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Tl TIERFWibE [50.0% (92/184 44)]1 T, BBy FEHITIZ 500 REL L [487% (135/277 44)] Tikd Edro
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Table 1. Backgrounds of the respondents and use rate of GM Injection
Number of respondents and Number of respondents who
the percentage in each used “GM Injection” and the
category in the item (N =719) percentage in each category™
Item Category n % n %
Certification (multiple an- Infectious disease specialist 452 62.9 127 28.1
swers included) Instructor of antibiotic chemical treatment 132 184 66 50.0
Physician certified as specialist of antibiot- 278 38.7 92 33.1
ic chemical treatment
No response/unknown 17 24 13 76.5
Affiliation University hospital 184 25.6 92 50.0
Public hospital 183 25.5 64 35.0
Private hospital 192 26.7 48 25.0
Clinic 115 16.0 2 1.7
Other 36 5.0 4 11.1
No response/unknown 10 1.4 9 90.0
Nominal number of beds in Not less than 500 beds 277 385 135 48.7
the institution 400499 beds 67 9.3 23 343
300—-399 beds 83 11.5 17 20.5
200—299 beds 62 8.6 16 25.8
100-199 beds 67 9.3 12 17.9
Less than 100 beds 136 18.9 7 5.1
No response/unknown 27 3.8 9 33.3
Presence/absence of infec- Present 532 74.0 201 37.8
tion control teams (ICT) Absent 171 23.8 3 47
No response/unknown 16 2.2 10 62.5
Years of clinical experience Less than 5 years 3 0.4 2 66.7
5<-<10years 53 7.4 24 45.3
10<-<20 years 175 24.3 80 45.7
20<-<30 years 276 384 75 27.2
30<-<40 years 149 20.7 24 16.1
40 years or more 54 7.5 5 9.3
No response/unknown 9 1.3 9 100
Clinical experience overseas Absent 664 924 190 28.6
Present 45 6.3 20 44.4
No response/unknown 10 1.4 9 90.0
Department Infectious diseases 79 11.0 57 72.2
Respiratory (medicine) 182 25.3 47 25.8
Neurology 4 0.6 2 50.0
General internal medicine 161 22.4 31 19.3
Surgery 23 3.2 3 13.0
Pediatrics 136 18.9 25 18.4
Urology 35 4.9 6 17.1
Clinical Laboratory 8 11 7 875
Other 107 14.9 39 36.4
No response/unknown 9 1.3 9 100

Answers from valid respondents were tallied. Multiple answers selected by the same respondent were respectively counted.
* Among responses regarding the use of GM Injection (T used GM Injection,” “I did not use GM Injection,” or “No response/unknown”), the

proportion of respondents who answered “Tused GM Injection” alone was extracted for the table.
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[l Always calculate based on body weight
[ Sometimes calculate based on body weight
[0 Do not calculate based on body weight

Fig. 1. Method to determine the dosage of GM Injection (for adults).
Among valid respondents, the figure includes physicians who answered that they used

GM Injection in adults.

Table 2A. Component ratio of daily dosage of GM Injection Table 2B. Component ratio of daily dosage of GM Injection
(mg/kg/day) calculated based on body weight (for (mg/day) not calculated based on body weight (for
adults) adults)

Component ratio of daily dosage (mg/kg/day) N=118 Component ratio of daily dosage (mg/day) N=70

Average component ratio * <3 mg/kg/day 14.3 +30.89 Average component ratio = <120 mg/day 78.9 £ 35.00

standard deviation (%) 35 mg/kg/day 60.9 = 42.90 standard deviation (%) 120 mg/day< 21.1 +35.00
5 mg/kg/day< 24.8 *38.81 Among valid respondents, the table includes physicians who an-

Among valid respondents, the table includes physicians who an- swered that they did not calculate based on body weight to use

swered that they calculated based on body weight to use GM In- GM Injection in adults.

jection in adults.

16.7%, 1~3 H2383% TdH o 72,
3) HEPE i 1 HSEB XU TDM

S GM O 5% gee A B, L3 RERRE L 22K 586%, fREIRF L %0 - 72K 315%, —&fT
REHE L2 KL 99% Th -7z (Fig. Do 2B, Filidhizo TE, —HBCTHAREIRS L7z L W% LKL, KR
WHELBLXOKRERE L 2h - -0mM5HHICED 2.

REWRE L 72560 1 HES5-2I3m CoO— N2 KR ETH % 3~5 mg/kg/day T, HREBRE L b o756
D1 HEG5®mIZEHNTEREIN TV RACHT 2k KHETH S 120 mg/day TXE D, EFEREEZ BT
BHREIZOWTREL 2,

REWE L EMo 1 HRS5-28k it [3 mg/kg/day Kiii, 3~5mg/kg/day B X U85 mg/kg/day #OREK L
(BE1100%)] OF3H1x, 3 mg/kg/day KiiiAhs 14.3%, 3~5mg/kg/day #3609%, 5mg/kg/day iBAH%248% CTH -
72 (Table 2A) o AREIRE L Z2h - 72K 1 H¥EG- =R [120 mg/day LU T & 120 mg/day O IE (A5
100%)] O, 120 mg/day BLTFA5789%, 120 mg/day 845 21.1% CT&H - 72 (Table 2B) o

S GM @ TDM % 920 L 72 FE Rl 55.0%, 20 L % 2> 72 &Rl X 45.0% Td - 720 TDM FEjiti A 51 0 135 1
GM ¥ geE ikE, TDM % FEji L 72 BRI CIIARERE L7203 808%, HWEIRI L 2o 72DH8263% T
D, TDM %% L% o 72 ERCIREIRS L 720 AH7532%, KREHRE L 25 >720h608% Tdh -7 (Table 3)-
F 72, TDM OFERA M X D EFH GM @ 1 HEL-REIEVAA LN D 0% iERT 572012, TDM EiiA 5o 1
H¥ G-I L % Table 4A B X W4B IR L 720 REIREH R 2 VTG L 2RI B X O H & 2 v TS
L72ERiO VT IIUIBWTS, TDM FEhifi kL 1 H¥x 55O MBI 2 B0 SNk b o 72

TDM E #1281 5 TDM OERIRIIE, [HTFEBLTWE] DL L 702% T, RWT [EHEREETHITHE
BLTW5 ]| 23266%, [EUHRGHICZERLTWA ] 25181%, [EHBEMAEICERL TWa ] 25149%, [ZFofil]
2321%TH o7

HESM AL, WS GM % 1 H 2~3 5 L7281 0w Tl L7z, ZoRG6o BHERMT b7 7R,
2ug/mL LT & DEEAS97.0%, 2ug/mL 22 % & DMEDN30% ThH o7z HEMP Y — 7 #EIL, THRMES X
O LBRAtAY 4~10 ug/mL OFPAN & DEED IR D % < 644% T, FHRAEAT 4 ug/mL A & D EEA186%, LRl
D10 ug/mL 22 5 & DNIED169% TH - 72o HEMP Y — 7 REOFHI1E, FRAEA 58 ug/mL, LRAEA
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Table 3. Method to determine dosage of GM Injection according to presence/
absence of TDM (for adults)
N=184
Presence/absence of TDM
Presence/absence of Response obtained No response/
calculation based on unknown
body weight Present Absent
N=99 N=381 N=4
n % n % n %
Response obtained 99 100 79 97.5 3 75.0
Absent 26 26.3 48 60.8 1 33.3
Present 80 80.8 42 53.2 2 66.7
No response/unknown 0 0 2 2.5 1 25.0
Among valid respondents, the table includes physicians who answered that they
used GM Injection in adults.
Physicians responding occasionally calculated based on body weight were includ-
ed in both categories, those who calculated based on body weight and those who
did not calculate based on body weight.

Table 4A. Component ratio of daily dosage of GM Injection Table 4B. Component ratio of daily dosage of GM Injection
(mg/kg/day) calculated based on body weight ac- (mg/day) not calculated based on body weight ac-
cording to presence/absence of TDM (for adults) cording to presence/absence of TDM (for adults)

N=118 N=70
Average compo- Presence/absence of TDM Average compo- Presence/absence of TDM
nent ratio of : nent ratio of B
. Response obtained No response/ . Response obtained No response/
daily dosage Kn daily dosage K
unknown unknown
(mg/kg/day) (%) Present Absent (mg/day) (%) Present Absent
n=77 n=39 n=2 n=23 n=46 n=1

<3 mg/kg/day 111 213 0 <120 mg/day 79.1 783 100

3-5 mg/kg/day 63.8 53.0 100 120 mg/day< 20.9 21.7 0

5 mg/kg/day< 25.0 25.7 0 Among valid respondents, the table includes physicians who

answered that they did not calculate based on body weight to
use GM Injection in adults.

Among valid respondents, the table includes physicians who
answered that they calculated based on body weight to use
GM Injection in adults.

10.1 pug/mL TH -7z (Table 5).
4) A FGHHBUREE O PR RN

FESHH GM oS B O PERIRIIE, $EEA T 22 [TESH GM ¥k 5. (Bt L)), T1#EPEH] B
FO 2RI E O] oI (85H100%) 2 L7z, hE %B X OB TR TS H GM kS (6FH
U] BRbD ST (TN, T14%B L U706%) %, TOMOEERTIE [ESHHH GM HAle S (%2 L) ]
EA %R < (11.8%~332%), FRICHMUMAE B £ OEGME GBS THA & SN Tw 2 E &5 22> 72 (Table 6).

MO fE Tl TS GM Hah#e 5. (BRI L) ] A711.8%, T1#IEHHH] 23762%, T2HILEEHH] 2811.9% T
BHo7z (Table 6)o [1HI L] DBEICE 1o 72 PEHENAPHIIZ =21 VR (655%) BILUHNINRA L
% (645%) T, [2HILLEEHEH ] OYEICEL D 720 HEF PRSI A VN A LR (67.7%) THh-7z (Table
TA) o BGOSR T, [TESHH GM B G (BERZ L) ] A311.9%, [1AHIE BEA] A3780%, 2 AILL L & HFH |
#3101% TdH -7z (Table 6)o [1HIEPEH] BIO [2HILLE L] OBEITHR D% 2 720 AEF PR E,
WERHR=ZV Y VR (ERER, 873%B L 15632%) THh-7z (Table 7A),

F 72, WOE, BGPEOHBERICRCTHSH GM 23% (M S hvTw /il T, [TESH GM B (HFH
L)) 25164%, T1HIEBEH] A3751%, [2#ILLEEPEH] A385% THh -7z (Table 6)o £ 7> 7Bt FTEF YL
WigR=v ) % QAHIEOEH - 644%, 2HI DAL EHEH 2 556%), 7 =% (LAHIEPEH : 61.0%, 2#ILLLE&PE
M 611%) BIOAMNARELZR QAFEDH 1 593%, 2HIUEEGEH 1 667%) THh-o72 (Table 7B)o EHH:E %
T, RS GM oS (B2 L)) 29332%, [1AIE ] 2564.2%, [2HILLEE B 2526% CTH - 72
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Table 5. Peak blood level in target in cases where GM Injection was administered
2-3 times a day (for adults)

N=99
Range of peak blood level in target
n %
Response obtained 59 59.6
Lower limit is less than 4 ug/mL 11 18.6

Within the range of 4-10 ug/mL (either upper or lower limit) 38 64.4

Upper limit exceeds 10 xg/mL 10 16.9
Lower limit 5.8
Average of peak blood level (ug/mL)
Upper limit 10.1
No response/unknown 40 40.4

Among valid respondents, the table includes physicians who performed TDM to use
GM Injection in adults.
Responses to a questionnaire about peak blood level is classified into each category.

Table 6. Current status of use of other injectable antimicrobial agents administered concomitantly
with GM Injection (for adults)

Average component ratio (%)

Monotherapy Combination Combination
n* with GM therapy with therapy with more
Injection one agent than one agent

Sepsis 120 11.8 76.2 11.9
Secondary infection due to trauma, 21 22.1 59.5 18.3
burns and surgical wound

Pneumonia 65 16.4 75.1 85
Infective endocarditis " 110 119 78.0 10.1
Cystitis 16 70.6 28.1 1.3
Pyelonephritis 58 33.2 64.2 2.6
Peritonitis 22 24.5 61.1 14.3
Otitis media 7 714 17.1 11.4

Among valid respondents, the table includes physicians who answered that they used GM Injection in
adults, and who answered the component ratio as well.

*Number of respondents who answered the current status of concomitant use in respective diseases

T Off-label use in Japan

(Table 6)o Z 7o 72fFHES BRI £ 7 = 258 (LA EOEH 1 707%, 2K LLEEGEH :500%) BL~x=2Y
YR QA EGEH - 561%, 2ALLEEDEH 1 625%) Tdh o7z (Table 7B).
5) FHIERL7-RIEH

EGHH GM 2 £ L 7253 ISR L 22RIPE NG, BERRAERE 527 98.3%, 47 8 M AifEREH 2% 639%, < Dfhr*
33% THho7zo TOMOWHIZ, MHER 71y 7, MR HRER, T, BEEMHEIETR W & 2R,
vavy, REPMEAICH) EROMBISE 1 4T o Th o7z,

4. NRIZBT 213G GM ORI

S GM 2 L7z 219 %&b, /NRICHEHE L72 28 %o llE 2 £5F L 72

2011 4E D 1 ARSI A GM 235 L 72 880, 1~5 A b % < 680% T, KWT6~10 AB LU 11 ALLE
BTN D 160% TH o720 BHERDOPIZL 124 N, PIAEIZ 50 N GrAME~IRKAE  1~133 N) TH o7

S H GM O G IE TR TRIEFETH ), HRNER TO/RHIEZRd 572,

S GM O IR B A I8 5 1 HG-mofH o FREE, FNTREIN TV RAHETH 5 24 mg/
kg/day LLF & @IEA323.1%, 24 mg/kg/day 22 % & DWEDT769% T o720 72, W TO—MN % KEH
®TH 5 4~75mg/kg/day TXYI- 7256, 1 HEG RO O TR 4 mg/kg/day Kiili & DA 615%, T
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Table 7A. Current status of use of other injectable antimicrobial agents administered concomitantly with GM Injection: Sepsis and Infective
endocarditis (for adults)

Sepsis Infective endocarditis *
Breakdown of other injectable antimicro- Combination Combination Combination Combination
bial agents in concomitant use therapy with one therapy with more therapy with one therapy with more
agent than one agent agent than one agent
Number of physicians who used concomi-
tant agent (s) 110 31 102 19
Concomitant agent n % n % n % n %
Carbapenems 71 64.5 21 67.7 14 13.7 5 26.3
Fluoroquinolones 15 13.6 15 48.4 0 0 2 10.5
Penicillins 72 65.5 14 45.2 89 87.3 12 63.2
Cephems 65 59.1 15 48.4 37 36.3 7 36.8
Aminoglycosides 0 0 2 6.5 0 0 0 0
Other injectable antimicrobial agents 5 4.5 10 32.3 14 13.7 9 47.4

Among valid respondents, the table includes physicians who answered that they used GM Injection in adults, and also provided the current
status of concomitant use of other injectable antimicrobial agents for appropriate indications.

“Off-label use in Japan

"Number of respondents who answered that they administered any of the concomitant agents

Table 7B. Current status of use of other injectable antimicrobial agents administered concomitantly with GM Injection: Pneumonia and Py-
elonephritis (for adults)

Pneumonia Pyelonephritis
Breakdown of other injectable antimicro- Combination Combination Combination Combination
bial agents in concomitant use therapy with one therapy with more therapy with one therapy with more
agent than one agent agent than one agent
Number of physicians who used concomi-
tant agent (s) * 59 18 “ 8
Concomitant agent n % n % n % n %
Carbapenems 35 59.3 12 66.7 21 51.2 3 37.5
Fluoroquinolones 10 16.9 10 55.6 6 14.6 3 37.5
Penicillins 38 64.4 10 55.6 23 56.1 5 62.5
Cephems 36 61.0 11 61.1 29 70.7 4 50.0
Aminoglycosides 0 0 2 11.1 0 0 0 0
Other injectable antimicrobial agents 2 34 5 27.8 1 2.4 2 25.0

Among valid respondents, the table includes physicians who answered that they used GM Injection in adults, and also provided the current
status of concomitant use of other injectable antimicrobial agents for appropriate indications.
*Number of respondents who answered that they administered any of the concomitant agents

PRAE 3 X OF LRI AS 4~75 mg/kg/day DHEFHP & DRI AT 385% T, LEBRREAS 75 mg/kg/day =B 2 % & DRI
Hhotz (Table 8)o F72, 1 HI GO (FRRE~ LREDO WD) A34~75mg/kg/day Dfii % & & %
L7202 731% TH o720 1 HEG- w0 OFE1E, TIRAEAS 3.0 mg/kg/day, L FRAEAS 4.9 mg/kg/day Tdh -7z
(Table 8)

EHH GM @ 1 e 5-mEE, BIE~PEEOBZEOEEIL 2~3 M2 % < 692% T, 1HA538%, 4 HLLL
0% THY, FIEOBZHOYED 2~3 M0 HmDL < 85% T, 1MH346%, 4 HLLED0%TH -7z

Z =
EHH GM X, 1968 FELK, REICHAVEHRBL THOWONTWEZEELT I/ 7)) ay FRVUHED—DOTH
5o FNTORBEHEDBINERS CRLRY, @HEVD2R) Do Sl EESEOHRICN L THEMMEZHT 5
RRiZx 5 e L CHESH GM o ik - i, BETSR, TDMFICHETL7 v — MRELZFEMR L, 2011 SFICBIT5
RIS S 5 & 7% o 720
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Table 8. Range of daily dosage of GM Injection (for children)

N=28
Range of daily dosage
n %
Response obtained 26 92.9
Lower limit is less than 4 mg/kg/day 16 615
Within the range of 4-7.5 mg/kg/day (either upper or lower 10 385
limit)
Upper limit exceeds 7.5 mg/kg/day 0 0
Lower limit 3.0
Average of daily dosage (mg/kg/day)
Upper limit 4.9
No response/unknown 2 7.1

Among valid respondents, the table includes physicians who answered that they
used GM Injection in children.

Responses to a questionnaire about range of daily dosage is classified into each cat-
egory.

7 v — MR L7ZER O 9 B 30% 75 2011 40 1AERNICTESH GM 2 H L TB Y, Kl 5 HEIHRE
L72BUED, WRZ L E L CORGSEREOBIY CIL M SN Twz, EICICT 2 A3 Atk ORI ST
BY, HHINEBRTRL S 0MIMKET, KW TIEREEOHEETH - 720 WIILAETIE, —IbERhE ok
BUDHE TR WIEEONIREERE LTI 7 7 2B AL THEFH GM 232 2 LRI TEY Y,
F 7z, B O T, R ORI T 2 BN O A KT 4 TiobuiE s & ESH GM o 1 H AR
B5- O HBEIER I N TS EFR TS, EHH GM B3I NS OEBORFICBIT 28R EO—2 Lo T
WhZEPHRE SNz, HHH GM 2 fH LW TR b Zh - 72OIIRIBE T, RWT7 KU IKWNE, BEKW, L
VHERBEOIETH 720 TNHLOWMETIE, —EORK TSRO LN TWE T s, Blr X MR L
729 ZCESHH GM 232 2 EHPHEETH Do EHHH GM OGO 2 #isid, dybcldskE, 3%
EBLO R VETKRBENTVLPENTIIARRINTE ST, T2, HHETREREB XL VYRR IS
LT AEEIN TRV, L2 LAR2S, EHH GM IEEHNTKE SN TV AREB X UORMICH LTSN T
VBT TR OKRARBOBEEB LW L TH —THHINTVDL L W) EEPHALNE ko2, T72, FH
A GM A L PR LT s s 2 &% <, FRICHIIE B & RGO NIER TEDOEIE DT D> 720 G
WIS BT A PN IR E TR D ZE Do 72DRRZV ) VR TH o 7285, SRS OIS $ 5 EWN
DHTAFTA4270T, FIIR=ZV) YREDPHPHER SN TWD I LI b0 LRIz,

BUE, BAKHS 215 GM o EN AR RIEFEHm eI N TS GlH 1 H80~120 mg) 25, A
T, BEHEOAREHWTHESTH GM &35 L2 R IR 30% T, BeHER X OMEEEEHEOW S % v T
H LR 10% TH - 720 [ @ B G- oEFHI GM o 1 HH#1Z, 2 < OBERiA&REH RO _ERMT (120 mg/
day BLF) #HWTwWiz, —F, HREBEEHEO AL TG L22EMNIZR 60% T, —EBTHREREHELZIHTWT
BeH LEMZEMZ S &, #70%OEMASMRERETEZ TS L Twiz, REREHERSEOENH GM
1 HHEZ, £ < DERiA 3~5meg/kg/day 2 W TWiz, WAV TO—f &K ETH 5 3~5mg/kg/day (3,
EWNADOTA FI4 v BLOBRHESETHERIN TV ARV EBBLR-HLTEY, BHEM EITbhiz- T
ENTVEHDOTHb, RRFICLY, EFHGM 2ENTERIN TS AL - HETHEHAL TV AEMZT TR
&, WNOKEHEEFBOEHEZHEHLTWLEMDZHNE E W) ERBH LA E o7,

TI/Z) AV, EEELICEREMTRE (E—21l) 2T&27208 <, AMEHZLET % 72012138
i (b7 7fl) 2 TE 2ROV EYH DY, ENNAOT A K74 B LOHRFSFTRIES L TW
% 1 P52 B0 2 HREM AL, =27 lirBBE424~10 ug/mL, bF 7l)52 ug/mL i TH 5557,
AFATIE, F8H GM @ TDM % %l L 72 ERilX 55.0% T 0, BACESH GM 2 1 H 2~3 EHL L7560
B e, ¥ — 2 flld 4~10 ug/mL OFPHKN, b T 71E 2 pug/mL AT & & L2 RIS Ao 722 L 925,
S GM @ TDM % %t L 72 KR O KZEUE, A4 I 4 v RHRHES TR S Tw A IMhiEEL HEE LTw
LARMDTEFE S NTze LALAAS, H4H GM @ TDM % Fhti L7 22 72 & & L 72K H 45.0% 12 F - 72 TDM
I L7 R AR EIR S R 2 - E8 a8 Rm o 7o F72, ARERBEHEZ VTS L2ER B X O &=
EHWTHES LZEMOWT B WTD, TDM % % L7z KA & i L 722> 72T 1 HHES5 ISR & i
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o lze HEH GM IE, KEEOZALPM L WEE TR OMEBAEET L5 2 L5005, FRciit & Mo =
2T A5, TDM 290 L CEY 2 M REEEA1T) SLOREEMN IV Vo ZI R b L EZ BN,

WNRTIE, ENTEARZENTOWAEFH GM @ 1 HEAKJHEIE 24 mg/kg (08 mg/kg 7 3 m¥tE) THoHAS, XK
E, EEB LN Y TIHERXS FrER~FF) 125D 1 HRAS5~75mg/kg T TOREIKBINTEY, K
AR EIN O KGR BN O KGR & & R L TR AR T/RNBIZ oW TR LN/ T — F IZR 5N TWwiz2s,
TS GM @ 1 B S5 RO PO _ERIZENTREEN TV A RAIRETH 5 24 mg/kg/day #B 2 5 =% %5
L7z & W& L2 EMARPETH D, 1 HEGmOMBILHECO— L KEHETH % 4~75 mg/kg/day DOHiPH %
G LA LZEMiAL otz bbb, ENOKBHETIEZOMPIIAREL WIENTW D KIS W RS
Nizo F72, ANRICZBT ZEHH GM O# 5B IL T CRIEFETH - 720 EINTIE, BATIEAERTES X O
WNIES OHEDS AR EIN TV S 500, WMNATIEHRANEFOHELIKRE SN TRV, L2 LAEAS, ribEk
L, GRS P <0 KR PY BE G 0 SRR & 72 2 AR, HOE IHIE R R IMLE ) O 3\ B C 3 T g
PR ENTVBEEICET LRGSR E R D2 00, R TRIEICAHEFEOHENHOEN TV &
LS hiz,

& &

APANZ XY, EINBEARRO HE - HECHSHE GM 2 EH L TW B ERIiZT T2 <, RAB L UVNEO Wi
L CH s oREH & L RAROSHEZEH L T RIEMSZE NS L) EEPW SN E Loz, EFREOLE
PEDEWCRIKGEEE - BICHHERE I HFE LN R 2 BN T 2 HHEBSHR SN2 D5, bHEIZEWT
by L RO H RS FINKE I NG 2 LR TN D,

&

AHEDOEWIZH72), 7o r— MITMHHwAZE T LA%AET, 2o CICTHRER) £ Lz —BAEMEARAR
BAYEA XA HR O GAEE A DS X ORRAEEEA H AU AR EA R B R OMAT B4, O XD EHh
72LET. B, KX OHEIZIE MSD &t oi i 2/ Tsh £9,

AIEHCEH CHE - SIS 0% Lo
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Results of a questionnaire survey on the use of Gentamicin Sulfate Injection
Kenji Ohnishi”, Hiroshige Mikamo”

YDepartment of Infectious Diseases, Tokyo Metropolitan Bokutoh General Hospital
“Department of Clinical Infectious Diseases, Aichi Medical University Graduate School of Medicine

Unlike what has been approved overseas, only a low dose is approved in Japan for the use of Gentamicin Sulfate
Injection (hereinafter referred to as GM Injection). A change in dose and administration was requested to the
Evaluation Committee on Unapproved or Off-labeled Drugs with High Medical Needs. As a consequence, high-dose
GM Injection began to be developed in Japan. In order to assess the current use of GM Injection, a questionnaire
survey was conducted among infectious disease specialists certified by the Japanese Association for Infectious
Diseases, and physicians certified as specialists/instructors of antibiotic chemical treatment by the Japanese Soci-
ety of Chemotherapy.

Valid responses were obtained from as many as 38.0% of questionnaire recipients (719/1,891 physicians). About
30% of the respondents used GM Injection in the year 2011. Major indications for adult patients included sepsis and
infective endocarditis, and bacterial strains mainly included Pseudomonas aeruginosa, Staphylococcus, Enterococcus and
Streptococcus species. Some diseases and bacterial strains domestically unapproved as indications were also treated
with GM Injection. GM Injection is administered mainly as an intravenous infusion, usually once daily, which is not
approved in Japan. Some physicians administered a fixed dose of GM (120 mg/day or less), not more than the upper
limit approved in Japan. The majority of physicians, however, adopted a dosage of 3-5 mg/kg/day, the standard
dosage approved overseas. Physicians who implemented TDM outnumbered those who did not. The target blood
level when administering 2-3 times a day was mostly 2 ug/mL or less as the trough level, and 4-10 ug/mL as the
peak level. In particular, GM Injection was concurrently administered with other injectable antimicrobial agents
to treat sepsis or infective endocarditis mainly in the following combinations: with penicillins or carbapenems for
sepsis; with penicillins for infective endocarditis. Renal impairment was the most common adverse reaction requir-
ing special care to be reported by the respondents.

The survey revealed the current status of use, which is that GM Injection is used at the dose and administration
approved in Japan, and that high-dose GM Injection, equivalent to the dosage approved overseas, is also used by
quite a few physicians. The current use supports the request submitted to the Evaluation Committee on Unap-
proved or Off-labeled Drugs with High Medical Needs. Therefore, the same dosage that is approved overseas is
recommended to be approved as soon as possible in Japan.



