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Methodology 7—F% > 5 4 IL—F Part 1

Anaerobe Ad Hoc 7—%> 447 )IL—7F

e Anaerobic Gram-Positive Bacilli IZ%} 3 % vancomycin & aminoglycosides D A BRI TE IR L T
M100-S25 @ Appendix B5 I TFTDRZEMT 5 Z EMNERB SN,
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WEBRFEERE AdHoc 7—F% 55—

o MEBHRAFIFEBMD)DZEXIZEITS NEL2E (XHER)| ZIBELT, TALDEHE
ANMCEOBEREICEDLSBEEEZ S, SHIZIFEDLSITHRLTWFIERLWMZE
RET D02, DK 14MEHEEN 3BERITH L T2014 FEZ(TH— RS EREEMAL T,
BEMICERS W -T—2 OKHERNRE SN,

o MEERMICK>TIESDENKEN>LERL LTUTOEENZRIF SNz (FEIMAIEHEERE)
BE, LAERORZETHINGHMN 14 L LEICHSTWRIBEIZT 1 ERTERORZNH -
= &BRIRT B,

— BMD #XEET B0 EKALICMERALNS M ? ; Sterile Saline (10), purified Water (3),
Mueller-Hinton broth (2)

— B®&% McFarland 0.5 [CEAB T BBICED K S HAZEERALTLSA ? : Tk MacFaland
Reader (6), Nephelometer (3), Densitometer (1), Wickerham Card (1), other (4; BMX
Colorimeter; MicroScan Turb.; Visual to 0.5 McF; Siemens Dnes.)

— BERELEEMICEFNOIEEORRATEZ LD 5 L\OEETIT>TLISM ? - Normally
Do Not Perform (3), Only QC strains the Day of Testing (2), Other (9; Every 20™ if large #
isolates; Periodically; QC & ‘samples’; Monthly; Yearly; Quarterly; Each new batch & randomly)

— BEETIRDEEE—HMIZEDEREHZ AL TLYSH ? ; Blood Agar 5% SB— TSA (13),
Trypticase Soy Agar Plates — w/o blood (1), Selective Media (2)

— QC THWAEKEI—MMICED LS LBRETREL TSN ? ; Ultra-Low Freezer <40°C
(11), Refrigerator 2-8°C (3), Other (1; 2-8°C if < 7days, or -40°C)

— QC THEAT PEKRITERFREN SAEIHL L TLVSH ? ; Twice (11), Once (2), Other (2;
Isolates 0-2 times; 1x Refrigerator, 2X Freezer)

— EFIRZFHABRADO/NARILIEMAE (Fth) TEELTWLSH? ; 34-35°C (8), 35-36°C (6),
36-37°C (1), Other (1; 35°C)

— BMD £ T 2RI HBERIIED L SV OB (F1y) EELTWLSHM? ; 18-20 h (5),
16-20 h (4), 22-24 h (2), 20-22 h (1), Other (1; 18-24 h)

— BMD FDEHEL TOANARILIERBEREDC S L ORBRHETHEAL TS ? EQRET
BhfE L TULVH ? ; 30—45 min. on bench (4), 15-30 min. on bench (3), ~15 min. on bench (1),
Other 4; ~1h.; 90 min. on bench; Take out mid-morn, inoc. mid-after; ~2h.)

— BRIARE, EDOHWVTBMC/ARILIZEEL TS A ? ; <15 min. (11), 15—20 min. (2),
Other (1; 15-30 min., STPN < 15 min.)



— BMD /AR)LIZHEERER, EDLHLMESTHLBIIZERICHELTLSM? ; <15 min. (7), 15—
20 min. (5), > 30 min. (1)

— BMD \RILEZHEET HERICRIKER TSN ? ; 48 (8), 3MLT (2),5% (1), 6 %LlE
(2

— BMD /AR ILDIFEHRDRLIEZ[H CT=HDFEE(F ? ; Plastic Lids/Covers (5), Plastic Bags (5),
Plastic Tape/Seal (4), Other (2; Closed in Humid. Bin; Tupperware Bin)

— BMD /SR JLDIEEFERILX ? ; 16-18 h (8), 18-20 h (4), 20-24 h (1), Other (1; Follow CLSI
Rules/Org.)

— BMD /AR JLDFIFE GRAEY) X ED & 5 G A EM ? ; Magnified Mirror Reader (7), Light Box
(1), Other (Hand-held bright lite behind; BioMIC & endpoint check; Sensititre auto; Hold panel
up to light source against back background)

— BMD /ARILDHIEDRE, KEDIY KRS FOHFEH LML EFESI LTSN ?
Request a 2" Reader (8), Leave the Results Blank. Re-subculture & Repeat Testing (3),
Request Two Additional Reader & Accept the MIC with the Highest Agreement (2)

— BMD XRIILDFIETHEBEDIY FRA Y FOHIENRLE L UOVEEL EEFOHEAEHE
[EfRITTHh?

Staph & ENTC v. LZD 43%
SXT and sulfon-imides

Colistin (1- ENTB) & Poly B

STAU general & trailing

B. cepacia

Pseudos - hazy trailing

ENTC hazy, faint growth in CAMHB
Staph v macrolides

Haemophilus in HTM

Mucoid pseuds

Pseud v Beta-lactams

ACIN vs B-lactams

SALM v. AZM

tetracyclines v gnr

Serratia marcescens

"SPICE" bugs v ex sp cefs

Unusual GP (Aero, Lacto, )
macrolides v. STPN

hetero growth (hGISA)

bacterio-static drugs
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RYSFSYB AdHoc 7—F 255 NL—7F

o ADMBRBHEICODVTT—EDTLEVT—YavhEHEINFE BENMTHODATUTO
SIHEMNEARE ST,

— R IXFT VDMK (ALB, BI&B2) DLLEARL DL DZFEALTH MICTERIEIZHE T,
TOENEEHRTES,

— RYSXLUBDOMICEAEFRYRFLUED FLAZHAWEARELEBET S (RY
SXOVETSRFUIICHATADT, TSRAFYIED LA TIEMICENMETT S
=) .

— RYUSZFLUBDOMICHERATEIX BESICEVTIIHMERAEREINDHFIELELLET S,
HE, TORPBIZHEL, MI00 IZEREINTWAERYIFLUBDTARYiEIZES QC
LUPIHBIRTRELDERNH ST,

Methodology 7—¥%>44 I\ —7F Part 2

Molecular Results Reporting Ad Hoc 7—%2 44 IL—7F

SE, FRISLELEFONIZT—F T T IN—TTHD, SERDEBDINTWG A/ A—0SMNE H
LERRIEERMIZEN Tz, TMolecular | D& (S BRIENRZD AE5T, HIZAIEMRSADSTYIREE
EZITE D PBP2 DR A ERBEZNLFELEH, ERORBEICEIEOUNEBRFEMICIKRSL,
EUCAST THRILKIBT—F T I —THFHEINT-DT, TOBREERLENSEETHIEK
EDEREINT=,

Direct Blood Culture Susceptibility Ad Hoc 7—¥%>4 4 )L—7F

AKI)—X2 05 NWL—T15E, FRICAIBEF oz, MREBOBEEL S BEERNDT C
[CEFIRRZURER T OEERIEHITAICH-2T, KT—F 5 5IL—TOHEEOSHDFE
ERTTA—ILICBALTWGHA UN—DOSMEN—IZT LA VA=V T%To1=,

o RAIIXHEMDOLE1—MThhiz, Thbhs, MKIEEERLH SERE, FRIRZEHABRASTE
Eff - #RET L= 17 X OBMEN RSN, 4H, COmMXLE1—DEHREEFICEMSTSN
Bhot=h, TLET—230%1To1=Dr.Zimmer DCEEICK Y EFHRATEH ZIRMHL
THEW-OTARENRKIT—ERE LTEBHET 5,

o ASTDEMRICELT, ¥F—LLHEEMET 72 2—I& 1) Log phase growth, 2) pure culture,
3) Inoculum density M 3 D TH D,

o EBEBORMEEELT, 1) FHRBHICH ITHILFvr—&, 4-6 BREIDEE ("scum”) HHiE
HEEWETIT DD, HABHLE2) Serum separate tubes (SST) ; HRIMEZAVTEDLDEEDE
ZRAVWTHET S, BEZRFHLTEDFHMZRED CLSREFTIZEFLEDTRART %,

o IMEIFBHRDMBENS EHXBEEMEDNERNLGIREEZHEILLIZLY,

o MWERAFRELT A RVILBUEL DA T CLSI BEEZ L DLEBREAZEITS,

o ERDELSICLTHILEINI-AZEET BEMNL AL ; Standard methodl & 5DH TRHLER
B7%EF 3% ; most practical method] &9 50H, SHREZHREER TS,



Table 1 and 2 Ad Hoc Working Group

e Table 1A @ Acinetobacter baumannii IZBEAL TUTOD I EMNEE ST -,

— AST CEREIRETEFIDATI1)—T, fluoroquinolones, gentamicin, tobramycin, p
iperacillin-tazobactum @ 4 %% Group A 5 Group B ~NE&19 %,

— cefotaxime & ceftriaxone M 2 FH|EH 5 LEENSHIRT %,

— 44 kL% [Acinetobacter baumannii complex] [ZZEET 5,
e Table 1A ® Burkholderia cepacia IZBE L TUUTD Z EMNRE i,

— AST TEBEIREEZF|DHTI)—T, levofloxacin Z Group B 5 5 Group A ~NBEIT 5,
e Table 1A @ Stenotrophomonas maltophilia ICEA L TUTO Z EMNERZE SN,

— AST CEHEIRNEEF|IOHT I —T, levofloxacin Z Group B 5> Group A ~NBEENT 5,

— @L<, chloramphenicol Z Group B A5 Group C ~#&13 %,

— Ofloxacin & telithromycin Z#lk&3 %

— Footnote M general comments [CLLTFTDOXE%4EAT 5 ; Doxycycline and minocycline are
not routinely reported on organisms isolated from the urinary tract because of low urine
concentrations. |

Quality Control 2—%> 445 1L—F

e Meropenem @ S. pneumoniae ATCC 49619 [Zxt9 % QC range ', ME&KIAFIRETIE 0.06 -
0.25 ug/mL E&EBEIhi=,

o FHRIMEZE AZD0914 (spiropyrimidinetrione; DNA gyrase inhibitor)® & QC #IZ%9 5 QC
range 1%, MERAFFETLUTOLSIZHERINT .

QC Range
Organism (ng/mL)
S. aureus ATCC 29213 0.12-0.5
E. faecalis ATCC 29212 0.25-2
E. coli ATCC 25922 1-4
S. pneumoniae ATCC 49619 0.12-05
H. influenzae ATCC 49247 0.12-1

o FHTILADF/ OUE Delafloxacin D% QC #IZx 9 5 QC range Y, MEREFFRELE T
A RVLEEE TUTO LS ITERE ST,



MEREFTE

QC Range
Organism (ng/mL)
S. aureus ATCC 29213 0.001 - 0.008
E. faecalis ATCC 29212 0.015-0.012
S. pneumoniae ATCC 49619 0.004 - 0.015
E. coli ATCC 25922 0.008 — 0.03
P. aeruginosa ATCC 27853 0.12-0.5
H. influenzae ATCC 49247 0.0025 -0.01
T4 RV WREGE
QC Range
Organism (mm)
S. aureus ATCC 29213 32-40
S. pneumoniae ATCC 49619 29 - 36
E. coli ATCC 25922 28 -35
P. aeruginosa ATCC 27853 23-29
H. influenzae ATCC 49247 40 - 52

o IIHMEZE S-69266 (siderophore cephalosporin)® & QC #IZxt3 % QC range A\, M E&RIAFFH
FUE(CAMHB)TUTD K S ITEEINT-.

QC Range
Organism (ng/mL)
E. coli ATCC 25922 0.06 — 0.25
P. aeruginosa ATCC 27853 05-4

e Azithromycin @ N. gonorrhoeae ATCC 49226 [Zxt3 % QC range A%, EXFEHRF]REZT 0.25-1
pg/mL EREEINT=,

e Solithromycin (fluoroketolide ; B37E Phase Il1)® N. gonorrhoeae ATCC 49226 IZxf9 % QC range
M, T4 A ¥EUE T 34-42 mm(Range Finder; 33-43 mm), EXTERARETIX0.03-0.25
pg/mL EREEINT=,

e Meropenem/RPX7009 (carbapenem/beta-lactamase inhibitor combination)D#& QC #IZx 9 %
MIC range & L T RPX7009 MiEEA 4 ug/mL & 8 uyg/mL DIFBETUT LS ICIRESIMT-.



Fixed 4 Fixed 8

Organism MIC Range (ug/mL) MIC Range (ug/mL)
S. aureus ATCC 29213 0.03-0.12 0.03-0.12
E. coli ATCC 25922 0.015-0.06 0.008 — 0.06
E. coli ATCC 35218 0.015 - 0.06 0.008 — 0.06
P. aeruginosa ATCC 27853 0.12-1 0.12-1
K. pneumoniae ATCC 700603 0.015 - 0.06 0.015 - 0.06
K. pneumonia ATCC BAA1705 0.015-0.06 0.15 -0.06

e Amikacin/Fosfomycin (AFIS; amikacin fosfomycin inhalation system)®%& QC #IZ%9 % QC
range NP ERAFBRELE EXRERBFEL TUTDOL S ITEEBS NI

MERGRRE
QC Range
Organism (ng/mL)
S. aureus ATCC 29213 0.5-4
E. faecalis ATCC 29212 32-128
E. coli ATCC 25922 05-2
P. aeruginosa ATCC 27853 2-8
H. influenzae ATCC 49247 05-4
S. pneumoniae ATCC 49619 8-64
EXTHRABERE
QC Range
Organism (ug/mL)
S. aureus ATCC 29213 05-2
E. coli ATCC 25922 0.25-2
P. aeruginosa ATCC 27853 1-8

o Cefepime/tazobactam (WCK4282)M % QC #IZxt9 % QC range MM ERAFIET
tazobactam MDREE 8 pyg/mL NDIFETUTD K S ITERB STz,



QC Range

Organism (ug/mL)
S. aureus ATCC 29213 1-4
E. coli ATCC 25922 0.03-0.12
K. pneumoniae ATCC 700603 0.12-0.5
E. coli NCTC 13353 0.12-0.5
P. aeruginosa ATCC 27853 05-4
H. influenzae ATCC 49247 05-2
S. pneumoniae ATCC 49619 0.03-0.12

e Eravacycline ®%& QC #k (C. difficile ATCC 700057, B. fragilis ATCC 25285, B. thetaiotaomicron
ATCC 29741, E. lentum ATCC 43055) IZ*t9 % QC range h &R S 1.

QC Range

Organism (ug/mL)
C. difficile ATCC 700057 0.06 —0.25
B. fragilis ATCC 25285 0.06 —0.25

B. thetaiotaomicron ATCC 29741 0.12-1

E. lentum ATCC 43055 No range

IQCP Ad Hoc WG 9—%>4 5 L —7F

e CMS(Centers for Medicare & Medicaid Services)h\f VARSI 3y - AL F VR (BEE - 88
1EE) LI 7 LUAMBCLSI AHRELTVWSAEREDQCICET AR ZHIRT 5 &%
RBERLEZZEITHEL, SRIFEDDERTHREICYRVEHEEZEO A4 K54 V&R LK
FRIELZESEL, CORBOERPLEERDHA FSA4 UEREICHz>TSBINBCLSIO F
Fa A2 MEP23ICDOWNWTHEHRESNT-, 4L, #FHFIZClinical Laboratory Improvement
Amendments (CLIA)AE R 9 5IQPC (Individual Quality Control Plans)zk 7 D #EREAVERBA S 7=



Outreach Ad Hoc 79—y 44 )IL—7F

CLSI FFa Ao bDaA—H—ITHLTEHICHEBEMGENELTERALTE 55, CLSIDFEH
ZRMLTELS ZEVPLELKERERDHFTHZRFAL TL < E-mail, Webinars, YouTube 7 & DI
EZEALTWC I L, SEORBTENRNT—RA VI 7ML TRETE L, SBEHEBHEICTIY
A—RFTEHEIITTHERENBN ST, HIZIE, UTDY A+ (EE) A oiBED CLSIRE

DEMDBAFTE S,

http://clsi.org/standards/micro/microbiology-files/

" CLSIShop / on My CLSI / @ CLSI Communities / ©r Volunteer Login
CLINICAL AND
/// LABORATORY
STANDARDS Apout Standards Membership Education Global Volunteer News &

Health Events
Do e bip

INSTITUTE" cLSI

Standards

ABOUT OUR STANDARDS

STANDARDS FAQS Microbiology Files and Resources
STANDARDS
DEVELOPMENT Find the latest news and updates from our Microbiology committee and

subcommittees.
MICROBIOLOGY
STANDARDS

SUBCOMMITTEE ON AST

P T Antimicrobial Susceptibility Testing Meeting Minutes and

Presentations
» January 2014

» June 2013

ISO STANDARDS » January 2013
DOCUMENTS FOR PUBLIC » June 2012
REVIEW

» June 2011

FEATURED PRODUCTS » January 2011

COMMUNITIES » June 2010

>
SHOP OUR PRODUCTS January 2040

ILLI9RA L bI—F 2T 50—F Part 1

e Oritavncin (lipoglycopeptide)® 7 L A ¥ 784 > k(FDA-approved breakpoints)hA LA T D & 5 127
Baht-, 48, KEH|Z Table1AE1BD Group CIZMA BT EBHETEIESINT-,

— Staphylococcus aureus (including methicillin-resistant isolates) ; <0.12 (S only)

— Streptococcus spp. (S. pyogenes, S. agalactiae, S. dysagalactiae, S. anginosus, S. constelltatus,
S. intermedius ; <0.25 (S only)


http://clsi.org/standards/micro/microbiology-files/

LA Y9RA LV EI—F2F5)V—F Part 2

FI/51)aY FZROHFE Plazomicin IZ2DWVT, UTDI EMNBAFEnt-.

— Plazomicin was engineered to resist modification by AMEs.

— Plazomicin has potent in vitro and in vivo activity against Enterobacteriaceae spp., including

strains that are resistant to carbapenems and/or currently marketed aminoglycosides.

— AUC:MIC ratio appears to be the driver of efficacy for plazomicin based on pre-clinical studies.

— Plazomicin displays PK properties similar to the aminoglycoside class.

— Plazomicin displayed similar efficacy to levofloxacin in patients with cUTI/AP with an acceptable

safety profile.

— These data suggest plazomicin has the potential to provide clinical benefit to patients with

infections due to MDR Enterobacteriaceae.

TILAORALA b I—F 2T N0—TF Part 3

e Telavancin (lipoglycopeptide)d T LA 77 R4A4 > bARESH, UTOLSIZRKE ST,

Disk Diffusion
MIC Zone Diameter
Organism Interpretation (Mg/mL? (mm)
Susceptible <0.12 215
Staphylococcus aureus Intermediate - -
Resistant - -
Streptococcus pyogenes Susceptible <0.12 =215
Streptococcus agalactiae Intermediate - -
Resistant - -
Susceptible <0.06 =215
Streptococcus anginosus Group Intermediate -- --
Resistant - --
) ) Susceptible <0.25 =15
Enterococcus faecalis (vancomycin- .
o Intermediate - -
susceptible isolates only) )
Resistant = -

2 The current absence of resistant isolates precludes defining any results other than “susceptible”



M23 P—F% 55 )0—7F

e Development of In Vitro Susceptibility Testing Criteria and Quality Control Parameters; Draft
Guideline; M23-A4 1 2015 £ 7 BIZHFIFETH S Z £ORI/N—2 3 > (M23-A3) ITUTOD &
SHRETET -2 emE SN,

— FRREED MIC EDREFREEEML 1=,
— HLLWI—F T IL—TIZHIE L TRBDOREET o 1=,

— HEHRELZEDLSIZBRT EMNIOVNTDET S 3 U EHT-I25% T,

RED AST S—T445

Z&[al@M CLSI(Clinical and Laboratory Standards Institute) AST (Antimicrobial Susceptibility Test) =—
T4 1%, 20155 6 A 14 H~6 A 16 BIZ, RKEN—S=F7MT7 - TRESN SIS HBESNT-,

(XE: KHEE)
nfTEH:
MRBEH RN DEE RFIRZUEHBRERE - R LE17THXDO—E



