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10 

MEDICAZIONI	
  A	
  RILASCIO	
  DI	
  CLOREXIDINA	
  

BIOPATCH®	
  

Razionale: ridurre la contaminazione  
  ‘extraluminale’, ovvero da batteri 
  provenienti dalla cute circostante il sito di ingresso 
del catetere 

Tegaderm™	
  CHG	
  Dressing	
  

Medicazione con integrato un pad in gel trasparente a lento rilascio di  
Clorexidina CHG 

‘	
  	
  	
  Problema	
  Irrisolto…..’	
  
	
  	
  	
  	
  Nuova	
  Tecnologia	
  	
  

Hierarchy	
  of	
  Evidence*	
  

	
  	
  
Meta-­‐
Analysis	
  

Randomized	
  
Clinical	
  Trials	
  

Cohort	
  Studies	
  

Case	
  Control	
  Studies	
  

Case	
  Series	
  &	
  Case	
  Reports	
  

In	
  Vitro	
  Research	
  

*Research	
  Advocacy	
  Network,	
  2005	
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Key	
  Message:	
  	
  
CHG-­‐impregnated	
  dressings*	
  provide	
  
considerable	
  value	
  in	
  
reducing	
  CRBSI	
  and	
  catheter	
  coloniza4on	
  

	
  	
  
Meta-­‐Analysis	
  

Manuscript	
   Author	
   Key	
  Findings	
  

Chlorhexidine-­‐Impregnanted	
  Dressing	
  
for	
  Preven4on	
  of	
  Catheter-­‐Related	
  
Bloodstream	
  Infec4on:	
  A	
  Meta-­‐

Analysis	
  

Safdar	
  et	
  al	
   45%	
  CRBSI	
  rela4ve	
  risk	
  reduc4on	
  
48%	
  catheter	
  coloniza4on	
  risk	
  

reduc4on	
  

*Data	
  from	
  Timsit	
  et	
  al	
  included	
  in	
  meta-­‐analysis	
  

	
  	
  
Meta-­‐
Analysis	
  Randomized	
  

Clinical	
  Trials	
  

Cohort	
  Studies	
  

Case	
  Control	
  Studies	
  

Case	
  Series	
  &	
  Case	
  Reports	
  

In	
  Vitro	
  Research	
  

Key	
  Message:	
  	
  
Tegaderm™	
  CHG	
  gel	
  dressing	
  significantly	
  
reduced	
  the	
  risk	
  of	
  major	
  catheter	
  related	
  
infec4ons	
  and	
  catheter	
  related	
  bloodstream	
  
infec4ons	
  

	
  	
  
Meta-­‐
Analysis	
  Randomized	
  

Clinical	
  Trials	
  

Cohort	
  Studies	
  

Case	
  Control	
  Studies	
  

Case	
  Series	
  &	
  Case	
  Reports	
  

In	
  Vitro	
  Research	
  

Manuscript	
   Author	
   Key	
  Findings	
  

Randomized	
  Controlled	
  Trial	
  of	
  
Chlorhexidine	
  Dressing	
  for	
  and	
  Highly	
  
Adhesive	
  Dressing	
  for	
  Preven4ng	
  
Catheter-­‐related	
  Infec4ons	
  in	
  
Cri4cally	
  Ill	
  Adults	
  

Timsit	
  et	
  al	
   67%	
  reduc4on	
  in	
  major	
  catheter-­‐
related	
  infec4ons	
  	
  
60%	
  reduc4on	
  in	
  CRBSI	
  
Decrease	
  in	
  catheter	
  coloniza4on	
  
rate	
  at	
  catheter	
  removal	
  
Decreased	
  dressing	
  detachment	
  rate	
  
due	
  to	
  highly	
  adhesive	
  dressing	
  

Randomized	
  Clinical	
  Trials	
  

Key	
  Message:	
  
Low	
  levels	
  of	
  skin	
  flora	
  remain	
  viable	
  aber	
  
an4sepsis	
  with	
  CHG-­‐containing	
  skin	
  prep;	
  
Tegaderm™	
  CHG	
  gel	
  dressing	
  showed	
  
significantly	
  lower	
  bacterial	
  levels	
  	
  
	
  

Manuscript	
   Author	
   Key	
  Findings	
  

Suppression	
  of	
  regrowth	
  of	
  normal	
  
skin	
  flora	
  under	
  CHG	
  dressings	
  applied	
  
to	
  CHG-­‐prepped	
  skin	
  

Bashir	
  et	
  al	
  	
   CHG	
  gel	
  dressings	
  supressed	
  
bacterial	
  regrowth	
  at	
  7	
  days	
  and	
  
showed	
  a	
  significantly	
  lower	
  count	
  
than	
  the	
  CHG	
  disk	
  

Randomized	
  Clinical	
  Trials	
  

Key	
  Message:	
  	
  
Tegaderm™	
  CHG-­‐	
  releasing	
  transparent	
  dressing	
  
may	
  play	
  a	
  role	
  in	
  reducing	
  CRBSI	
  in	
  ICU	
  and	
  
non-­‐ICU	
  pa4ents	
  

	
  	
  
Meta-­‐
Analysis	
  Randomized	
  
Clinical	
  
Trials	
  

Cohort	
  Studies	
  

Case	
  Control	
  Studies	
  

Case	
  Series	
  &	
  Case	
  Reports	
  

In	
  Vitro	
  Research	
  

Manuscript	
   Author	
   Key	
  Findings	
  

Mul4-­‐centre	
  Randomized	
  Trial	
  on	
  the	
  
Efficacy	
  of	
  Chlorhexidine-­‐releasing	
  
Transparent	
  Dressing	
  in	
  Reducing	
  
Catheter	
  Related	
  Blood	
  Stream	
  
Infec4ons	
  

Scoppefuolo	
  et	
  al	
   64%	
  reduc4on	
  in	
  CRBSI	
  study	
  group	
  
	
  
36%	
  reduc4on	
  in	
  unscheduled	
  
catheter	
  removals	
  in	
  study	
  group	
  

Randomized	
  Clinical	
  Trials	
  

Key	
  Message:	
  	
  
Using	
  Tegaderm™	
  CHG-­‐containing	
  dressing	
  in	
  
daily	
  rou4ne	
  decreases	
  CLABSI	
  rates	
  in	
  ICU	
  
pa4ents	
  

	
  	
  
Meta-­‐
Analysis	
  Randomized	
  
Clinical	
  
Trials	
  

Cohort	
  Studies	
  

Case	
  Control	
  Studies	
  

Case	
  Series	
  &	
  Case	
  Reports	
  

In	
  Vitro	
  Research	
  

Manuscript	
   Author	
   Key	
  Findings	
  

Reduc4on	
  of	
  central	
  venous	
  line-­‐
associated	
  bloodstream	
  infec4on	
  
rates	
  by	
  using	
  a	
  chlorhexidine-­‐
containing	
  dressing	
  

S.	
  Scheithauer	
  et	
  al	
   75%	
  reduc4on	
  in	
  CLABSI	
  using	
  
Tegaderm™	
  CHG	
  
	
  
7-­‐day	
  durability	
  offers	
  fewer	
  
dressing	
  changes,	
  lower	
  cost	
  &	
  
minimizes	
  complica4on	
  risk	
  

Cohort	
  Studies	
  

Key	
  Message:	
  	
  
Tegaderm™	
  CHG	
  gel	
  dressing	
  is	
  preferred;	
  	
  offers	
  
costs	
  	
  
savings,	
  is	
  easy	
  to	
  use,	
  and	
  allows	
  for	
  
visualiza4on	
  	
  
of	
  inser4on	
  site	
  	
  

	
  	
  
Meta-­‐
Analysis	
  Randomized	
  
Clinical	
  
Trials	
  

Cohort	
  Studies	
  

Case	
  Control	
  Studies	
  

Case	
  Series	
  &	
  Case	
  Reports	
  

In	
  Vitro	
  Research	
  

Abstracts	
   Authors	
   Key	
  Findings	
  

Use	
  of	
  1-­‐Piece	
  Clorhexidine	
  Gluconate	
  
Transparent	
  Dressing	
  on	
  Cri4cally	
  Ill	
  
Pa4ents	
  

Pfaff	
  et	
  al	
   Nurses	
  prefer	
  the	
  	
  1-­‐pieceTegaderm™	
  CHG	
  
gel	
  dressing	
  vs.	
  compe44ve	
  CHG	
  sponge	
  and	
  
demonstrated	
  an	
  annual	
  cost	
  savings	
  with	
  
Tegaderm™	
  CHG	
  	
  

Use	
  of	
  CHG	
  on	
  Central	
  Line	
  Inser4on	
  
Sites:	
  Disc	
  vs.	
  Gel	
  Pad	
  Dressing	
  

Meninger	
  &	
  
Catudal	
  

Tegaderm™	
  CHG	
  was	
  rated	
  significantly	
  
befer	
  than	
  a	
  disk	
  for	
  applica4on	
  and	
  ease	
  of	
  
use,	
  also	
  allows	
  for	
  visualiza4on	
  of	
  inser4on	
  
site	
  

Case	
  Series	
  &	
  Case	
  Reports	
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Key	
  Message:	
  	
  
Tegaderm™	
  CHG	
  dressing	
  had	
  detectable	
  
an4microbial	
  
ac4vity	
  for	
  up	
  to	
  7	
  days	
  

Manuscript	
   Authors	
   Key	
  Findings	
  

An4microbial	
  ac4vity	
  of	
  a	
  chlorhexidine	
  
intravascular	
  catheter	
  site	
  gel	
  dressing	
  

Karpanen	
  et	
  al	
   Tegaderm	
  CHG	
  gel	
  dressing	
  demonstrated	
  rapid	
  
and	
  sustained	
  an4microbial	
  ac4vity	
  in	
  a	
  skin	
  
model.	
  	
  
The	
  release	
  of	
  CHG	
  from	
  the	
  dressing	
  increased	
  
with	
  4me,	
  but	
  the	
  dressing	
  kept	
  it’s	
  an4microbial	
  
ac4vity	
  for	
  at	
  least	
  7	
  days.	
  
The	
  results	
  suggest	
  that	
  the	
  performance	
  of	
  the	
  
gel	
  allowed	
  delivery	
  of	
  CHG	
  under	
  the	
  catheter.	
  	
  
The	
  sustained	
  release	
  of	
  CHG	
  may	
  reduce	
  the	
  
microbial	
  load	
  at	
  the	
  catheter	
  inser4on	
  site,	
  
thereby	
  reducing	
  the	
  risk	
  of	
  catheter-­‐related	
  
bloodstream	
  infec4ons.	
  

In	
  Vitro	
  Research	
  

	
  	
  
Meta-­‐
Analysis	
  Randomized	
  

Clinical	
  Trials	
  

Cohort	
  Studies	
  

Case	
  Control	
  Studies	
  

Case	
  Series	
  &	
  Case	
  Reports	
  

In	
  Vitro	
  Research	
  

HIS  Conf 2012  
“Infection” – Q2 2013 

STATUS 

FINALIZED 

FINALIZED 

J.-F. Timsit 

T. Elliott I 

FINALIZED T. Steinfeldt 

OUTCOME 

HIS  Conf. (UK) 2010 
Published JAC 2011 

Oral Presentations at ICAAC and ESICM 2012 
Published ARJCCM 2011 

HAI Berlin 2012 
Presented as poster  

Settings 

LAB 

RCT-ICU 

Anestesiology 

FI
NA

LI
ZE

D FINALIZED S. Lemmen ICU 

Interim Anal. 
SEP 2012 M.Pittiruti AVA (?) RCT ICU & non/ICU 

S. Lemmen  II FINALIZED Internal Safety data Neuro-surgery  
Pilot 

P. Ramirez FINALIZED Pilot/Biofilm 
ICU patients 

P. Eggimann FINALIZED 2014 – JAMA/LANCET/ANN INTERN MED ICU 

CEA - TCHG FINALIZED ISPOR EU Conf. 
Manuscript submitted to MDM 

Statesia 
Outcomerea 

Preliminary results : oral present. SOCMIC (SP): 
JHI or AJIC; Poster(s): ECCMID, ICCAC 

2014 – to be submitted 

Body	
  of	
  Clinical	
  Evidence	
  for	
  Tegaderm™	
  CHG	
  is	
  
Expanding	
  	
  

epic3:	
  Na4onal	
  Evidence-­‐Based	
  Guidelines	
  for	
  
Preven4ng	
  Healthcare-­‐Associated	
  Infec4ons	
  in	
  NHS	
  
Hospitals	
  in	
  England	
  

Published	
  response	
  from	
  West	
  European	
  KOLs	
  to	
  the	
  epic	
  3	
  recommendaQon:	
  
“…It	
  is	
  important	
  to	
  recognize	
  that,	
  not	
  only	
  chlorhexidine	
  gluconate	
  (CHG)	
  sponges	
  but	
  
also	
  CHG	
  gel	
  dressings	
  have	
  been	
  proven	
  to	
  be	
  effec4ve	
  in	
  reducing	
  the	
  risk	
  of	
  catheter	
  related	
  
infec4ons	
  in	
  both	
  recent	
  experimental	
  and	
  randomized	
  controlled	
  trials.	
  As	
  men4oned	
  in	
  the	
  	
  
guidelines,	
  both	
  devices	
  are	
  effec4ve	
  and,	
  at	
  least,	
  halved	
  the	
  risk	
  of	
  major	
  catheter-­‐related	
  	
  
infec4ons	
  and	
  catheter-­‐related	
  bloodstream	
  infec4ons	
  of	
  short-­‐term	
  vascular	
  access	
  catheters.”	
  15	
  

INS	
  –	
  Standards	
  of	
  Prac4ce	
  -­‐	
  2011	
  

Vascular	
  Access	
  Device	
  Site	
  
Care	
  and	
  Dressings	
  Changes	
  
“The	
  use	
  of	
  CHG-­‐
impregnated	
  dressing	
  with	
  
short-­‐terms	
  CVADs	
  should	
  
be	
  considered	
  in	
  pa4ents	
  
older	
  than	
  2	
  months	
  of	
  age	
  
as	
  an	
  addi4onal	
  catheter—
related	
  bloodstream	
  
infec4on	
  preven4on	
  
measure”	
  

Key	
  Point:	
  
CHG-­‐

impregnated	
  
dressings	
  
should	
  be	
  
considered	
  

for	
  
bloodstream	
  
infecQon	
  
prevenQon	
  

	
  

Center	
  for	
  Disease	
  Control	
  –	
  Preven4on	
  of	
  
Intravascular	
  CRI	
  –	
  2011/13	
  

CDC	
  Guidelines	
  for	
  the	
  PrevenQon	
  of	
  
Intravascular	
  CRI,	
  2011	
  (p13)	
  

CDC	
  Checklist	
  for	
  PrevenQon	
  
of	
  CLABSI,	
  	
  

Key	
  
Point:	
  

CDC	
  Catheter	
  
Site	
  Dressing	
  
Regimen	
  
Guidelines	
  

&	
  
	
  CDC	
  Checklist	
  
for	
  PrevenFon	
  
of	
  CLABSI	
  	
  
Include	
  the	
  

use	
  of	
  
chlorhexidine
-­‐impregnante	
  
dressings	
  	
  

SHEA/IDSA	
  Prac4ce	
  Recommenda4ons	
  –	
  CLABSI	
  
-­‐	
  2014	
  

Key	
  Point:	
  
Special	
  

approaches	
  to	
  
prevent	
  
CLABSI	
  

include	
  the	
  
use	
  of	
  

“chlorhexidin
e-­‐containing	
  
dressings”	
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UQlizzo	
  corre\o	
  delle	
  medicazioni	
  con	
  	
  
Rilascio	
  di	
  Clorexidina	
  	
  

TEGADERMTM	
  CHG	
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