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Preventing Healthcare-Associated Infections

e 1.7 million US hospital-associated infections/year 1
e Most outside of ICU

 Many infections from body’s own bacteria
— Skin, gut, nose

— Methicillin resistant Staphylococcus aureus (MRSA)
e Body decolonization reduces ICU infections 2

— Disinfectant soap (chlorhexidine (CHG))

— Nasal ointment (mupirocin)

e Strategies need for non-ICU settings

1 Klevens M et al. Pub Health Rep 2007;122:160-6
2 Huang SS et al. REDUCE MRSA Trial. IDWeek 2012




Comparative Effectiveness of
Quality Improvement (Ql) Interventions

 Hospitals make facility-wide changes for perceived
improvement to patient safety, quality

— products, processes, protocols, formularies
e Often Ql precedes science
e Culture, peer support is a critical part of the success of Ql

 Pragmatic trial
— Comparative effectiveness of current Ql processes
— Whole hospitals randomized = hospital units same intervention

— Uses Ql implementation, training, adherence infrastructure




ABATE Infection Project
Active Bathing to Eliminate Infection

Purpose
Large scale pragmatic trial to assess the value of chlorhexidine
bathing and nasal decolonization in reducing hospital-associated
infections in non-critical care units

Planning Year Aims
e Recruit 50 hospitals for a 2-arm cluster randomized trial

e Obtain IRB approval /reliance at each site

e Standardize and collect baseline data
 Develop educational materials, electronic modules for the trial



ABATE Infection Project
Active Bathing to Eliminate Infection

Trial Design
e 2-arm cluster randomized trial
e 50+ HCA hospitals and their adult non critical care units

Arm 1: Routine Care
e Routine policy for showering/bathing

Arm 2: Decolonization
e Daily CHG shower or CHG cloth bathing routine for all patients
e Mupirocin x5 days for those MRSA+ by history or screen




Hospital Units Eligibility

* Eligible units include:

— Adult medical, cardiac/telemetry, mixed medical/surgical,
surgical, orthopedic, step-down, oncology units

e Ineligible units include:

— Dedicated units for bone marrow transplant, labor and
delivery/post-partum care, psychiatry, acute rehabilitation

— Pediatric units




Hospital Units Eligibility

e Additional Exclusion Criteria
— Age <12
— Units already performing routine CHG bathing

— Units with more than 30% of MRSA patients receiving
decolonization regimen




Outcomes

Outcomes obtained from the HCA data warehouse

Key Outcomes
e Clinical cultures with multi-drug resistant organisms

Additional Outcomes
e Bloodstream infections: all pathogens
e Urinary tract infections: all pathogens
e |Infectious readmissions

e Emergence of resistance (strain collection)
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Hospital Recruitment

Hospital Corporation of America (HCA)
165 US Hospitals, 15 Divisions, 3 Groups

Recruitment Efforts

Endorsed by corporate HCA

2 recruitment webinars (200+ hospitals each)
Divisional meetings

Corporate CMO/CNO webinars

Direct contact with infection prevention programs
Direct contact with participants of previous ICU trial
Large internal effort by HCA Co-Investigators




CALL FOR PARTICIPATION:
ABATE INFECTION TRIAL

Active Bathing to Eliminate Infection
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FREQUENTLY ASKED QUESTIONS

ABATE Infection Project

Active Bathing to Elminate infection
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Hospital Recruitment

Response

e Time to completed enrollment form

# Hospitals % Total Recruitment Duration
14 25% 4 business days
29 50% 7 business days
43 75% 9 business days
56 100% 11 weeks

e 218 Non-Critical Care Adult Units




Determining Eligibility
Enrollment Form: hospital contacts 56 _

Survey Access

Facility Survey: hospital info, units 56

Unit Surveys: volume, practices 56

Letter of Participation: CEO signs 50
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Unit Survey
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Hospital Recruitment

56 Hospitals — all eligible

15 states, average annual admissions 11,833

218 adult non-ICUs
47% medical, 36% surgical, 17% medical/surgical

Quartile # Beds LOS
25% 20 3.9
50% 30 4.6
75% 36 5.4
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Institutional Agreements

3-Way Memorandum of Understanding
e Hospital Corporation of America
e University of California Irvine

e Harvard Pilgrim Health Care

Data Use Agreement
e Data from centralized HCA Corporate Data Warehouse
e Data accessed and analyzed behind HCA secure firewall
e Summary level results transferred to analytic center




Centralized IRB

Harvard Pilgrim Health Care = central IRB
e Sept 2012 approved for UH2 year, baseline data
e Feb 2013 approved for full trial

Reliance Agreements
e 41 of 56 hospitals have agreed to cede to Harvard
— Requires site champion, human subjects training, FWA
- 8 completed all documentation
e 15 of 56 hospitals pending decision to cede
e 2 hospitals pursuing own IRB




IRB Efficiencies

Prisoners may be admitted to trial hospitals

Prisoner Representative
e Harvard IRB does not have a prisoner representative
* One HCA hospital will provide this service
e Harvard will rely on that hospital for this requirement
(as permitted under 45 CFR 46.304(b))




Informed Consent

Waiver of Documentation of Informed Consent
e Granted by Harvard IRB
- Minimal risk
- Evaluation of quality improvement programs
- Population impact due to contagion

 Requirement of informative sign in each patient room




FOR YOUR INFORMATION

Our hospital is dedicated to improving medical care for its
patients. We are currently participating with 57 other US
hospitals in an ewvaluation of 2 different approaches to
protect patients from highly antibiotic-resistant bacteria.
Both approaches are already being used in U3 hospitals,
but it is not known whether one method is better than
another. Units in this hospital are providing screening and
infection control precautions for patients who harbor
certain antibiotic-resistant bacteria to reduce the risk of
infection in the rest of the patient population. This practice
has been in place in this hospital for several years, and we
are now conducting a formal evaluation of this approach.
Data from this unit population as a group will be used in
this assessment. Mo individual patients will be identified.

This research is funded by the National Institutes of
Health. If you have a question or want additional
information, please talk to your nurse.

" ABATE
Qfeninn Project

FOR YOUR INFORMATION

Cur hospital is dedicated to improving medical care for its
patients. We are currently paricipating with 57 other LIS hospitals
in an evaluation of 2 different approaches to protect patients from
highly antibiotic-resistant bacteria. Both approaches are already
being used in US hospitals, but it is not known whether one
method is better than another. Units in this hospital are routinely
providing patients with anti-bacterial baths and nasal cintment to
remove these bacteria and reduce the risk of infection in our
patients.

All patients will receive daily bathing with anti-bacterial soap or
cloths. Patients who harbor certain antibiotic-resistant bacteria will
also receive twice-a-day treatment in the nose with a topical
antibiotic ointment. The cloths contain an antiseptic agent that
has been used for skin cleansing in hospitals for many years and
is available owver the counter at your local drugstore. Both
products are approved by the FDA and are extremely safe. If vou
hawve a history of sensitivity or allergy to either product, they will
not be used. Data from this unit population as a group will be
used in this assessment. Mo individual patients will be identified.

This research is funded by the Mational Institutes of Health. If you
hawve a guestion orwant additional information please talk to your
nurse.
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Baseline Strain Collection



Concern for Resistance

Universal decolonization in non-ICU settings
 Concern for emergence of resistance

* Pre and post strain collection

Resistance
e 4-7% to mupirocin among MRSA strains, variable
* Negligible for CHG = case reports in select bacteria
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Microbiology Laboratory Survey

Hospital Corporation of America

PRIMARY Contact — ABATE Study Team
ABATEstudvfbgmall com

Study HalpLinz: (617) 509-4141 —for Laboratory Survay raidiad quastans
SECONDARY Contacts —Haepital Corporation of Amarica
JE3 Moody, ME, SM{ASCH)

Cinical Clrackor

Infctan PravaTion and Efdamidogy

Julia MoodvhHT Ahastihcars com

{615} 3841522

Ed Saptmus, MD, FACF, FIDSA, FEHEA

Meadical Diraciar

Inf2ctan Pravanian and Egidamidiogy

Edward SacbmusfHT Ahagihcara com

{251} T1agaad

Chvis Susha, MEHA, MT{ASCT)

Diraciar of Lan and imaging

Chiistoghar BushaHC AN TGS 2.00m
{518} 381727

Hospidl Corporafion of Amarica (HCA) has parinarad with acadamlc bmvestigaiws fundad by
Natondl InsTiules of Haath 1 conducl 3 dustarrandamizad widl of HOA haspias 10 assass
e dinical afechvaness Of J2COOMZaton I noHICU s2tings, whara ™e maanty of
nascaraassociaiad Infactans (HAK) now ocowr. TRES ¥ will provide 3 arfficaly neadad
VaETan of JecolNiZatan 10 raduca hospial IMRchan risK and mRcous raadmissians in
naxly 3l hospilaizad patams. 0 will prnida assamisl Wmonmatan fa dsiamming winainar
rouine decalanizaton fwough daly bahing with chiarhexidoe shoud become standard
pracice.

In s i, ha micratialogy Laordiory of pIricpatng hospEtEs Wil nesd ha b2 angagad W
mmmmymuamammumnmm

QY L3oraory Wl rovids Sandardizad rapartng 1 3
mmnmmwmmpmuwumummuceumm
which cancludad succasshilly In Saplambar 2011,

This survay will prowide Empariam brfarmation aboul parficipating micrabialogy Eabaratarias In
2 ABATE Iinfaction Trial

ABATEInfection Projact - L sb Survaey 2

The pupos2 of Tis Miaroblalogy Labarglory Survey k5 o assess warkabon In microbhology
procedures and reporting of resulls across laboralaries of polential dial hospial parBicipants.
This uprant effarl will dlow Us fa ansire raparting of y data kT
HTA caniral dals warshouse for slachronic refiieval of siudy data. W anlicipale This will alsa
haip infanm angaing HCAwKI2 2fiarts 10 sandardiza fasuits and rapartng.
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& [ Parson Completng Savey | TG iR ]
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[ Contac Phane Himbenemal |

[ Hest Way to Contact |

[ - a]
1 = s ]
=]
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faciit=s Ested abaws? Maasa Indude anly Inpatiant cuturss.

# ¢ Blood Cultures| # of Urine Cultures |

Facity Nama Procossed In 2011 | Processed In 3011

& How many inpatient MRSA sorsaning tests did s micrati@ogy I3Dor3lary procass In
2011 {Jamary-Dacambar)?
# of Screaning Culturss Procasssd |
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o
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ABATE Microbiology Lab Launch Timeline

Dec-Jan 2012 Jan-Feb 2013 Feb-Mar 2013

Check micro data Supplies & toolkits
fomplete 4 anvey streams in HCA data shipped to labs
warehouse

Begin shipping baseline
strains to central lab at
Rush University



ABATE Lab Strain Collection Timeline

Mar 2014
Feb 2013 Mar 2013 - Oct 2014 m Nov 2014

12-month 8-month 12- month
Lab BASELINE Collection Refresher INTERVENTION

Coaching Call COLLECTION “Break" Coaching Call COLLECTION




ABATE Lab Strain Collection Toolkit Binder

BATE

Infection Project

-

ABATE Strain Collection

Microbiology Lab Toolkit Binder

ABATE Lab Coordination Team Contact Information:

Email: ABATEstudy@gmail.com Phone: (617) 509-4141

i TR

ABvAATE e el ABATE Strain Collection

e . A ABATE Strain Collecti
letechon Prosect STEP-BY-STEP IN OReGHOn.
A K STRUCTIONS STEP-BY-STEP INSTRUCTIONS

tep 1: ldenti' y and Record MRSA+ Strains & Select GNR's on Collection Log Sheet

Preparing for Isolate Storage, Subeulture & Shipment

A. Place HCA Patient Demographic label onto Log Sheet (pictured below)
MRSA & GNR COLLECTION LOG SHEET
e Smtans TiPe]

» Remember, please plan ta prep is

y shipments, on or before Wi Y o the shipping week
A. Subculture lsolates
1. Place matching study ID sticker onto purity of ehromogenic agar plate
2. Store in &' refrigeratar in a plastic bag wntl subxulture
3. Remove purity plate or chramogenic agar plat

4. identify 3.5 welkisolated colonies of

Place 3 unique study 1D sticker onto log sheet (pictured below)

3 : isolate per plate| = s
MRSA & GNR COLLEGTION LOG SHEET { agar plate (one solate per plate]
Ly e i ey ity e

CE eca T SpECmEN
6. Incubate plates at 35°C far 16-24 1

B. Transfer Subcultured Blood Agar 1501t

1. Streak 3-5 well-isolated ¢
stant (pravided by the ARAT

2. Place final matching study 10 st

C. Indicate organism 1D, type (surve
Meditech Unit Code 3. Make sure sants are koosely

MRSA & GNR COLLEC
Setutn haes

HCABATENT

4.tncubate chocolate agar slarts at 35



1)

2)
3)
4)
5)
6)

As received

clear plastic Biohazard Bag,

white Secondary Biohazard envelope
Saf-T-Pak shipping box

bubble wrap for slants

absorbent sheet

Pre-paid & pre-addressed FedEx slip

Assembled

Please make sure ‘BIOLOGICAL
SUBSTANCE, CATEGORY B’ is
checked
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ABATE Monthly Strain Collection
& Active Bathing to Eliminate . . .
. Infection Project "™e<ton Profet and Shipping Overview

STEP 1: IDENTIFY & RECORD STRAINS
(A) Collect up to 20 /month (B) Fill out Strain Collection
10 MRSA+ & 10 select GNR Log Sheet
"
STEP 2: SUBCULTURE & STORE

(A) Assign study ID & (B) Subculture and transfer to
subculture isolates chocolate agar slants

STEP 3: SHIP TO RUSH UNIVERSITY l

(A) Prepare Saf-T-Pak : C) Fax the fully-

M ET (B) FedEx Saf-T-Pak to identified Strain
2. De-identified log sheet Rush University Collection Log Sheet

3. Shipment packing list to HCA

FAX: 1-866-947-4620
Attn: Julia Moody, MS SM (ASCP) Clinical Director,
Infection Prevention Clinical Services Group, HCA
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Baseline Data Streams



Data Streams

Data Sources
e HCA Data Warehouse
e Meditech

Baseline Data Streams
* Nursing Queries
e Admission Discharge Transfer (census by unit)
e Administrative
e Pharmacy
e Central supply
e Financial
 Microbiology




Data Streams

Data Sources
e HCA Data Warehouse
e Meditech

Baseline Data Streams
 Nursing Queries
e Admission Discharge Transfer (census by unit)
e Administrative
e Pharmacy
e Central Supply
e Financial
e Microbiology




Bathing Query

Health System Partnership
e Little known about patient bathing in non-ICUs
e Preliminary data suggests 15-20%/day

Building a Bathing Query
e HCA IT resources
e Corporate-wide daily nursing query
* Tailored for ABATE Infection Project participants




HCA Nursing Bathing Query

Daily screens = monthly reports, more detailed inquires
Launched mid-February

f
B1/16 1523 SIS

Bath in 249 hours
1 Ho bath

Z Baths/Shouer uith CHG includes pre-surgical bathing
3 Bath/Shouer uithout CHG

;ﬁi’

\JBBEE9196868 SCOTT,SCOTT

x|

\JBBBE9196868 SCOTT,SCOTT

B1/16 1523 SHS

Reason for no bath (Opt) Free text any other reasons
1 Patient asked.but refused
Z Patient schedule/procedur
3 HD request nedical reason




Microbiology Standardization

Current Standard
 Microbiology labs wide range of acceptable resulting
e 4 acceptable resulting methods in Meditech
e 1 provides easiest data capture

Complexities
 Micro data has multiple data streams
e One culture 2 multiple organisms
e Each organism —=2>susceptibility profile
e Urine culture outcomes require bacterial colony count




Microbiology Standardization

- Preferred Resulting Method by Hospitals

Complete Use Partial Use No Use Total
# % # % # % # %
Prior 23 41% 28 50% 5 9% 56 100%
Current 42 75% 10 18% 4 7% 56 100%

Corporate Deadline for Standardization: March 1, 2013




Data Plans for Randomization

Stratified randomization options
e Volume

e Baseline outcome rates

e Baseline allowable product usage
e Case mix

Achieving balance and mitigating imbalance
e Critical importance of baseline period

e Simulating scatter of potential draws by randomization




Summary & Next Steps

UH2 Aim 1: Recruitment
e 50 hospital target met = 56 hospitals enrolled

UH2 Aim 2: IRB
e Centralized IRB approval received for full trial
 Individual hospitals =2 14% approved, >90% ceding

UH2 Aim 3: Baseline Data & Strain Collection
e Launched on target, on time (March 1)
e Data accessed, initial checks complete, ongoing checks

UH2 Aim 4: Trial Educational Materials
* |In progress, foundation from prior trial
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