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TSOS & ACS/COT Policy Collaboration

Zatzick et al Trigls (2023) 24288
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- Pragmatic trials directly target ACS/COT

policy requirements
Integrating pragmatic and implementation B

science randomized clinical trial approaches: * POIICy requ".ement_ combmgd_wﬂh _

a PRagmatic Explanatory Continuum Indicator ACS/COT verification site visit constitutes
Summary-2 (PRECIS-2) analysis . .
Douglas Zatzick!”, Lawrence Palinkas®, David A. Chambers®, Lauren Whiteside?, Kathleen Moloney’, a health Care System Ievel Implementatlon

Allison Engstrom’, Laura Prater’, Joan Busso’, JinWang', Khadija Abu’, Matt lles-Shih' and Eileen Bulgar®*®

- All TSOS PCT grant applications include
an up-front ACS/COT commitment to an
end-of-study policy summit

Abstract
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the goal of using dlinical trial data to leverage health care system policy changes. F
pragmatic and implementation science randomized trizl methods developmen

p ed the tool< n the coding
,'ag'ar’s wiare constructad. Int it

} and {3ppa statistics. id Asses sment Procedura Informed Clini ll'rog 3ph
ied to understanding intagrative themes derived from tha PRECIS-2 ratings

[E Agresment was 3

.w:l n em:l ﬂf ~study policy summit.

Results The ICCs for the composite ratings across the patient and provider-fooused PRECIS-2 domains ranged from
077 0113a and the Kappa values ranged from 025 to 0.37, ref ac'": overall fair-to-good intarr: ls agreement
5. All four PRECIS-2 wheels were rated more pr, 3g|”3 ¢ than explanatory, with composite mean and

-ﬂ.cross trials, the pri r'm yintent m Teat 3r3|\-5 dor"alm 5 consistant Ha ted most pragmati
range=3.14-
ining improvements,
; the policy

APICE ﬁed notes identified themes '-:-Iar-:-d to po:e*lia 345(: 5-2
to using trial data to inform US trauma cane system practice chan
themes wene not captured by the PRECIS-2 ratings.

hie PRECIS-2 and PRECIS-2-PS can be si
and pro jider Iev—"-l ta"geh The integ

-"euJLst used to reasi: v




TSOS Pragmatic Clinical Trial & ACS/COT Policy

Single Site
Alcohol Trials

& Harborview
Implements

ACS/COT
Green Book
Initial Alcohol
Requirement

Multisite
Alcohol
RCT
Single Site
PTSD RCT

Collaboration

NIH
ACS/COT
Alcohol &

PTSD
Policy
Summit

ACS/COT
Gold Book
Universal
Alcohol
Requirement
& PTSD
Guidelines

PCORI
PCOR ACS/COT
I RCT Policy

Summit

UH3
Multisite
PTSD RCT

NIH
ACS/COT
PTSD &
Comorbidit
y Policy
Summit

2000

2006

2011

2014

2016

2021



ACS/COT 2006 Alcohol Requirement
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Decisional Uncertainty Regarding the Strength of the
Evidence-Base Supporting the ACS/COT Alcohol
Requirement

SBIRT in Emergency Care Settings:
Are We Ready to Take it to Scale?

Edward Bernstein, MD, Judith A. Bernstein, RNC, PhD, Jack B. Stein, PhD, and Richard Saitz, MD, MPH

Abstract

This article summarizes a panel discussion on “SBIRT in the emergency care setting: are we ready to
take it to scale?” Dr. Edward Bernstein commented on the historical developments of emergency depart-
ment (ED) screening, brief intervention (Bl), and referral to treatment (SBIR1) research, practice, and
knowledge translation. Dr. Jack Stein addressed SBIRT grant program progress to date, the reimburse-
ment stream, SBIRT lessons learned, and unanswered questions. Dr. Richard Saitz reviewed the limita-
tions of the evidence for alcohol and drug ED screening and BI and cautioned on the danger of
proceeding to practice and broad dissemination without evidenced based on randomized controlled tri-
als with sufficient sample size and clinically important outcomes.

ACADEMIC EMERGENCY MEDICINE 2009; 16:1072-1077 © 2009 by the Society for Academic Emergency
Medicine



Prospective Cohort Study: Dip and Recurrence in Alcohol
use after Injury (Dunn et al 2003)

_ The jonrnal of TRAUMA?® Infury. Infection, and Critical Care

Hazardous Drinking by Trauma Patients during the Year after

Injury

Chris Dunn, FhD, Douglas Zatzick, MD, Joan Russo, PhD, Frederick Rivara, MD, MFH,
Peter Roy-Byrne, MD, Rick Ries, MD, Dave Wisner, and Larry Gentilells, MD

Backgroumd: To improve reinjury
prevenfion strategies targefing hazardoms
drinking, we determined it: predictors and
longitudinal course in the vear after injury.

thods: Thi: was a prospective
study of 101 randomly selected hospital-
ized tramma patient: whoe before injurv
represented the full range of substance
abuse, from severe to nome. We hypothe-
sized that clinical data obtained routinely
by trauma centers would predict hazard-
ous drinking during the postinjury vear.

Resolls: Drug and  alcohol mee
dropped markedly 1 month after imjury
but retarmed to preinjury levels by 4
months. Forty-one percent of the sample
drank hazardouw:ly before imjury, amd
5509 drank hazardously after. From be-
fore to after injury, 200 of patients wors-
ened their hazardous drinking status, and
only 6% of patients improved it. Three
climical predictors of hazardown: drinking
during the vear were identified: any pos-
itive bloed alcohol concentration > 0 at

admission (odds ratic [OR], 9.18; 95%
confidence interval [CI], 2.51-33.56), any
dav: > 0 of n:iing nonprescription drugs
of abuse in the month before imjury (OR,
6.63; 5% CI, 1.76-15.04), and suffering
an imtentional injory (OR, 51; 95% CI,
1.38-18.77).

Conclusion: Efforts to reduce haz-
arden: drinking after injury should target
patients with this risk profile and focus on
the 1- to 4-month period after imjury
hospitalization.

J Trauma. 2003547

7-713.

azardous drinking is defined by the World Health Or-
ganization as any pattern of drinking alcohol that con-
fers the risk of harm ' A commen drinking pattem by
trauma patients that creates a ngh mjury or reinjury o
nfrequent but heavy consumption on single occasions by
individuals with lhittle experience fimctioming while
intoxicated * Patients admitted to trauma centers with posi-

Hron brmricnlams bncbe Far e deems A ahesan s cmer hlasd

talization, trauma centers need rapid, cost-effective ways to
mitially identify patients at nisk for hazardous dnnking.
Previous studies report that substance abuse first de-
creases after myury, but eventually returns to premjury levels
durmg the postmpury menths. The exact timmg of these
changes is unclear. Gentilello et al. found that patients re-
ceiving no intervention in the hospital reduced their drinking

at A masmthe bt rehrmad tanesinirme larvals e 17 maanthe € Tn

Daily Use
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Fi9. 1. Longitudinal course of alcohol and drug use from the month
before injury through the year after injury. Vertical axis indicates
days per month, on the horizontal axis, 0 months mdicates the month



Single Site Trauma Center-Based Motivational Interviewing
Randomized Efficacy Trial Targeting Alcohol: Reductions in Alcohol
Consumption & Recurrent Injury Admission (Harborview 1999

ANNALS OF SURGERY
Vol. 230, No. 4, 473 3
© 1999 Lippincot Williams & Wilking, Ine

Alcohol Interventions in a Trauma Center as a
Means of Reducing the Risk of Injury Recurrence

Larry M. Gentilello, MD,"|| Frederick P. Rivara, MD, MPH, 1|/ Dennis M. Donovan, PhD,§ Gregory J. Jurks i
Elizabeth Daranciang, MPH,|| Christopher W. Dunn, PhD,|| Andres Vilaveces, MD, MPH, | Michael Copass, MD,§ and

Richard R. Ries, MD}

From the Departments of

the |Harborview Injury Prevention and Re
Seattle, Washington

search Center, and if

Objective

Alcoholistn is the leading risk factor for injury. The authors hy
pothesized that providing brief alcohol interventions as a rou
tine component of trauma care would significantly reduce al
cohol consumption and would decrease the rate of trauma
recidivism.

Methods

This study arandomized, prospective controlled trial in a
level 1 trauma center. Palients were screened using a blood
alcohol concentration, gamma glutamy! transpeptidase leve
and shorl Michigan Alcoholism Screening Test (SMA
Those wilh positive results were randomized to a brief inter
vention or control group, Reinjury was detected comput
erized search of emergency department and statewide hospi
tal discharge records, and 6- and 12-month interviews were
conducted to assess alcohol use.

Results
A total of 2524 patients were screened; 1153 screened posi
tive (46%). Three hundred sixty-six were randomized to the

intervention group, and 396 to controls. At 12 months, the
intervention group decreased alcohol consumption by 21.8 =
3.7 drinks per week; in the control group, the decrease
6.7 {p = 0.03). The reduction was most apparent in
patients with mild to moderate alcohol problems (SMAST
score 3 1o 8); they had 21.6 = 4.2 fewer drinks per week,
compared 1o an increase of 2.3 +
trols (p < 0.01). Thex s a 47% reduction in injuries requir
ing either emergency department or frauma center admission
{hazard ratio 0. confidence interval 0.26to 1.07, p =
0.07) and a 48% reduction in injuries requiring hospital admis-
sion (3 years follow-up).

3 drinks per week in con

Conclusion

Alcohal interventions are associated with a reduction in alco
hol intake and a reduced risk of trauma recidivism, Given the
prevalence of alcohol problems in trauma centers, screening,
intervention, and counseling for alcohol problems should be
routine.

Changes in Alcohol Intake
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Single Site Stepped Collaborative Care with Motivational Interviewing
Element Targeting Alcohol Consumption (Harborview 2004)

A Randomized Effectiveness Trial of Stepped
Collaborative Care for Acutely Injured

Trauma Survivors

Douplas Zatzeck, MDY, Peter Roy-Byme, MD; Jom Russe, Phi
Amy Wagner, PhD; Chris Dnn, PRD; Gregary Jurierach, M
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Objeerive: We tested the effectiveness of a multifac-
eted collaboratve care {CC) intervention for PTSD and
akcohol abuse.

Design: Randomized effectiveness trial.
Pard cdpants: We recrulted 2 population-hased sample

of 120 male and female injured surgical inpatients 18 or
older at a level [ trauma center.

Imervemlon Fatienis were randomly assigned to the
‘\-s* 1

a argeiing aloohol
nd {3} v Idcru:c based pharmaco-
herapy for patients
istent PTSD at 3 months after injury.

Maln Qurcome Measwres: We used the FTED symp-
tomatic criterta {PTS0 Checklist) at baseline and 1, 3.

fredertch Revara, MD, MPH; RoseAnne Droesch, MSW,
dwina Uehara, PFhiD: Wayne Katon, MD

and 12 months after injury, and alcohol abuse!
ence (Composite International Diagnostic Inter-
2t baseline and 6 and 12 months after injury.

vie

Resvirs: Random-cocfficient regression analyses dem-
onstrate over tme, CC patients were significantly
less sympltomatic compared with UC patlents with re-
5,}.rd to 'P'[‘)[‘ 01} and alcohel zbusefdependence
CC group dtrnn'l%lralld nay difference

3% confid . '.-:H '5 ]

12 months, whereas the UC TCdse ﬁh".*.‘
1, 3.1%-9.3%) during the year. _ group showed
a;,c a decrease in the rate of alcohol abuse/

f -24.2% (93% CI, -19.9% to -28.6%).
had on average a 12.0% increase
} durtng the year.

“htll:.h

treatment procedures may tmprove the quality of -
al health care for Americans Injured in the wake of in-
dividual and mass rauma.

Arch Gem Psychtairy. 2004;61:498-306
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Disseminating Organizational Screening & Brief Intervention
Services (DO-SBIS, 2007-2012) Multisite Pragmatic Trial
Targeting Alcohol: 20 Sites, Patient N = 878

RESEARCH REFPORT

doi 10,111 Liadd. 12492

Disseminating alcohol screening and brief intervention

at trauma centers: a policy-relevant cluster
randomized effectiveness trial’
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ACS/COT Alcohol Requirement in the \Wake of the
DO-SBIS Trial

RESOURCES 2014 Alcohol Requirement

Universal Screening &
Intervention Mandate at
Level | & Il trauma centers

Verification Site Visit Every 3
Years
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TSOS NIH Collaboratory UH3 Tria sites, N =635

JAMA Surgery | Original Investigation A" Pa rtl c | pa ntS
Stepped Collaborative Care Targeting Posttraumatic Stress Disorder (N = 635)

Symptoms and Comorbidity for US Trauma Care Systems
A Randomized Clinical Trial 70 ==@==ntervention

Douglas Zatzick, MD; Gregory Jurkevich, MD; Patrick Heagerty, PhD; Joan Russo, PhD; Dayanne Damell, PhD;
Lea Parker, BA; Michelle K. Roberts, MPH; Rddhi Moodliar, BA; Allison Engstrom, MSW; Jin Wang, PhD;

Eileen Bulger, MD; Lauren Whiteside, MD; Deepika Nehra, MD; Lawrence A. Palinkas, PhD; Kathleen Moloney, BA;
Ronald Maier, MD
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Invited Commentary

IMPORTANCE To date. few multisite investigations have evaluated early interventions for

Supplemental content
injured patients with posttraumatic stress disorder (PTSD) symptoms.

50 —
—0

OBJECTIVE To simultaneously assess the effectiveness and implementation of a brief stepped
collaborative care intervention targeting PTSD and comorbidity.

DESIGN, SETTING, AND PARTICIPANTS A stepped-wedge cluster randomized clinical trial was 40
conducted at 25 US level | trauma centers. Participants included hospitalized survivors of
physical injury who underwent a 2-step evaluation for PTSD symptoms. Patients reporting
high levels of distress on the PTSD Checklist (PCL-C) were randomized (N = 635) per the
stepped-wedge protocol to enhanced usual care control (n = 370) or intervention (n = 265) 30
conditions. The study was conducted from January 4, 2016, through November 2018. Data

analysis was performed from Novemnber 4, 2019, to December 8, 2020. 0 1 2 3 4 5 6 ? 8 9 1 0 1 1 1 2

Mean PCL-C IV Score

INTERVENTIONS The Trauma Survivors Outcomes and Support collaborative care intervention M o nth
included proactive injury case management that assisted patients transitioning from hospital

inpatient to outpatient and community settings. The intervention also integrated

evidence-based pharmacotherapy and psychotherapeutic elements targeting PTSD

symptoms and comorbidity.

MAIN OUTCOMES AND MEASURES The primary study outcome was PTSD symptoms assessed



NIH Collaboratory UH3 Trial (N = 635):
Stratification by Quality of Trauma Center Implementation

Fair/Poor Implementation Good/Excellent Implementation
(n = 264) (n=371)
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ACS/COT Psychological Sequelae Screening & Referral
Requirement in the Wake of the TSOS 25 Site NIH
Collaboratory Cluster Randomized Pragmatic Trial (2015-2021)

Resources for Optimal Care

of the Injured Patient

- Trauma Centers must have the following in

place to meet the mental health needs of
trauma patients:

1. Protocols to identify patients at high
risk for psychological sequelae

2. Areferral process for patients who
have been identified as high risk for
psychological sequelae
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