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プレゼンター
プレゼンテーションのノート
DVTも皮膚微生物の汚染の関連がある。
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Antisepsis product (Product, supplier)

Dressing (Product, supplier, changed every n-day)

ICU #1 (P1)

ICU #1 (P2)

ICU #2

ICU #3 (P1)

ICU #3 (P2)

ICU #4 (P1)

ICU #4 (P2)

ICU #5 (P1)

ICU #5 (P2)
ICU #6

ICU #7 (P1)

— R EFRF(E. 5%

d-step Betadine alcooligue®, Meda Pharma,

France
1-step Chloraprep® , CareFusion (BDY)

d-step Betadine alcooligue®, Meda Pharma,
France

4-step Betadine aqueuse®, Meda Pharma, France

4-step Betadine alcooligue®, Meda Pharma,
France

4-step Betadine alcoolique®, Meda Pharma,

France
1-step Chloraprep®, CareFusion (BD)

4-step Betadine alcoolique®, Meda Pharma,
France

1-step Chloraprep®, CareFusion (BD)
4-step Biseptine®, Bayer, France

4-step Betadine alcooligue®, Meda Pharma,
France
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I 30007, Smith&MNephew Medical Limited, UK, every 3-day

Idem

I 30007, Smith&Mephew Medical Limited, UK, every 7-day

Tegaderm® , 3M Health Carg, USA, every 4-day

Idem
Tegaderm® , 3M Health Care, USA, every 4-day

Idem

IV 3000%, Smith&MNephew Medical Limited, UK, every 4-day

Idem
Tegaderm® , 3M Health Carg, USA, every 4-day
Tegaderm® , 3M Health Care, USA, every 4-day
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Screening and Randamizaition

7559 Catheter insertions were screened

4088 Were excluded because
only one site was available

3471 Underwent randomization

7532 Were assigned to 1:1:1
030 Were assuﬂna ™11

1016 Were assigned to subclavian site
843 Had all sites available
138 Had femoral site excluded
35 Had jugular site excluded

1284 Were assigned to jugular site
845 Had all sites available
300 Had subclavian site excluded
139 Had fernoral site excluded

1171 Were assigned to femoral site
&44 Had all sites available
296 Had subclavian site excluded
31 Had jugular site excluded

&66 Were inserted in assigned site
51 Were inserted in the femoral site
96 Were inserted in the jugular site
3 Were inserted in the contralateral
subclavian site

1174 Were inserted in assigned site
29 Were inserted in the subclavian site
61 Were inserted in the fermoral site
20 Were inserted in the contralateral

1114 Were inserted in assigned site
4 Were inserted in the subclavian site
51 Were inserted in the jugular site
2 Were inserted in the contralateral

|

jugular site

femoral site

843 Were included in the intention-
to-treat three-choice comparisoen

878 Were included in the intention-
to-treat pairwise subclavian-versus-
femoral comparison

981 Were included in the intention-
to-treat pairwise subclavian-versus.
jugular comparison

845 Were included in the intention-
to-treat three-choice comparison

984 Were included in the intention-
to-treat pairwise jugular-versus-
subclavian comparison

1145 Were included in the intention-

to-treat pairwise jugular-versus-
femoral comparison

844 Were included in the intention-
to-treat threechoice comparison

&75 Were included in the intention-
to-treat pairwise femoral-versus-
subclavian comparison

1140 Were included in the intention-

to-treat pairwise fernoral-versus-
jugular comparison

3471 ADDBL
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Table 1. Characteristics of the Patients at Baseline.™
Characteristic Three-Choice Comparison

Jugular Femoral Subcavian

(M=345) (N=5844) (N=843)
Age 63.0£16.3 63.5£153  62.9:£15.9
Male — no. (%) 531 (62.8) 345 (64.6) 543 (64.4)
SAPS 113 57.1£19.4 56.1£18.9  55.1£20.2
Bedy-mass index 26.1£5.7 25.8+5.5 25.5+£5.3
Diabetes mellitus — no. %) 173 (20.5) 175 (20.7) 151 (17.9)
Cancer —no. (28] 76 (9.0) 96 (11.4) 74 |8.8)
AIDS — no. (%) 12 (1.4) 8 (0.9) 13 [1.5)
Neutrophil count <500/mm?® — na, (36) 15 (1.8) 11(1.3) b (0.7)
Tracheotomy — no. (36) 14 (1.7) 17 (2.0) 19 (2.3)
Artibiotictherapy — no. [36) 457 (54.1) 472(55.9) 466 (55.3)
Articoagulation therapy — no. (%) 257 (30.4) 259(30.7) 249 (29.5)
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Characteristic Three-Choice Comparison

Jugular Femaral Stbelavian
(M=2845) (M=344) (N=2343)

Skin antisepsis and catheter care— no. (%)

Alcoholic chlorhexidina 366 (43.3) 363 (43.0) 380 (45.1)
Alcoholic povidete—iodine 364 (43.1) 3Gl (42.8) 355 (42.1)
Agqueous povidone—iodine &3 9.8) 86 (10.2) 82 (9.7
Other or unknown 32 (3.8) 34 (4.0) 26 (3.1
Useof anatomical landmarks to guidz inser- 276 (32.7)9 623 (73.8)9 723 (85.5)9
ticn —no.
Time for insertion — min 12.6£9.14 11.6+9.09 12.8+9.29
Insertion failure — no. (%) 65 (7.7)9 45 (5.3)9 124 (14.1)9
Dwration of catheterization — days
Mean 6.5+£5.6 5.9+4.8 6.4+53
Median (range) 5 (3=9) 5 (2-8) 5 (3-9)
Reason for catheter removal —no. (%)
\o longer required 497 (58.8) 492 (56.3) 485 (57.3)
Jeath 181 (21.4) 137 (16.2) 151 (17.3)
Suspected catheter infection £9 (10.5) 112 (13.2) 109 (12.3)
Systematic 18 (2.1) 22 (28) 20 (2.4)

Other or unknown 60 (7.1) 81 (9.6) 71 (9.3
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$£2 (primary outcome)

SHE T :N%E: KAER
1.5 :3.6 :4.6

Percentage of Catheters
with Complication
N

Subclavian Jugular Femoral —
(N=843) (N=845) (N=844) ( P= 0.02 )
B Mechanical (grade =3) 18 (2.1%) 12 (1.4%) 6 (0.7%)
il Syem:p::Etic (;:e:-vein 4 (0.5%) 8 (0.9%) 12 (1.4%) (/ 1 OO Ocath ete r d ayS)
: .
] Bloo:i.;r:rea;:sinfection 4 (0.5%) 12 (1.4%) 10 (1.2%)

B SPHEIEB TS (p=0.047)



プレゼンター
プレゼンテーションのノート
機械的合併症も含めたTOTALでは3群で有意差はなかった。
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sk (KBE vs. SHET)

Femoral versus Subclavian

Outcome
Fermoral  Subclavian
number
Catheters 875 878
Catheter-days 5198 5739
Primary composite outcomef 25 8
Symptomatic deep-vein 15 5
thrombosis
Secondary outcome
Catheter-tip colonization 107 39
Deep-vein thrornbosis]: 46 19
Major mechanical complica- 6 13
tions
Hematoma 0 1
Pneumothorax NA 13

Miscellaneousf| 2 3

Hazard Ratio
(95% Cly*

3.5 (1.5-7.8)
3.4 (1.0-11.1)
3.4 (1.2-9.3)

3.4 (2.4-5.0)
3.0 (1.7-5.3)
03 (0.1-0.8)§

P Value
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taok (NSE vs SHE T)

Qutcome Jugular versus Subclavian

Jugular  Subclavian

number
Catheters 934 981
Catheter-days 6573 6651
Primary composite outcomey 23 11
Bloodstreamn infection 13
Symptomatic deep-vein 10
thrombosis
Secondary outcome
Catheter-tip colonization 104 47
Deep-vein thrornbosisy: 69 20
Major mechanical complica- 12 22
tions
Arterial injury 2 ya
Hematoma 4 1
Prneumothorax 4 14

Miscellaneous] y, 5

Hazard Ratio
(9596 CI)*

2.1 (1.0-4.3)
2.3 (0.8-6.2)
1.8 (0.6-4.9)

2.5 (1.7-3.5)
3.1(1.9-5.0)
0.5 (0.3-1.1)§

P Value *E'él'lf/l‘\‘ﬂ_:’ff/l‘li

0.04
0.11
0.29

<(.001
<0.001
0.09
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R (Khk vs. NER)

Qutcome Femoral versus Jugular
Hazard Ratio e 10
Femoral  Jugular (95% Cl)* F\Falue*gél.s/l‘ﬂ-\’ryl“'i

number ﬁ%%ﬁl’

Catheters 1140 1145 — —_
Catheter-days 6058 7427 —_ —_
Primary composite outcom 33 30 1.3 (0.8-2.1) 030
Bloodstream infection 15 21 0.9(05-1.8) 031 ﬁ{l;'l‘i DVle:
Symptomatic deep-vein 20 5 24(11-5.4) 0.04
% N 3 XL | -
Secondary outcome
Catheter-tip colonization 145 121 16 (1.2-2.0) 0.003
S
Deep-vein thrombosis: 62 78 0.9(0.7-1.3) (.68
Major mechanical complica- 7 13 0502145 019 Cather colonization
Arterial injury 4 2 —_— — 432 [—
3 \
Hematoma 0 4 — — 'i‘ ﬁfilbgl'
Pneumothorax NA 4 - i
Miscellaneousf| 3 3 . .




Kaplan-Meierdi$f (20 F 4/t —32)

Product-Limit Survival Estimates
With Number of Subjects at Risk

1.[.]_ e ———

Survival Probability

0.4
Log Rank test P<0.001
0.2
Number of catheters at risk

00
FEM Budd 480 148 82 11
JUG BaS 484 188 T 24
SCL | sa 41 184 . 2
1] 5 10 18 20

Duration of Catheterization, days
Arm FEM JUG SCL
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Kaplan-Meierfi$& (#2DVT)

Product-Limit Survival Estimates
With Number of Subjects at Risk

1.0 — . )
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E 06 - | E—
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E 04 -
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Log Rank test P<0.001
0.2 -
Mumber of catheters at risk
00—
FEM 383 208 55 15 3
JUG 348 195 73 o] 3
SCL 332 193 BT 17 7
I ] I
0 5 10 15 20
Duration of Catheterization, days
Arm FEM JUG SCL
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per-protocol 5341
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per-protocol 7341 (N%A vs $HE T)

Jugular versus Subclavian vein
Jugular Subclavian  HR[95% CI]  P-value

Catheters S09 833

Catheter-days 6,136 5,707

Primary composite endpoint™ 22 8 2.5[1.1-5.7] 0.03
Central venous bloodstream infection 12 3.8 |1 0-14. 1| 0.048
Symptomatic deep venous thrombosis 1.6 [0.6-4.5] 0.36
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Major complication

Femoral versus Subclavian vein Jugular versus Subclavian vein Femoral versus Jugular vein
n HR [95% CI] Interaction P f HR[95% CI]  Interaction P n HR [35% CI] Interaction P
Primary composite outcome 1,753 3.5[1.5-7.8] MNA 1,965 2.1[1.0-4.3] NA 2,285 1.3[0.8-2.1] MNA
Use of alcoholic chlorhexidine
Yes 763 1.8 [0.5-6.9] 0.30 874 1.6[0.5-5.1] 0.55 5945 1.3 [0.5-3.2] 0.95
Mo 990  6.0[1.3-26.2] 1,091 2.6[1.0-0.8] 1,340 1.3[0.7-2.3]
Antibiotic use at catheter
insertion
Yes 976  3.9[1.5-10.6] 0.96 1,100 2.6 [1.0-6.8] 0.41 1,303 1.3[0.7-2.3] 0591
Mo 777 25[0.7-11.5] 865 1.3 [0.4-4.2] 982 1.4 [0.5-3.7]
Anticoagulation
Yes 531  25[0.7-11.1] 0.91 619 2.5[0.6-5.7] 0.37 733 1.0 [0.2-7.2] 071
Mo 1,222 3.8[1.4-10.4] 1,246 1.9[0.8-4.5] 1552 1.3[0.7-24]
Body mass index = 28
Yes 486 5.9[1.2-31.4] 0.60 559  2.8[0.8-9.8] 0.58 631 1.0 [0.5-2.3] 032
Mo 1,267 2.5[1.1-7.4] 1,366 1.7[0.7-4.2] 1,654 1.5[0.8-2.7]
Selective exclusion®
Yes a5 ** MA 277 0.6[0.1-4.4] 0.42 596 1.3 [0.6-2.9] 0.98
No 1,687 3.1[14-7.1] 1,688 2.5[1.1-5.6] 1683 1.3[0.7-24]
n OR [95% Cl] Interaction P n OR [35%Cl]  Interaction P n OR [95% CI] Interaction P
Major mechanical complication 1,753 0.3 [0.1-0.8] 1,965 0.5[0.3-1.1] 2,285 0.5[0.2-1.4]
Use of ultrasound guidance
Yies A [0.2-5. . .8 [0.3-2. . 1100 1.8 [0.6-5.7] 0.007

ND 1,406 0.14[0.03-0.63] 204 0.4[0.1-1.6] 1185 0.14 [0.03-0.71]
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Skin antisepsis with chlorhexidine-alcohol versus povidone
iodine-alcohol, with and without skin scrubbing, for
prevention of intravascular-catheter-related infection (CLEAN):
an open-label, multicentre, randomised, controlled,
two-by-two factorial trial

Mivier Mimog, Jean-Christophe Lucet, Thomas Kerfome, fulien Pascol, Bertrand Sovweine, Véronique Gowdet, Alain Mercat, Liln Bousdrma,
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Jean-Frangods Timsit, for the CLEAN trial investigators®

Lancet 2015; 386: 206977
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| ORIGINAL ARTICLE

Effect of Daily Chlorhexidine Bathing
on Hospital-Acquired Infection

Table 2. Incidence of Hospital-Acquired Bloodstream Infections and Acquisition of Multidrug Resistant Organisms

(MDROS), MRSA,and VRE
Variable Intervention Period  Confrol Period P Value
Hospital-acquired bloodstream infection
No. of infections 19 165 0007
Incidence rate (no. /1000 patient-days| 478 6.60

Centrakcatheter-associated bloodstream infection

No. of infections il £3 0,004

Incidence rate (no, 1000 catheter-days) 135 130

N Engl J Med 2013:368(6):533-542
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Original Investigation | CARING FOR THE CRITICALLY ILL PATIENT
Chlorhexidine Bathing and Health Care-Associated Infections

A Randomized Clinical Trial

Analyses of primary

composite outcome
Intention-to-treat
As treated
Adjusted

Secondary outcomes

Figure 2. Effect of Chlorhexidine Bathing on Primary and Secondary
CDI
CLABSI
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