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Disclosures

Conducting clinical studies in which participating hospitals and 
nursing homes receive contributed antiseptic product from 
Sage (Stryker), Molnlycke, 3M, Clorox, Medline, and Xttrium

Sage Products and Molnlycke contributed products to the 
participants of the ABATE Infection Trial

Contributing companies have no role in the design, conduct, 
analysis or publication of these studies.



Trial Design

 2-arm cluster randomized trial

 53 HCA hospitals and 194 adult non critical care units

 Includes: adult medical, surgical, step down, oncology

 Excludes: rehab, psych, peri-partum, BMT

Arm 1: Routine Care

 Routine policy for showering/bathing

Arm 2: Decolonization

 Daily CHG shower or CHG cloth bathing routine for all patients

 Mupirocin  x5 days if MRSA+ by history, culture, or screen

ABATE Infection Trial
Active Bathing to Eliminate Infection 
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Primary Outcomes

• Unit-attributable clinical cultures with MRSA and VRE

Additional Outcomes

• Bloodstream infections: all pathogens

• Bloodstream contaminants

• Unit-attributable clinical cultures with GNR MDRO

• Unit-attributable clinical cultures with C. difficile 

• Urinary tract infections: all pathogens

• 30 day readmissions (total and infectious)

• Emergence of resistance (strain collection)

• Cost effectiveness

Outcomes
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Nov 2012 –
Feb 2013

• Recruitment

•Eligibility
Surveys

Apr – Sept 
2013

• IRB 
Ceding

Nov 2013

•Randomi
-zation

Mar 2014

•Arm 2 
Site 
Training

Apr – May 
2014

•Phase-in     
(Arm 2)

Jun 2014

• Interven-
tion Start

Feb 2016

•End of 
Trial

Trial Timeline





Top 3 Lessons Learned



Pragmatic Trials

• Very large datasets

• Complex data

• Assessments for variation

• Resolution of hospital changes (unit names, unit 

opening/closing, patient population changes)

General Underestimation

• Grant review committees

• Clinicaltrials.gov

• Investigative team

#1: Data Cleaning & Validation
Takes Time
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Post-Trial Timeline



ABATE Infection Pragmatic Trial

• 53 hospitals, 194 units

• 12-month baseline, 21 month intervention

Scope

• ~530,000 patients

• ~1.3 million attributable days

• Raw dataset: 20 million records, 483 million data elements

• Cleaned to analytic dataset: 50 million elements

Data Cleaning & Validation Scope
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#2 Manual Compliance Tracking
Can Work

• While functional electronic solutions are better, manual 
processes can be invaluable

o Electronic solutions take time

o Electronic solutions may not be successful

• Instituted manual process for compliance checking with 
standardized form

o Daily checks till ≥85% compliance then once/week check

o Greater action/engagement than back end pull

o Need feedback

• Number of unit compliance reports submitted: 7,933
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Quarterly Staff and Patient
Compliance Assessments
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# Completed: 1,469 # Completed: 1,251



#3 Pragmatic Trials Create
Ready Implementation Tools

• Dissemination tools ready for launch (edit away logo)

o Computer based training for HCA system

o Flyers and training documents

o FAQs

o Video
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Posted Flyers
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FAQs and Talking Points

Ready Hand Outs
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• Plan extensive time for data cleaning and validation 

• Manual compliance reviews are possible and can be helpful

• Pragmatic trials yield implementation tools for dissemination

Top Lessons Learned
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Questions?
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