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ABATE Infection Trial
Active Bathing to Eliminate Infection

Trial Design
e 2-arm cluster randomized trial
e 53 HCA hospitals and 194 adult non critical care units
e Includes: adult medical, surgical, step down, oncology
e Excludes: rehab, psych, peri-partum, BMT

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 if MRSA+ by history, culture, or screen



Number of Units

1-2

3-4

5-6
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ABATE Infection Trial Sites

53 Hospitals

Arm 1 Routine Care

Arm 2 Decolonization




Outcomes

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




Trial Timeline

Nov 2012 Apr Sept
Feb 2013 2013

Nov 2013

Apr May
Mar 2014 2014 Jun 2014 Feb 2016

e Randomi eArm 2 ¢ Phase-in e Interven- ¢ End of
-zation Site (Arm 2) tion Start Trial
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Prior Lessons on Dissemination

REDUCE MRSA Trial: Decolonization in ICUs
e 37% reduction in MRSA clinical cultures
e 44% reduction in bloodstream infections

Post-Publication Response
* Protocol inquiries
* Detailed implementation issues not in paper
o Compatibility issues
o Safety details
o Making the case

* Alternative product questions
N Engl J Med 2013:368:2255-2265
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Scientific Rationale

Scientific Rationale
The Burden of Health Care-Associated Infections

Health care-associated infections (HAIs) are a significant cause of illness, death, and excess
costs in all health care settings. They affect 1 out of every 20 hospital patients at any given
time.” Some of the most serious HAls are those that involve the bloodstream. HAls also prolong
hospitalizations and lead to readmissions.>3* Finally, patients with HAls incur large costs, with
average direct medical costs of approximately $500-$1,000 per urinary tract infection and
$10,000-520,000 per surgical site infection, central line-associated bloadstream infection, or
pneumonia, all of which can be serious enough to incur bloodstream infection.”

Importance of the MRSA Subset of HAls

MRSA is arguably the most impaortant single pathogen in health care-associated infection when
accounting for virulence, prevalence, diversity of disease spectrum, and propensity for
widespread transmission. %%

Among HAls in 2009-2010, S. aureus was the most common cause of health care-associated
infections.? Also, it is the most common cause of ventilator-associated pneumaonia and surgical
site infection and the second most common cause of central-line associated bloodstream
infections.™ Notably, two-thirds of 5. aureus HAls were due to MRSA.,

Pathogenesis and Preventability of Health Care-Associated Infections

The largest fraction of HAls are caused by bacteria, such as MRSA, that reside on the skin and in
the nose and gain access to the bloodstream, lungs, and bladder by way of devices and incisions
that breach normal host defenses. These bacteria may be the patient’s normal flora, or they
may be new, often antimicrobial-resistant organisms acquired during hospitalization. Current
evidence and expert opinion suggests that 65-70 percent of catheter-related bloodstream and
urinary tract infections may be prevent::able.11




Appendix A. Steps for Implementing
Universal Decolonization

Assess the quality of the evidence and the need for intervention

Decision to adopt Universal ICU Decolonization per REDUCE MRSA Trial

Consider intervention scope across adult ICUs

Assess timing of intervention and elements of provided protocol

Garner institutional support from key stakeholders

Identify physician and nursing champions for each participating ICU

Finalize protocol and obtain committee approval

Set launch date, stock product, and address compatibility issues

Education and training

Assess adherence and impact
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Common Stakeholder Questions

Common stakeholder questions regarding universal decolonization should be anticipated.
These include the following:

¢ What is the evidence for universal decolonization?
See Appendix B.

e What is the hospital’s need for this intervention?
See earlier section on assessing the need for the intervention. The response to this
question should include consideration of hospital rates of MRSA and bloodstream
infection, national guidelines, regulation, and any relevant State legislation.

e What is the cost of this intervention and how is it justified?
See the earlier section on developing a business case.

e Who is supportive of this intervention?
Be prepared to demonstrate support from key stakeholders as described above.

* |s universal decolonization just about reducing MRSA?
No. In fact, the REDUCE MRSA Trial found that the best strategy for reducing
bloodstream infections due to all pathogens was universal decolonization consisting of



Appendix D. Universal ICU Decolonization
Nursing Protocol

The following is a nursing protocol for adult ICUs implementing Universal Decolonization. The
REDUCE MRSA Trial found a 44 percent reduction in all-cause bloodstream infections and a 37
percent reduction in MRSA clinical cultures when using this protocol as it is written.
Modifications to this protocol may be done; however, variations may not achieve the same
results as in the trial.

Key Elements

1. Daily chlorhexidine (CHG) bathing for duration of ICU stay.
2. 5-day mupirocin administration during ICU stay.
3. Cessation of ICU screening (if not required by law).

Detailed Protocol
Far each adult ICU patient, each day:

1. Stop admission ICU screening (if not required by law).
2. Determing if any CHG exclusion criteria exist.
a. CHG allergy.
3. Determine if any mupirocin exclusion criteria exist.
a. Mupirocin allergy.
b. Masal packing or physical inability to use mupirocin.
4. Bathe patient with CHG daily, starting on day 1 of ICU admission, for entire ICU stay.
5. Administer mupirocin to patient twice a day, starting on day 1 of ICU admission, for 3
days or until ICU discharge {if prior to 5 days).
B. If patient is readmitted, restart the protocol for both CHG and mupirocin.
7. Stop protocol upon discharge or transfer from the ICU.



Frequently Asked Questions
by Staff

Decolonization

1.

What is Universal Decolonization?

Your ICU will be decolonizing all patients with mupirecin and CHG. This will include applying
nasal mupirocin twice daily for 5 days. You will be using CHG for all bathing needs (below the
jawline) for the entire ICU stay.

Do MRSA-negative patients receive decolonization?

MR3A-negative patients should also receive mupirocin and chlorhexidine. Prior ICU policies for
preoperative patients should remain as before. This decolonization protocol applies to ALL ICU
patients, regardless of their MRSA status.

Should the protocol continue to be applied to ICU patients who are temporarily transferred
out for radiologic or surgical procedures?

Yes. The protocol should continue for patients being transferred for procedures in radiology
and surgery. Mupirocin and the daily CHG bath can be applied during the time when the
patient is physically in the ICU. In the event the patient is incontinent and being sent to
radiclogy, communicate that the patient is on this intervention and, if needed, use the
standard clean up available in radiclogy (i.e. barrier cloths) and upon returning to the ICU use
the protocol for incontinence clean up.

Some ICU patients leave the ICU for a short time and return in less than 24 hours. When
these patients return, does the mupirocin 5-day regimen pick up where they left off (e.g.,
Day 3) or start over at Day 17

The protocol begins anew for each readmission, regardless of the duration of absence.

Does Universal Decolonization affect the use of chlorhexidine for preoperative bathing?
Mao. If your hospital already has a policy for preoperative bathing with CHG, then this practice
should continue.

Does Universal Decolonization affect the use of skin preps before a surgical procedure?
Mo. Standard skin preps prior to a surgical procedure or for a bedside procedure should be
utilized on patients. Presurgical or preprocedure preps with CHG plus alcohol or an iodophor-
based solution plus alcohol are considered the standard of care.

Some of the ICU patients can perform their own bed bath, What should be used and can the
patient do it themselves?
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* Use chlorhexidine (CHG) baths in place of daily bathing with soap and water.

» Massage firmly into skin to bind skin proteins and prevent bacteria for 24 hours.
* Give CHG baths every day for entire ICU stay.

* Use nasal mupirocin twice a day for 5 days of ICU stay.

* Only use CHG-compatible lotions.
* Restart entire protocol for readmitted ICU patients.
* (lean 6 inches of tubing closest to body.

* Use over superficial wounds, including stages 1 and 2 decubitus ulcers.

DON'T

Do NOT use above jawline.

* Do NOT rinse or wipe off CHG. Let air dry.

# Do NOT flush CHG cloths (discard in trash, not toilet or commode).
* Do NOT continue protocol after ICU discharge.

* Do NOT include patients who are allergic to mupirocin and/or CHG.



Universal ICU Decolonization Protocol
for CHG Bathing

+ Chlorhexidine gluconate {CHG) replaces routine bathing for entire ICU stay.

Do NOT use soap below the jawline, Certain scaps and lotions can inactivate CHG.
Only use CHG-compatible lotions andior barrier products.,

+ Digpose of all cleths in the trash. Do NOT flush.

BATHE WITH CHG USING FIRM MASSAGE TO REMOVE BACTERIA

L

INCONTINENCE: LINES AND TUBES:
¢ Clean with chux and water, NOT soap. # CHG is safe on lines, tubes, and
davices.
i .

s Then bathe with CHG cloths, air dry. » Bathe with CHG right up to dreseing.
s Use as many CHG cloths as needed. e Okay to bathe over occlusive
s Apply CHG compatible barrier. dressings.

» After bathing skin, clean 8 inches of
= Repeat throughout the day, as needed. tubes/Foley nearest patient.

OMLY USE CHG CLOTHS BELOW THE JAWLINE

o Meck, shoulders, and chest.

o Both arms and hands.

o o e Abdomen then groin and perineum. o
e ° Right leg and foot.
o Left leg and foot. o

“ e Back of neck, back, and then buttocks,

Skin may feel sticky for a few minutes.
Do NOT wipe off, Allow to air dry.

Frant Back




Universal ICU Decolonization
Just in Time Training

STOP all admission MRSA screens unless screening is required by law or surgical protocol.
Continue to place patients known to be MRSA-positive in contact isolation.
3. Decolonization Protocol:
* Mupirocin cintment twice a day for 5 days only.
* Chlorhexidine {CHG) bathing cloths for ALL bathing needs for entire ICU stay.
# Decolonization stops when patient is discharged or transferred out of the ICU.
* |f readmitted or transferred to a participating ICU, protocol begins anew.
4. How to Bathe:
+ You should be assigned an RN trained on the universal decelonization protocel for
bathing to oversee this process (buddy system).
= A CHG bathing wall poster is posted in each ICU room (see image below).
= Only use CHG cloths below the jawline.
= Let air dry. Do NOT wipe or rinse off.
= Do NOT flush cloths. Discard in trash.
s Do NOT use soap (can inactivate CHG).
+ For incontinence, clean debris with chux (water if needed), cleanse with CHG cloth, and
then use CHG-compatible barrier product.

Uniwarsal ICU Decolonization Protocod
For CHG Bathing
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Appendix F. CHG Bathing Skills Assessment

Please record your observations when monitoring a patient being bathed with CHG.

Observed CHG Bathing Practices

Please circle your answer:
M Cleanses entire neck area well including skin folds and around lines.
Massages skin firmly with CHG cloth to ensure adequate cleansing .
States rationale for not using soap below jaw line at any time.
Uses all six cloths and more if nesded.
Cleans armpit and back of knee well.
Cleans in between toes and fingers.
Cleans between all folds in perineal and gluteal area.
Wipes occlusive and semi-permeable dressing with CHG cloth.
Cleans tubing, lines, and drains closest to body (after emptying drains).
Bathing is completed with no skin below jaw line missed.
M NfA Uses CHG on superficial wounds, rash, and stage 1 & 2 decubitus ulcers.
M NfA Uses on closed surgical wounds.

M Allows to air dry/does not wipe off CHG.

M CHG bathing documented.

=22 222222 2

= = = = = = = = = < = = = =

CQueries to Bathing Assistant/Nurse

1. Do you ever use soap in conjunction with a CHG bathing cloth? If so, when?

2. Do you reapply CHG after an episode of incontinence?

3. If a patient needs freshening up/second bath, do you use CHG cloths or a different

product?

4, Are you comfortable applying CHG to superficial wounds?

5. Are you comfortable applying CHG to stage 1 & 2 decubitus ulcers?

6. Are you comfortable applying CHG to closed surgical wounds?

7. Do you ever wipe off the CHG after bathing?




Translation Outside of ICUs

Anticipated Differences and Problems

Lower risk population

Less standardized than ICUs

Diverse types, variable practices

Not used to daily bathing

More patients per nurse

Nurses don’t do the bathing, higher staff turnover
Training is harder, empowerment is harder

No bathing documentation

Larger population, higher inventory and costs
Patients are awake

21



Educational Materials

«Pite

{ ABATE
Infection Prc

ARM 1

Routine Ca
Toolkit Bint

s ¥

Q\BATE
Infection Project

Actie Beshrg % [lmeate bisson Froect

ARM 2

Decolonization
Toolkit Binder

PeO0w
HCA @

. ' ABATE
Shower Instructions %;unhwen
Contact Information-and. F«b;@ne atr

water in removing germs from your skin and keeping you clea

P a rti'c iE a t i on :ﬁeeqlui.nammrts: areas of the body. Begin
" S‘ ,‘ 2. Next, clean face with CHG, but take care to avoid getiing soap into eyes and

otoco
3. Apply generous amount of CHG to mesh sponge and fub until foamy
o Wet skin with water
o Turn water off or stand out of water stream
o FIRMLY MASSAGE soapy sponge onto all skin. Reapply CHG generously
to the sponge to keep sponge with plenty of foarny lather. Be sure to
clean from to p down (cleanest to dirtiest areas).

Do’s and Don’tss s ...ocom

v Abdomen, hp dgom
v Both legs

Patie t/ReS|damTaHumg:Pants

4. Don't forget to clean your neck, armpits, and skin fo|ds well, including

Instructional HEmtBHe= s
Trgrgr]ugr M d: helsk ;OuwrerI\urSE for CHG-com patible |lotion to moisturize

CHG continues to work for 24 hours to keep germs off your body. We
. . o/ou use it to wash da Iywhl n the ho: p|||fyoumu1
Just in Timie TEaTRTAE o v oo i o
tyto hbody gl r soap a dhmp o pre
CHG from working as well.

CHG Compatibitity
Safety and Slde Effects
E‘ .
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Educational Materials

Evite las infecciones durante su hospitalizacion

DUCHAR diariamente con el jabén Chlorhexidine (CHG)

infecc

Evitaj

“Elusod
funcione
pio lava
no toquel
como el j

Prevent infections during your hospital stay

SHOWER daily with Chlorhexidine (CHG) soap

During you
with a spe:

which remo
infection be}

Avoid
* Regular 5o
from working
shampoo or f
to keep the s
body 50 CHG

Evite las infecciones durante |a hospitalizacion

Bafiar diariamente con el jabén CHG

Durante la hos
pacientes diari
antiséptico esy
eliminar los mif

Use 6 pands|

S o o0

El PACIENTE

PATIENT

Prevent infections during the hospital stay

BATHE daily with Chlorhexidine (CHG) soap

While in the hospital, bathe patients
every day with a special antiseptic
soap (CHG) to help remove germs
and prevent infection.

6 cloths should be applied as below:

O
o

Q6o ia
©)

0/0)

Caution: Avoid eyes and ear canals.

Encourage CHG shower or bath

Reminders

Your enthusiasm is the greatest predictor of
patients wanting to use CHG

Encourage bathing every day. Starting on
admission is ideal, before IVs, lines, urinary
catheters, and procedures/surgery.
Patients need direction on how to apply
correctly and thoroughly

Help clean 6 inches of lines, drains, tubes
CHG i better than soap and water in
removing germs and works for 24 hours
CHG is safe to use on surface wounds,
rashes and burns and removes germs
Allow to air dry for best effect

Clean all skin areas with special attention to:

Neck

All skin folds

Skin around all devices (line/tube/drain)
‘Wounds unless deep or large

Armpit, groin, between fingers/toes

El Personal

Protect your patients every day

1. Rinse body with warm water

. Wash hair and face with CHG

Turn off the water and lather washcloth
with plenty of CHG soap

Lather and massage soap in all 6 areas

. Leave soap for 2 minutes before rinsing

w N

o s

BATHING with CHG cloths

1. Patients need instruction that these
cloths are their protective bath

. Useall 6 cloths. More, if needed.

. Firmly massage to clean skin. CHG will
kill germs for 24 hours if applied well.

. Clean over semi-permeable dressings

. Clean 6 inches of lines, tubes and drains

. Use only compatible lotions.

. Dispose of CHG cloths in a regular trash

w N

Nouw s

bin. Do not flush in commode.

Instructional Handouts Provided in

English and Spanish

e

* ABATE
_Infectiorl Project

Active Bathing to Eliminate Infection Project

Daily Staff Huddle Reminders for CHG Bathing:
Cleaning Wounds and Devices

# Do not forget wounds and devices! Cleaning them
prevents surface bacteria from diving into the body
and causing infection

P Clean ALL devices on the body- lines, tubes, drains
¥ Clean ALL wounds unless packed

¥ Patients don’t feel comfortable cleaning their wounds
and devices, staff HAVE TO HELP clean them

» For showering patients, staff should take a single 2-
pack of CHG and clean their wounds and devices for
them after the shower

Huddle Documents
Covering 14 Topics

" ABATE
Infection Project

Active Bathing to Eliminate Infection Project

Daily Staff Huddle Reminders for CHG Bathing:
Patient Talking Points

encourage patients

nat time would be a

g is one of the most
1of germs being
rotect the patient
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Training Video

Special introduction and
overview by Dr. Ed Septimus
and Dr. Susan Huang

Scenarios of ways to
encourage patients to bathe

Bathing demonstration
using mannequin

* Apply CHG soap to all body
areas out of the water

« Keep on for at least
2 minutes before rinsing

« Use the provided mesh cloth
or sponge to lather.

Showering Instructions
Overview




Quarterly Staff and Patient
Compliance Assessments

., ABATE CHG Cloth Observation Checklist
Infection Project

Please complete for THREE different staff per unit |

Active Bathing 1o Eliminate Infection Project

Individual Giving CHG Bath
Please indicate who performed the CHG bath.
[0 Mursing Assistant (CNA) O Murse O other:

Observed CHG Bathing Practices

Please check the appropriote response for each observation.

Oy [ON Patientreceived CHG cloth bathing handout

Oy [OMN Patienttoldthat bath isa no rinse cloth that provides protection from germs
Oy [ON Provided rationale to the patient for not using soap at any time while in unit
OY [ON Massaged skin firmiy with CHG cloth to ensure adequate cleansing

OY [On Cleanedface and neckwell

OY OM Cleaned between fingersand toes

OY [ON Cleaned between all foldsin perineal and gluteal area

Oy On Ona o d ive and semi-pe ings with CHG cloth
Oy ON [OnN/A Cleaned 6 inchesof all tubes, central lines, and drains closest to body
Oy OnN [On/A Used CHG on superficial wounds, rash, and stage 1 & 2 decubitus ulcers
Oy OnN [On/A Used CHG on surgical wounds [unless primary dressing or packed)
OY OMN Usedall& cloths {more if needed)

Oy [ON Allowed CHG to air-dry / does not wipe off CHG

Oy [ON Disposed of used cloths in trash fdoes not flush

Queryto Bat

1. Do you ever use soap in conjunction with a CHG bathing cloth? If so, when?

2. Do you reapply CHG after an episode of incontinence has been cleaned up?

3. Are you comfortable applying CHG to superficial wounds, including surgical wounds?

4. Are you comfortable applying CHG to lines, tubes, drains and non-gauze dressings?

., ABATE CHG Cloth Self-Bathing Patient Survey
Infection Project

Please complete for THREE different patients per unit

Active Bathing 1o Eliminate Infection Praject

Please record patient responses after the patient bathed him/herself with the CHG cloths,

1. Were you provided a handout with instructions on how to apply the CHG bathing cloths?
(my On

2. Were you told that the CHG bathing cloths kill germs better than regular soap and water?
oy On

3. Were you told that the temporary stickiness was due to aloe and would go away when dried?
oy On

4. Were you told that the CHG bathing cloths should not be rinsed off?
oy On

5. Were you told to NOT use other bathing soaps while in thisunit?
(miy On

6. Were you told to bathe daily with the cloths while in this unit?
oy On

7. Didyou use all six cloths?
oy On

8. Didyou or a bathing assistant clean your lines, tubes, andfor drains?
(m aon O nfa

9. Didyou or a bathing assistant clean your wounds?
Ov On O nja

10. Did you throw the used cloths in the trash (did not flush them)?
oy On
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Dissemination Summary

“How to Guides” are essential for dissemination
Brief and visually appealing

Cover several facets

Flyers, videos, postings

Integrate into work flow, approval processes
Editable

Tailored for target population (patients and staff)
Free
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Setting the Stage for Sustainable
Implementation:
Lessons Learned from A Decade of US
Trauma Care System Pragmatic Trials
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Professor Department of Psychiatry & Behavioral Sciences
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Overview

* TSOS pragmatic trial aims & design
* Background: Heterogeneity in US trauma care

* Preparing for the trial: Up-front incorporation
of implementation science frameworks

E
||
E * Preparing for the trial: Harnessing American
E-

College of Surgeons’ policy momentum

® -« Trial roll-out: Integrating implementation
science and pragmatic trial methods

* Summary of lessons learned and discussion
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Health Care Systems Research Collaboratory



TSOS Aims & Study Design

» Research Question: Can a trauma center-based
multicomponent intervention reduce PTSD and
comorbidity after physical injury?

!
E‘ * 25 US level I trauma centers
» Stepped wedge cluster randomized trial
* Front-line providers at each site trained
E‘ * 40 patients per site
||

 Baseline PTSD & comorbidity medical record
screen

* 3, 6 and 12 month follow-up assessments
fﬂ' N I H ED | | d h orato rYRethinking Clinical Trials®

Health Care Systems Research Collaboratory



US Trauma Centers (N ~ 1050)
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Background: Trauma Care System Patient, Provider
& Setting Level Heterogeneity

Paramedic/ Emergency & Primary
Pre-Hospital Trauma Center Care and
Community



Co-morbidity: PTSD, Depression, Suicidal Ideation, TBI
& Alcohol and Drug Use Problems Among Randomly
Selected Trauma Surgery Inpatients (N=878)

B PTSD & Substances

B None

“u%. NIH Gollaboratory,.,... cmer e

Health Care Systems Research Collaboratory
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Preparing for the Trial: Up-front Incorporation
Implementation Science Frameworks

RE-AIM
Evaluation
Framework [35] Adoption Effectiveness Implementation Maintenance
A t of
trzsuerﬁZ”;Zﬂte"r 24 Effectiveness — Implementation Hybrid Pragmatic Trial
oy site adopter sites
Clln‘lcal il NN
Trial
Frameworks N, Stepped Wedge Cluster Randomized Trial
& laggards il Control Recruitment Begins—Intervention Left On Promoting Sustainable Implementation
Classic sites excluded
Theory [27, 36, Diffusion of Innovations Diffusion of Innovations— Targets National Trauma Center Adoption
39-43)] . {
Multiple Comorbid Conditions | - (Crifical Intervention Elements
-PTSD _ - Care management Barriers and American Collede of
) De'pr.ess!on ) - Motivational interviewing implementation RaETeL
- Suicidal ideation * - Cognitive behavioral * lessons learned * Surgeor?s Polcyisummit
Rehit - Aleohol use problems therapy elements from fielding of targeling: Pl.<kand
Sustainable |- Drug use problems - Medications the trial comobidity guidelines
Implementation |- Traumatic brain injury - Primary care linkage
Systems [37-38] |- Chronic medical conditions

Policy Time
| | I
ACS/COT ] | |
Context 2011 2014 2019

May ACS/COT Policy Summit ACS/COT PTSD Practice Guideline Protocol Supported ACS/COT Policy Summit
[ . .
| L‘- NlH E[]”ah[]ratﬂ ry o o _ From: Zatzick, Russo, Darnell, Chambers, Palinkas, Van
oo -~ [Rethinking Clinical Trials® " Egton, Wang, Ingraham Guiney, Heagerty, Comstock,
Mealtn Lare dystems RKesearch Lollaboratory Whiteside, & Jurkovich: Implementation Science 2016
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Preparing for the trial: “Make It Happen” Research to Policy

Partnership with The American College of Surgeons
(Greenhalgh et al 2004, Milbank Quarterly)

Innovation in Service Organizations 503
“Let it “‘Help it “Make it
happen” happen” happen”
Defining Features
Unpredictable, Negotiated, Scientific, orderly,
unprogrammed, influenced, planned, regulated,
uncertain, emergent, enabled programmed,
adaptive, self- systems “properly
organizing managed”

Assunted Mechanism

Natural, Social Technical Managerial
emergent
Metaphor for Spread
Emergence, Knowledge Diffusion Negotiation Knowledge Dissemination, Re-
adaptation construction, transfer cascading engineering

making sense

FIGURE 2. Different Conceptual and Theoretical Bases for the Spread of In-
novation in Service Organizations
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E! American College of Surgeons Policy Partnership Builds
Practice Change Momentum Into Trial Design & Roll-out

2000 2006 2011 2014 2016 2020
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Alcohol

Universal Screening &
Intervention at Level |
& Il trauma centers
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E! American College of Surgeons Policy Partnership Builds
Practice Change Momentum Into Trial Design & Roll-out

2000 2006 2011 2014 2016 2020




RESOURCES PTSD & Comorbidity

PTSD and depression
screening &
intervention best
practice guideline
recommendation

COMMITTEE ON TRAUMA
AMERICAN COLLEGE OF SURGEONS
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Patients

Why TSOS? The Problem

Traumatic injury:
PTSD, depression, suicidal ideation
High risk behaviors (e.g., alcohol)

Traumatic brain injury, all common

Patients “sail off of a flat earth”
after trauma center care

From Darnell & Zatzick TSOS Training Slide Set

..ﬂ. N | H E U | | a IJ D ratn I-‘YRethinking Clinical Trials®

Health Care Systems Research Collaboratory
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Trial Roll-out: Stepped Wedge Design Targets Practice
Change by Beginning with Provider Feedback on Control

“ ‘?ei

39



Trial Roll-out: Integrating
" Implementation Science & Pragmatic
= Trial Methods

E -Pragmatic trials aim to minimize cost
= per subject randomized

o

|

E - Methods development can meld
pragmatic trial constraints &
E implementation science process
evaluations

=
§ ﬂ. NlH |::I:ll|aI:]I:]Iﬂa.l:ur‘YReth/'nking Clinical Trials®
Health Care Systems Research Collaboratory



Embedded Clinical, Research & Policy Implementation Team

Patients & Front-Line Providers

Implementation Team
Front-line MD, RN, PhD, &
MSW Clinicians/Researchers,
Mixed Methods Expert Consultant

National Policy Change
Agents

Clinical Services Research



Mixed Methods: Rapid Assessment
Procedures

* Immersive participant observation by study
team members

trial roll-out

* Field observations regularly reviewed with
mixed methods expert team member

“u%. NIH Gollaboratory,.,... cmer e

Health Care Systems Research Collaboratory

2
E.
|
E * Study team members record field notes during
E.
E.
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Implementation Science & Acute Care
Regulatory Policy: Lessons Learned

* Regulatory policy ensures site familiarity with
screening and intervention requirements

* Regulatory policy mandates verification site
VISItS
* Fidelity to high quality procedures not assured

* Provider training vulnerable to turnover

“u%. NIH Gollaboratory,.,... cmer e

Health Care Systems Research Collaboratory
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Summary

* Implementation science frameworks can
inform design and roll-out of pragmatic trials

* Pragmatic trial constraints inform modification
of implementation science methods

* Embedded clinical, research and policy teams
may facilitate sustainable implementation of
trial results within health care systems

fﬂ- N I H EU | I d h orato ryRethinking Clinical Trials®

Health Care Systems Research Collaboratory



American College of Surgeons’ Committee
on Trauma

RESOURCES
E\(I'DJBMAAI NADC
3SEOURCES ;
OPTIMAL CARE
1976 1st Book e @
o ’) ?ég:i%ENT R
2006 “Green Book B iECES

FOR

OPTIMAL CARE
OF THE
INJURED

PATIENT:
1999 T e

OFHMALCARE
OF THE

INJURED

PATIENT

2006
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Disseminating Organizational Screening & Brief Interventions
(DO-SBIS)




stoo

screen|prevent
colon cancer

Setting the stage of dissemination & implementation

Gloria D. Coronado, PhD; Mitch Greenlick Endowed Investigator in Health Disparities Research
Beverly B. Green, MD, MPH; Kaiser Permanente Washington Research Institute

Kaiser Permanente Center for Health Research



Aligning policies, priorities, and
partnerships for colon cancer screening...

© 2016 Kaiser Permanente Center for Health Research




Presentation outline

Background on STOP CRC

Aligning policy to raise CRC screening as a priority

Applying familiar improvement approaches

Partnerships for sustainability

Summary and wrap-up

© 2016 Kaiser Permanente Center for Health Research




Topic 1

Background on STOP CRC

= STOP CRC is a cluster-randomized trial of 26 community health center
clinics in Oregon and California

= STOP CRC tests the effectiveness and implementation of a direct-mail
program to raise CRC screening rates

50 © 2016 Kaiser Permanente Center for Health Research



Where is OCHIN Today?

OCHIN Products/Services

OCHIN Epic
(95 total members)

OCHIN NextGen

Oregon Medicaid
O Meaningful Use TA
program (OMMUTAP) ¢

(133 total clinics)
@ OCHIN Billing Services

(24 total members)

OCHIN Broadband
Network Services
(96 total members)

© Acuere QOL

(Organizations in 23 °
StateslzI ' This information indicates the states in which

© OCHIN Researeh.....-~ .») member organizations are based, though they may
(20 active partnerships) T4 also operate in additional states.

(161220)

51



Who is OCHIN Serving?

= OCHIN supports organizations located in all 50 states,
partnering with 289 organizations with 10,000 clinicians
serving over 10 Million patients.

52 WEARE OCHIN




STOP CRC
Intervention

EMR tools in Reporting Workbench,
driven by Health Maintenance;

Step-wise exclusions for:

¢ Invalid address

« Self-reported prior screening
« Completion of CRC screening

Improvement cycle (e.g. Plan-Do-Study-

Act)

Step 1: Mail
Introductory
letter

Step 2: Mail

FIT kit

Step 3: Mall
Reminder
Postcard
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Colon cancer screening rates
Screening in Federally Qualified Health Centers

62.4
41.6 41.2
I383 I 36.6 [

National National Washington Oregon
(NHIS) '15 FQHC'15 FQHC'l5 FQHC'15

California
FQHC '15

Source: National Health Interview Survey and Uniform Data Systems

© 2016 Kaiser Permanente Center for Health Research



Topic 2

Aligning policy to raise CRC screening as a priority

= Affordable Care Act: Medicaid expansion, Preventive Health Mandate

= Medicaid incentives in Oregon

= Oregon legislation impacting colonoscopy coverage

55 © 2016 Kaiser Permanente Center for Health Research



Medicaid expansion’s impact

Pre-ACA average Total Monthly Percent
monthly enrollment Medicaid/CHIP enrollment | change

Alaska 122,334 125,616 3% A
California 9,157,000 12,636,680 %
Oregon 626,356 1,055,198 6% <
Texas 4,441,605 4,666,144 5%
Washington 1,117,576 1,735,511 55% <:
Wyoming 67,518 64,462 5%

Woashington increase: 625,847 (21% adults)
Oregon increase: 429,651 (29% adults) Centers for Medicare and Medicaid, 2015



Medicaid expansion pronounced in 50 — 64 group

Before Medicaid After Medicaid % change
Expansion Expansion
Dec 2013 June 2014
N N %
All ages 659,114 971,095 47.3%
<19 372,639 426,130 14.4%
19 — 21 20,996 41,625 98.3%
22 - 35 90,356 193,078 113.7%
36 - 50 70,203 147,184 109.7%
— s1-64 57,295 124,418 T 117.2%
65+| 47,625 38,660 | -18.8%

Oregon Health Authority 2014



Oregon Medicaid CRC screening rates suboptimal and marked
by pronounced health disparity

Percent of members who had recommended colorectal cancer
screening, by race and ethnicity.

Bars show average rates. Gray lines represent confidence intervals.
Medicaid total 2014: 49.8%

African American XS it
American Indian / Alaska Native JETRLES |

pian o i sanden

Hispanic [kl S

Pacific Islander RES:%L3
White Btk

0% 10% 20% 30% 40% 50% 60% 70% BO0% 90%

Oregon Health Authority 2015



CRC screening incentivized metric for OR
Medicaid Health Plans/ CCOs

= Coordinated Care

Coordinated Care Organization Service Areas

Organizations are

networks of health e e Gy
care providers who

deliver coordinated TGy

care to Medicaid coema

i AV
4 g ,r 7 ;.f
o

. i

7
Intercommunity Health §  [Lincouw | .

e n r0| |eeS . Network Coordinated aavon Eastern Oregon Coordinated

Care Organization LinN Care Organization
( _/

= CCO Metrics and ) ety
Scoring Committee

screening as an (= ; I
2013 -47% t |

FamilyCare, Inc.

!

adopted CRC o

iIncentivized metric in /

PrimaryHealth of Jackson Care

benchmark. e N

59 © 2016 Kaiser Permanente Center for Health Research
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CRC Screening Legislation

= 2014 Oregon passed legislation that requires insurance
companies to treat to colonoscopy as a screening
colonoscopy, even if polyps are removed. This means that
patients who go in for a screening colonoscopy and have
polyps removed will not be charged co-pays and deductibles.

= 2015 Oregon passed legislation that prohibits insurance
companies from imposing patient co-pays or deductibles for
follow-up colonoscopies when a FIT test is positive. This
means to there is no financial barrier to follow-up
colonoscopy for insured patients.
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CRC screening rates in STOP CRC clinics

SCREENING BY YEAR

50.0 46,8
450
400
5.0
30.0
25.0

2000

15.0

100 .—/-
11.0 10.3

50 773

0.0
2010 2011 2012 2013 2014 2015

—#—Lp to Date [FIT/FOBT or Colonoscopy) —&—FITfFOBT —a—Colonoscopy
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Topic 3

Applying familiar improvement approaches

= Using Plan Do Study Act Cycles

62 © 2016 Kaiser Permanente Center for Health Research



Process Improvement: Plan —-Do -Study —Act

-

Plan the
intervention

-

\_

Refine the
intervention

Prepare for further
implementation

\

.« Try the A

intervention on a
small scale

.

~

Study the results




PDSA #2: Improving FIT sample collection

Improperly collected FIT tests: Plan-Do-Study-Act Cycle

N collection date missing © N improperly collected - other

Plan-Do-Study-Act
Cycle

WS B

y O XX X X
SR A AR SN GO

Q,b« \QQ' \0\ v\)% (OQ/Q, O(J éo

Source: Multnomah County Health Department




Action taken: Highlighted instruction on letter

Multnomah
County
Health Department

Deos Chent,

There & an easy test that con fnd signs of colon
corcer before you have symptoms. Tha lest
con be done ot home and can save your e,
You will get this test f you are between the
oges of S0 and 74 ond have not had o
colonoscopy in the past § yeons.

Here & your insure F4 test, Do the test! ot home
and send # back fo vs. The fest will lock of the
heai*h of your colon fo see if there & any blood
n your poop. Finding these worning sgns eodly
pives you the best chonce for successiul
freatment

For the test:

* Sdart with o clean, empty lodet Flush it
cnce before you stort. Make suee there
are no cleanng products in the folet
waler.

*  Use 2 diferent poop somples. | for siot A,
and a different | for ot 8,

* Wnte the date on the sScker of the tme
you do each lest.

* Send back the fest in the pre-paid yeliow
envelope in 3 days of fnshing the fest

if you have any questiors, please cal your care
tearn of 503-788-5558

Thank you,
a

Lol nls

Morty Geasmeder, MD
Medicol Drector

st =
sreerDpoevent
tohn concer
Estmodo(e) Clente,
Exsten ondliss iacles para encontor sedales
de cancer de colon ardes de que tengo
sintomas, Esos andliss pueden hocerse en
casa y pueden 1olvor w vida. Usled recibiera
etle ondiss 5 Sene entre S0y 74 ofios de edod
¥ 10 ha fendo una ColonoIcopia en los Ukmos
9 ofos.

Aqu esfa su andliss Insure FT. Hoga lo en
cosa y devudivanosio. B exomen verd la solud
de w colon para ver ¥ hay 1angre en w popd.
Enconfrar estas sefales de advertencia
temprono le do lo mexr postddod de un
frolamiento exitoso.

Pora el andisa:

* Empiece con un escusado lmpio y vacio
wn producios de impiea en ko oguo.
Jole lo polonca de 0guo una vez antes
de empezor.

o Use 2 muestras de popd diferentes. |
para el lodo A y | dierente para el lodo
B.

o Bscrbolo fecha en ko etqueta ol
momento de hacer coda lodo.

* Devuelva el examen en el 1obre omariio
dentro de 3 dios siguentes de hober
completodo ef andlss.

Si fiene cuclquier pregunta, lome o 1w equipo
de solud ol 503-788-5558,

Grocas,

a

LS

Marty Grasmeder, MD
Dreciora Médica

MULTNOMAH COUNTY HEALTH DEPARTMENT #503-988-5553

Multnomah
County

Mealth Cepartment
BRI AW,

SR -AECHACHNANARUBSRAER
BE - LERVUERPRERETERNTHES -
UROHENE O AR - RAERES

FHANRLRGRENT - TR LURER N -

MFRTE TRAR 3L - TR
XMZREN - TARMEE INUSRRRE - 2
BRTHAEFRENG - RYRRIETRNWY
ATHGRLHeNRItAY -

Ll

o AU AR - PR AP
X - RERANANFREMNARER -

o WA2@TEnAERT )
MREMEEREA RS - 5 1REEAES
"

o EXQITEES - REMRERTORN

o MERZERERSTIEY 3
FAR R R ANHAEE -

OMTANEMNE - MRNITRIE S03-988-5558
RS Ty ENES

5

A (Pl

WP AT Morty Grasmeder, MD

vrees{Pprevent
(olon concer

st |r'

Yeamoesmas/ysaxoemas Lanert

Cy vere % Tect, MomeT
POCNOIMATS NDUIMDO DAND HELENSNT SUIe A0
POSBALFSME KODU-AMGO CHMMOMOS. On momet Gums

) W MORET CHICTH
SO Ot Bl CIMOMOE NOAYTE 40wt 16CT,
OCAM 1M OF 50 40 74 401, M 33 NOCAGIIME F A0T B
1 DAY MO NDCTOAMAMN KOADHOCEOMO,

BOwWS TECT dnsures NDUMAGIOETCE K AQHROMY NAKETY.

NPOseAMTE TETT 20MO ¥ SMLAMIE MM DEIYAMOTM

fo ¥ Oyaeror
|OLe0 .

sqwes w3ae OONADYmereed T S mmu

FOURIE0 19D DOm0 CTAM 20T BIM COAMLE

WOHEOR MG YENOUMOD At

oM e

AAl NpOsE st TECTT

.M < ¥ Con Ouns
NyYCTod i wicTn. Camoite er0 O DO Nepes
TOM. £OK HIVIT, YACCIOMOPRTOCs, VIO 5040 B
¥ e
cpoacn

* MCHOMIYITe 2 DOpax 06030 k3. | ans
OTAGASHS KAR ADYTON AAS OTACACHE ol

* YRQuare 1O HOGeHe EDOMS NDOteAR IR
CANAONO 1D,

© B TENErme CASAYOULMK 3 el NOCAS OUOMars
TECTq SLUANTE 70 PEIYAM'OTI § ONAGNET:IOM
HOAIOM KOHIOPTO.

ECam y 8OC 0™ £3Eme-2G0 $0ODOCH.

YHE20. Mceane Ob s
MOMRDCKOMY DEECORIAY 1O SASDOMy SO 988
5558
Cnocubo!

Q M=
Marty Geosmeder, MO
MO LSOO

MULTNOMAK COUNTY HEALTH DEPARTMENT #503-988-5558

Source: Multnomah County Health Department



Action taken: Added reminder with instruction

eDon’t forget to put the date you collected your poop sample
eNo olvide poner la fecha en la que recolecté la muestra de

popo.
o HI= T HESARAE RN EHR AR A1,

eHe 3abyabTe yKasaTtb Aarty, Korga Bbl cobpanu aHanms Kana

Last Mame, First Name
DOB: 01/01/1980
MRM: 1234567

Date_

Last Name, First Mame
DOB: 01/01/1980
MRM: 1234567

Date,

Source: Multnomah County Health Department



Reactions to PDSA used in research
Providers and clinic staff had favorable reactions

“‘But the [PDSA] process itself, we kind of do that
organically already without calling it a PDSA. So now
it's nice to have a form and a template that we can
work by so that we can get feedback ... and come up
with questions like ‘What about if we did this?’ or
‘Who's going to do that?’ So it's good to have that

template to work from.”

— Quality Improvement Manager

67 © 2016 Kaiser Permanente Center for Health Research



Topic 4

Partnerships for sustainability

= Partnership with Medicaid Health Plans

= Collaborative model for direct-mail program

68 © 2016 Kaiser Permanente Center for Health Research



N health centers

Primary challenge to sustainability

Challenges to Direct-Mail Fecal Testing Program

B Anticipated ® Experienced

8 -
0- ° :
Time burden on Impact on Incompatible with Low patient Low EMR data
staff colonoscopy patient population awareness quality
access

69
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N health centers

Primary challenge to sustainability

Challenges to Direct-Mail Fecal Testing Program

B Anticipated ® Experienced

Tilge burden on Impact on Incompatible with Low patient Low EMR data
colonoscopy patient population awareness quality
access

70
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Cost-sharing for FIT mail-out: BENEFIT

= Qverall goal is to improve CRC
screening rates using direct-mail FIT
approach;

Health plan

= 4-year project specifically involving
Medicaid Health Plans (for Medicaid
and dual-eligible enrollees): Care Patient
Oregon in Oregon

= Led by Gloria Coronado (KPCHR),
Beverly Green (Group Health) and
Laura Mae Baldwin (UW). Funded by
the Centers for Disease Control




Cost-sharing for FIT mail-out: BENEFIT

= Qverall goal is to improve CRC
screening rates using direct-mail FIT
approach;

$

|dentify eligible
patients, send
FIT kits, using
mail warehouse

Health plan

= 4-year project specifically involving
Medicaid Health Plans (for Medicaid
and dual-eligible enrollees): Care
Oregon in Oregon

= Led by Gloria Coronado (KPCHR),
Beverly Green (Group Health) and
Laura Mae Baldwin (UW). Funded by
the Centers for Disease Control

Patient Send completed

FIT to clinic

Place orders
and process
FITs



Partnership to share costs of direct-mail expenses

Medicaid Health Print Vendor
Plan (Care Oregon) (PrintSync)

— - = —’/
- - /

L’

—-—

—
—-—
- -

-
- = -

€~
Health Health Health Health

/

—
-—
-—

Center 1 Center 2 Center 3 Center (i)

wem e F|T kit returned
Claim received




Topic 5

Summary and lessons learned

= National and local policy raised the priority of CRC screening, and
identified new partners

= Implementation approach aligned with a familiar clinic approaches

= Partnerships hold promise for long-term sustainability.

74 © 2016 Kaiser Permanente Center for Health Research
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A Few Designing for D&l Discussion Questions

* How should pragmatic trials ensure that
iInterventions are designed to be implemented
across various health systems?

= Are there key questions that should be integrated
into trials to support designing for D&I?

= What lessons about designing for D&| have been
learned through trials that have implications for
future studies? (i.e. what might you do differently
next time?)



Questions and
Answers

Please submit questions for the panelists to:
PragClinTrialsWkshp@nih.gov

Pragmatic Clinical Trials - Unique Opportunities for Disseminating, Implementing & Sustaining Evidence-Based Practices into Clinical Care
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