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NALINEE SAIPRASERTKIT : SINGLE VERSUS COMBINED ANTIBIOTIC
THERAPY FOR GRAM-NEGATIVE BACTERIAL PERITONITIS IN CONTINUOUS
AMBULATORY PERITONEAL DIALYSIS PATIENTS. ADVISOR : ASSOC. PROF.
TALERNGSAK  KANJANABUCH, M.D., CO-ADVISORS: PROF. CHUSANA
SUANKRATAY, Ph.D., PISUT KATAVETIN, M.D., 98 pp.

Treatment of peritoneal dialysis (PD)-related gram-negative bacterial peritonitis with
single antibiotic regimen according to anti-microbial susceptibility does not always yield a
satisfactory outcome. However, there has been no randomized controlled study directly compared
these two regimens.

Material and methods: A multicenter, randomized controlled study was conducted in 22
PD centers in Thailand. The community acquired PD-related gram-negative bacterial peritonitis
patients were randomized to receive either single antibiotic or two synergistic antibiotics. The
primary endpoint was a composite clinical outcome, including failure of treatment, catheter
removal, re-infection (relapsing, recurrent and repeat peritonitis), and patient death.

Results: Sixty-six patients with gram-negative PD-related peritonitis were enrolled.
Thirty-four patients were randomized to single antibiotic group while 32 patients were
randomized to double antibiotics group. Both groups had similar baseline characteristics. The
primary composite endpoint of single and double antibiotics group were similar (23.5 versus
28.1%, p=0.78). No antibiotic-associated adverse events including emerging of antibiotic-
resistant organism in recurrent episodes of peritonitis were reported.

Conclusions: Combined antibiotics may not provide additional benefits over single

effective antibiotic in community-acquired PD-related gram-negative bacterial peritonitis in our

country.
Department : Medicine Student’s SIgnature...........o.iveiiriiiiiii i,
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CKD ¢011910  Chronic Kidney Disease)

ESRD ¢011910 End Stage Renal Disease

HD 8911910 Hemodialysis

PD
KT
CAPD
ISPD
CoNS
ESI
PCR
LD
NS
MD
MIC

MBEC

8031910 Peritoneal Dialysis

El"f] U191N Kidney Transplantation

El"f] U191N Continuous Ambulatory Peritoneal Dialysis
El"f] U191N International Society of Peritoneal Dialysis
CRITARN) Coagulase-Negative Staphylococcus
8011910 Exit-Site Infection

CRITARN) Polymerase Chain Reaction

8011910 Loading Dose

8931910 Nonsignificant

8011911 Maintenance Dose

#011911 Minimal Inhibitory Concentration

8011910 Minimal Biofilm Eliminating Concentration
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aup™
mﬂﬁ%’mz Intermittent dosing (1 E]Q/’ﬁ!) Continuous dosing (Mﬂ./aﬂi)
Aminoglycosides
Amikacin 2 mg/kg LD 25, MD 12
Gentamicin, Netilmicin, tobramycin 0.6 mg/kg LD 8, MD 4
Cephalosporins
Cefazolin, Cephalothin, Cephradine 15 mg/kg LD 500, MD 125
Cefepime 1,000 mg LD 500, MD 125
Ceftazidime 1,000 — 1,500 mg LD 500, MD 125
Ceftizoxime 1,000 mg LD 250, MD 125
Penicillins
Amoxicillin Azlocillin ND LD 250-500, MD 50
Ampicillin, oxacillin, or nafcillin ND MD 125
Azlocillin ND LD 500, MD 250
Penicillin G ND LD 50000 units, MD 25000 units
Quinolones
Ciprofloxacin ND LD 50, MD 25
Others
Aztreonam ND LD 1000, MD 250
Daptomycin ND LD 100, MD 20
Linezolid Oral 200-300 mg q.d. Oral 200-300 mg q.d.
Teicoplanin 15 mg/kg LD 400, MD 20
Vancomycin 15-30 mg/kg every 5-7 days LD 1000, MD 25
Antifungals
Amphotericin NA 1.5
Fluconazole hours 200 mg IP every 24-48

Combinations
Ampicillin/sulbactam
Imipenem/cilastin

Quinupristin/dalfopristin

Trimethoprim/sulfamethoxazole

2 g every 12 hours
1 gb.id.
25 mg/L in alternate bagsb

Oral 960 mg b.i.d.

LD 1000, MD 100

LD 250, MD 50

Oral 960 mg b.i.d.
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I5AUHUNIIVY (Procedure)
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1) MIANEIIOFINAADLVUFUIAZINGUAILAN (prospective, randomized, open-

label, multi-center study)

2) Web-based data collection Taslimsfimuasiamsastoyammiz Iiuaag
Ja o AN g oA 9 Y ! ) ' ¢
quitve Taswennanivinnguadied s lansresitesvewaazgudoy
9

@ @ J 7 [
TUNINUIHARWICHUIVDIAULBIUNIUU meﬁﬁﬁﬂmﬂu@@ua website HE

) o i @ 3 o y
AT UUBYA mauﬁammgmazg{ungﬂmmﬂummau

P Y Aawv 1 g %’ 9 1 9 L a
3) WﬂWUWﬁiuﬁuﬂﬂHﬂi’JNﬁ%ﬂﬁT\iﬁ3181\1']1!Wﬁ!,W'lgl“]f@ell’f]\‘]u'lfl'lﬁ'lﬂ‘]f’ﬂ\‘]ﬂ’ﬂ\‘lcﬁﬁlﬂ@

[

X A A PR VYA o
ﬁ]”lﬂl“lfﬂlmﬂ‘i/llﬁEJLLﬂiJJﬁ‘UGlLWjI‘]J’JfJ‘IQﬂ'ﬁEJLLﬂEj’Jﬁ]EJWﬁﬂ

3.2 s2feudEMsIve (Research Methodology)
3.2.1 Ysz¥nsnanm

Y v
Uszansidhnune (population) Av filelaneGesiin ldsumsinymannulaTasnsaisla

NNFOINOILLUADLILDIRIBAUID (continuous ambulatory peritoneal dialysis) NLDIGUINNI

181

52913029819 (sample population) Av Filew12 Inen 1d5umssnymannnlaTasnisars

lanmantiuuuaeiiiosdaoaues (continuous ambulatory peritoneal dialysis) N1391g11NNI7

[

a 7Y ! ) g ' 1
18 ‘]J il ﬁuflﬁ']\1”1@]1/]']\1%@\17]@\111!13\11/“fJ']TJ']ﬁVN 22 LN AU

U



D
2)
3)
4)
5)
6)
7
8)

9)

40

J U
T3angnaguivouun
4
T5ane11aans 8l 4n1N1HIA 1N NFUNNUNIUAS
T3 aNENNAINTZOIOUTIT 2. GNTTULS

=

Tsanemnamszetenoguas 1.4519u15
T3 INeIaNLFUNT 2.ALFAUNT
Tsangnnawaifs 9.9a1)3
Tsanenunadosselseanyns e 1509310

Tsanenauasiyu v.uasiyu

a o 1
T59ne1U1aUATNIA v 19584 1413

o ~
10) Tﬂwmmauwmuswmu NIUNNUNIUNT

9 9 J Y A
11) Tﬁ\TWfJ']‘]J']ﬁUTHLLW'J@Qﬂﬂ']?iJW']GHH (WIDNUAT) NIUNWUNIUAT

12) T59amenuIangen 9. neien

13) T59Ne1UIaNHITIFUATATFIINTIY 9. UATATTITNIY

14) T3aneU1aumIINeagusans 9.9 lan

15) TsaneuIaumaIsa .UNITITNIY

Yy < ¥
16) Tsanenuasosidn v.508100

a 4
17) T54neN1Ia@9vaIuaAIung v.a9val

18) Tsanenunaaynslsms v.aynsdsims

a a 4 ~
19) Tsanenuaassnanslseaan 02.9UAT1¥DIU

20) T5aNe0aILYT 0.05213

4 ~ J =
21) T5anenNagsug s 9.43165 3511

22) T5ane111agAI 51 9.9A351



41

d (Y]
naNIuMIAA@NA1INANY (Inclusion Criteria)
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FouuaiiseNam ISPD 2010 guideline™ nuzih 114 e1lfFuz winnan 1 wiia
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3.2.2 mAHAlUMIgNAI0E19 (Sampling Techniques)

(Z 1 9

quareggtheana lnen lasumssnpmaunulaTaemsdie langesiownuderiiowne

#AULDY (continuous ambulatory peritoneal dialysis) #1833 blocked randomization

3.2.3 MSMHINVHIANIBENY (Sample Size Determination) 5’1@8wmmsﬁﬂywm Szeto
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Z N 2pq + zﬁ,!plq1 =p.q. ]:

P, —P;
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[ a Aaa (% Y v 3 2 o d Al A Yo
P, = HA5IWOATINIFETIA, MInwraumad, naudlusinelu 4 dlai vesdilen lasy
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#1¥Iue 1 sila
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o a Aaa @ Y v g 2 o J Al Ay Yo
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el Iue 2 vila =
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mruald OL=0.05, Z 7 two-tailed = 1.96
B = 0.20 (power 80%), Z 1 two-tailed = 0.85
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y v [ g}/ o U v v I 1
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3.3 Ml AaN14114n 15398 (Operational Definitions)
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3.5.1. 338ZNOUM3NUINGN (Pre-Randomization Period)
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3.5.4 msdsziiunnuilaends (Safety Assessments)
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a d
3.7 mnmﬁw%’ay‘a (Data Analysis)
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NCT01305850
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WaVDIN1TIVY (Result)
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