 2 ORMARSYIINZINE PSITEDTE I
ek 1 RLALE, EepEposHd&1E 11 ek 11 UL,

FlaRiie R, JLE. ERIN G AME NS
AR, 65 ZLAEEFEBEF H—ELLH,

3. NiEiRitE

el ™linR. FEFMHMEDFIREE T INiE

(1) ImARIRE

BELIT 3 Itk 3 TiA ERIGARER. AME. L=
8%, BiRA:

1) eI INE

2) BRIERR;



3) HofE;
4)  WPIREER IR SE
5)  BHSEZE(MME (ANIPI2EE. M2 S EFIREH (5k)

6) REEIREIR;

7) RENSEMELSETFEEED, SRR
DHHESRARP R (THRZ%) B%

8) {R=|IMIE,

(2) EEFINE

NIZER] 48h RINERE A GBE R TRNRiER,, 280
BEMofh, FEEARNFERIARDERGFRS.

(3) MEMFinE

RITEFRE B & P RE R ERIRHIFIRIE D W IRAIX
LW EFTE=RERARIOMARES, SRatrAis
KN LRZAAE < 10MREREF, BRAE > 25/KENEFRAS
ISRRIRA, AHE THESFRAAINGEONIG, XIHEIEART
R REIE R MEY O EHITEMEZ R ARG

10



R EMREMIC)UTE.

MEF IR T AR R AN, 5 A R Am R K
RIRIZUTIQILE, NAHSRSEEKERYUREN, LARIES.
PCR FFIEFRIRMMGNTTE, LISEEIT CABP &Y
EEmRIEIL EE ABFRYTHIZE,

4. HEBRIRAE

(1) BEUTNME—EbrmiEs, 85

)  ERSREEAE MBI IR AERAE R ;

2) DRAMERSSK,

3) R,

4) BHEXZSERZESEEEMREE, B8
BRZE AT B E AR,

5) CHRIBEMMRE, XSEY K. BT,

6) [FRIEEEER IR ERRE,

7)  ERIEEEHLEN S,

8) BHEFEIAMR,;
(2) FHITEENMESIATE

11



(3) R IERMEWETIE

(4) PORT/PSIV FEHFENETEERIPES

5. HplbingE

SREERETEFRELUTER I, UFEEEIR
HizlmRIiE, BIkA:

(1) ZABEAANEEERRATFENISIRERFSE—
HEBRITES |

(2) SN EFEEABERESINAEE,

(3) KREAUMZHAREM, HREBFIMERESSN
MY ARG AT EIR A |

(4) NJ9F CABP EEEZRZAZED 72 /IMNTHRIBFH
ZINESE;
(5) XKnp&E.

6. FFIRNEE

ZIEFRINSE I AR N BRSSP ER SRR
BUREBFEE., YTERAIFRMGES, NEELEA
BRI T TR AMNIBRHNERRHRE T EENS

12



5%, MR I 1 ARiE PRI P NI S BRI B E
tNREEMBE) LETSDHE CABP IGRIRLE, NINSNENI
FeERISR AT,

7. BRIMDZZIEFN

HEIERIRIeH R MRS IFIGRIAFRAY PK/PD 4FEF] 1
HAlRFRIRIE PK FARGR, o 11 ik 11 BiepRiiels
SRR SRR, FElInARNIGERRR (AEREM 1 HlG
RIiE) , W& ERAAIE-RAIXICIRTT E AR ar L
REARFIEAFRAE SN, LR (suboptimal) S
BHFIERESNATHEY 0 BIRFRRIE, MR
AR IR R BIAIREIFI BB BRI E.

RIEFIE-RAOAIRTT, £ 1. 11 Hf CABP IGRIHLE
HRCE SR PPK R, B UEREMZGRE (FHRE
%), LUIHEBENMNZGYZRERR, g PPK 182, [
D TR BB EZ ARG ORIEN Y REE- R,
LU YRR E S TMEREI I RT R MENT 82
[ERVEXMYE, FNRRGYREESHYEXAREGZE

13



RIRRRME, LABEARIRVZS AT =AEAREEE (NEBFA)
RIEBR T (FFSIeEmRin) BE AR e HIAIXIBL,
BRARZEYIE CABP BE 11 HAF0 1T HA PPK A%
PK/PD HARIRLT. DT RERITFNTSR (EZYZSAE
PNFARFRFRATESIRN) FHEXET.,

8. BHREZYIFIERTIESE

FEEImRIIeAIFIERE, NSRS YIRIARIRAR
MEBHInARARERNE, BiEIFInARSENR. YRR
RERIENMIAR RS, 1 BleRi i ARASREINFER
£ MR, REAENBRR 1 HIaRRIerIZR 2 E]
BRIE.

EESr, THSZSMIRIIERIERAL (W1 ERRAEREHTR) &M
R A B THREERAEMOAEUERIAIE. AN,
BIEEFA. BEFRAESFNONENEAFRERE I H
IeARIE T aRRITeRk, LIRETE DIAABHEREFAERE,
AR R ABE BB I 11 BRlim PRIl IG.,

9. XJRRZSAVIEIE

14



CABP |lmpRif3a (]I ARMITRRZS, XIHRZ5R/9 CABP
HIFRERTT 2591, NERBERLmEETIIRIRE, 5
(IaRIIEFEITERARSIRN) FRIEK,

10, SoRITEZSHIER

CABP ZIHBRENERIEEER FAAREZINES
T&, BASainESHERERRERIEHFRAEMIIARE
B2 [BRISEIRATER, SEM N BB MIERRY
mERE (BAFERURE) . ATRBRFIE SRITERTT &,
BRI EEREEHRREIN, BNz ARHEwEED
RREZ TIESY, LSEERTEEREZEBRIEEATK
SRR REHRIRRIBENE,

£F EAER, WANBRIMESHNERZENNT: O =
HEBERRAE, UEREERZHRAYIEIRNEST,
NAFFEREMTEZY), @ FEANEHR 72 NTREZRRE
{ERMEINEL, FEETEIANEE 24 NIE, BAEERA
1%, @ WRFTRIERANENEEZEST BN, BEHRA
ZPETIRE 1 iafr TBRIEWINE, FHeREBERD

15



&, MBAEEALE, BhfESnE T E fEEERZ
IWABHHY 25%.,

11, BFA%

ERREEIARITFSFHERTEIEE S CABP BiH/R
EREMEZ B2 samni AL, JMeFHEREMD
NEZANEE, KERERBERNERRERNANERIET
T ABFEAREIBTT 73K,

ERREET LS H ERARE AR SN E S
RIXHEIQTT 294, FROFEAERRRZEIR.

12, BRMETE

(1) TTRuHENE

CABP fr RN EFEIRARTRL. MEY TG ETr
S,

1) IEPRITRY

o [GRER: EaTEREHMRFTENER CABP
ROEIR. MBYEIRK, SIREERRAIRE., LHR=EGT

FIRMEYFEINMRELER. MR EFHRE BRihEbk

16



TERUEER IR, (EABFEEREE(ERETXS CABP HYNE
2877,

® (BT FETINE—BRE, AlakTH. O
EiaT EREHIAT CABP L4 ERNMISSTIR =N ERE
FEFEEEL, B ENERRAERN. ONEEEFH
&, Il CABP FrfERIENEIIERR G F . OHI
CABP FHAE, SNBKHD, FERRITE. OFBRERZAFEY
LIGMOIMEZYI R NGETY . OBTHREYE 30 KR
BHHHARES AT,

o iEE: FRDEE, TEHESRETTY

2) TMEMIEITRE

MEMZT MTHERKIBERST AL /b
WATHMEYFEEE, RIEEBRERE, WHEEFRE
R,

MEZTROHEINT

o SiR: AT aRBIRBEREMAVRAIEFRME, A
BERRERBRR

17



o (REBMR: WFIRARTHUsaREE, BTER
MERSHABERIEFAUTATIRRN, SERBURATT i AXT R
SHIREMSRRMNTE, UiZzAEFERIREBR.

o KiFkk: iafrERRBEEMIAFAHREIEAIER

o (BRENRBMR: MTIRKRTBAKRMEE, HAE
IEARERATEENER T, AREELRRER SR,

o FHIE: IRIRTHATHE, RESHAREH

EmRERHRESRERMEDNFEN, K
IBRERERIBIRE BIMENF I,

3) AT

LrE T SRS ARG i T, RlmART 3w
MENFTINGEDTFIREN, Gl HERFITL.

o AT ARG BEIRKER, BEEREER
BRI BPR.

oToX: AT ARSI BEIRRTIL, F/aAE
RNEPRERERBIR.

18



o NHETE: iRy SRR BE IGART BFIEY
FI T E PME— NS E I A EE

4) ZYEURAMENIE

XlaRD BHERNEENAREY). MREIREE
RINEZYIRIBURRE, FHTEURE. WD,

(2) FrERmR

1) EEB&

a. BT EREHMES, BIFeRARaiairia 5-10 X
ERIIEAREE R,

b. A*H CABP li@pRizlia 28 REYESFEFET =,

2) RBEER

a. NBFHZESZHFRZAY 3-5 RISAOIGARNE. IfREIZ
ENNSEGAELL, AREGYETT 3~5 RIS TIERFZED
2 TBRIEHNE: . ZWSURE™EE. ZREMIFIRE
Y, ERMEENNAELHE—R (D45 K. BRE. F
E. EE).

b. HRZAHDATT ERIAIIG RS

19



c. BTSRRI Z T

d. B EREIETRIER ST

3) BREKE AR

IRFZNNOERBKEIRIE , ERRBKEEOIRGZSIATITE
R ERIRERBKLG 29 3~5 REERIT R RiTE. wegaeg, W
ARG ESME LS RE IS TS, R AOR
IR AT Z BRI ERISS 3~5 RT3 saih, RAs/ik
BRI HIFIAOT R, BRIKLAZOUE LA O RAG AR ST IR AR EE
H MRGLAFRIN D ERIRITIZ, LATEIQIT 7ehkfE 5~10 X
7 R RS TR ESIE AR BT RO SR B U

XITF ARk ORMFEIFINAREY), HEFNER
BREEOIRAEIRTE, FTIE RIS SR #Bk A LI ARFIAY
PK #UE, LUSEEIKEORNEENEENE.

13, MG

2 NRERGREREERMBRY (FEZYInAR
IRAESERN) FRIBXAE, BB BERAHIRSER.
EDERRE. EREERRATIIIE DARSEHTHN

20



friE (Common Terminology Criteria for Adverse Events |,
CTCAE) HfEXABTHITLZEMIHA.

14, ISR A BT IE]

(1) NEIBM

ANEIGRRRETINSR: BXPIAOZERL HFE
RAARIL. STRIERZY. SEEMMEERRIELZER
MERIEHENZFLRE=NELER. W EERERI.
MEMF R ARNBR G ER RSB EREITD .

(2) BRI

AT RIHT 2 R ETE 3~5 KRBT AR,
EIRREFARE NAESRIGRITX BEBHEZIIILATE
i, BEfEmE. MG, FREGKIUEGEER, Tals
3~5 RIS, XHRIERE SIS TBENEE T EL
iHE, WERTERE, MY LAEMIEAYIINGETT; X
mERFEE, FNEERKNEBERNTLATE, ERIHERN
BIENRE. SRS ERE. IZEREMTIREME, EaiE

LRATEXAITEN, #TIRARPEMNLIREREHEE,

21



FRIH TG EEE. TaETRY 2 )RIGIE, ARE
N REEEARNE, FERBNEMNESFMNURTHY
BESWEREE, BNhEaERTAEmTARRIRRS
TEMIRREEINLAX S, B 38i8 7 TN A AT
BIERTT .

(3) By EREEM

EHARAYAT R 5~10 RETARAN, WES
AR EHFRT, LRIGAIRY, ARENNESEAAREHE
REYESE. AEER, LUIRARBHERER, WFEEDA
HITESRISLR =N TG FER.

(4) BEVIITN

= NASS 28 RIS HEFT =,

15, FEiHs

IERINIERRIR S o A AR R IR 5 =ML T
THiRBs, FEIRFRAIEIRRIERS.

(1) DT AEE

1) Z2MEDITARE

22



eI R E MEZ T — IR YRR S

2) BRiafy (ITT) ABf

BB OENFEEE

3) MRINEMIRTT (mITT) ABF

£ 1TT ABfh, 54 CABP i2hftnE, BEVAR—IX
HEIRRTBIHMENEE.

4) MEYMZFERATT (micro-ITT) AEf

TESENOEEET, PREELSERI CABP Y
wRE, BfRGNEEENEEENFEEE, eE
ERRE MR AT ST SR SRREREE.,

5) MEMFHRIEMISTT (m-mITT) ABF

£ mITT AR, ZE0F—HESRRENEE

6) IIBARRITFHN (CE) BffE75% (PP) AEF

£ mITT A8, BERKNHREEERBLINEKRS
AR

7) MEWMFEIHN (ME) ABF

£ m-mITT AR, EERIE TS EERHMERDRIEK

23



SohITIRE

(2) FFERE

BHERIEFRAIREIRE R, B4AE 3~ X, MEAYA
TTHIEREE—RRAMET 80%. BMEMMERER, KT
NESTNEE (BERERE) IEARENREBEILENE
AR ALK 20%LA L, B—RRIER TIESXEHMER 12.5%
PR E2ATLAESZRY, EREASIRENR T, WinEERER
IEARSFRIFHINELY, ESHHRETHIERES, B—R
AN 15%, FNERRFRRISRETFDEE. W
RIUERFFTARR, HEEIEINSTF 12.5%(FHFES5R
B, BRMNFNGERENNSHEIFC RS TXIRAR, B
(EEEHAFSMNER, IRR LR,

(3) HE
MEZY—RRERRARIEIER, EXRAFHISH, L

R, W, RERMEXERIRRERER) 80%, G4
RUFRER IR AR ER SXIRRAER), B—3S8IRE 0=0.025 (&

), —ZSsEREREN p=0.1 B, HIeBTHRESZFE 216 Fl

24



(ITT), EEREAR—MRER ITT (mITT) LZ55RF0 PP 45
—H, A, MR EE SR e IRTIELS 75 =R
FROELH) (—RRANET 20%).

(4) KS-IRERE TR
RS- 3R 52 FEEUR T AT RIAEE, Bign, X}F—1 B

179 CABP BEFBEERFHKATENELY, BT
FEERBINIAR R R M A TR R M5, FRLARBE - SRESE FEIA
HES,; ENREBETHEETEREARENNZESE, I
MBI R RN A BeSEUX b -IREEE B AR ES.

16, TiBEF
AR BRIENIE]. [AZRE]. [FRRM]IFSZI

AEBREIETIRRNICER. LORBBFRIEREE B,
£ CABP IENFEHFRYHBREIMEREMESE, AIFINER
FERVAEFFSENIRE CABP NBEMEIRE, EEUERIamR
T R BRI F T SOV E SRR E B, R

1K1z BAREREMERGIERY 10% (22D 10 61), BRI

FEREFN (NEZSNRABRERARESRN) FEXK

25



}

/.
o

= EEZSEHK
1. CFDA: MEZYIRRIZIETRAIESIRN. 2015 &

2. FDA: Guidance For Industry: Community-Acquired
Bacterial Pneumonia: Developing Drugs for Treatment. January
2014.

3. FDA: Guidance For Industry: Community-Acquired
Bacterial Pneumonia: Developing Drugs for Treatment. March
2009.

4. EMA: Guideline on the evaluation of medicinal
products indicated for treatment of bacterial infections. January
2012.

5. EMA: Addendum to the note for guidance on
evaluation of medicinal products indicated for treatment of
bacterial infections (CPMP/EWP/558/95 REV 2) to address
indication-specific clinical data. January 2013.

6. FDA: Guidance For Industry: Evaluating Clinical
Studies Of Antimicrobials In the Division Of Anti-infective
Drugs Products. February 1997.

7. EMA: Note for Guidance On Evaluation of Medicinal
Products Indicated for Treatment of Bacterial Infections. October

2004.
8. CFDA:MEAYMANNNF/BHFRRNAES

26



JRMI. 2017 £
9. CFDA: MEFAWITRIAFRIAESERN. 2017 &

10. CFDAMEZYIRIABESRAIESIRN. 2018 .

11. U.S. Department of Health and Human Services,
National Institutes of Health, National Cancer Institute: Common
Terminology Criteria for Adverse Events (CTCAE) Version 5.0.
November 2017.

12. B&53k, vEIGRNESRITZHTENAE. FFHEH
IERIRENFRITFERE. FEIEESIT. 2012, 29(2):270-274.
13. FEEFSFRFEDS. PEMAFLXIRE D

SILURFIAITIERE0016 FFIR). HLSAIFFRARS. 2016

39(4):253-279

14. Restrepo MI, Mortensen EM, Velez JA, Frei C, Anzueto
A. A comparative study of community-acquired pneumonia
patients admitted to the ward and the ICU. Chest 2008;
133(3):610-617.

15. XN, FRRY, B#%i8%E. FERHHHRATXIR
B 665 BIRRFZHINER. PREZFIFIREIE.
2006,29(1):3-8..

16. Tao L, Hu B, He L, et al. Etiology and antimicmbial

27



resistance of communitv—acquired pneumonia in adult patients

in China. Chin Med J(Engl). 2012,125(17): 2967-2972.

17. EMA:Guidance On the Evaluation of Medicinal
Products Indicated for Treatment of Bacterial Infections, Rev 3

(draft). December 2018.

28



	一、概述
	（一）目的
	（二）应用范围
	（三）前提条件

	二、临床试验规划和方案
	（一）总体考虑
	1、社区获得性细菌性肺炎
	2、目标病原菌
	3、目标人群
	4、有效性评估
	5、安全性评估
	6、药代动力学/药效学研究
	7、药物敏感试验折点
	8、上市后的药物敏感性和耐药性研究

	（二）临床试验方案
	1、试验设计
	2、试验人群
	3、入选标准
	4、排除标准
	5、中止标准
	6、特殊人群
	7、药代动力学/药效学评价
	8、研究药物剂量的选择
	9、对照药的选择
	10、先前抗菌药的使用
	11、合并用药
	12、有效性评估
	13、安全性评估
	14、试验访视及评价时间
	15、统计学
	16、说明书


	三、主要参考文献

