Gold et al. Implementation Science (2015) 10:83 N
DOI 10.1186/513012-015-0259-4 I& IMPLEMENTATION SCIENCE

Implementation
Science

METHODOLOGY Open Access

Feasibility and impact of implementing ® e
a private care system’s diabetes quality
improvement intervention in the safety

net: a cluster-randomized trial

Rachel Gold"?", Christine Nelson? Stuart Cowburn?, Arwen Bunce', Celine Hollombe', James Davis',

John Muench?, Christian Hill*, Meena Mital®, Jon Puro? Nancy Perrin', Greg Nichols', Ann Turner”,

MaryBeth Mercer®, Victoria Jaworski®, Colleen Howard?, Emma Abiles?, Amit Shah’, James DudI®, Wiley Chan’
and Jennifer DeVoe?”

Abstract

Background: Integrated health care delivery systems devote considerable resources to developing quality
improvement (Ql) interventions. Clinics serving vulnerable populations rarely have the resources for such development
but might benefit greatly from implementing approaches shown to be effective in other settings. Little trial-based
research has assessed the feasibility and impact of such cross-setting translation and implementation in community
health centers (CHCs). We hypothesized that it would be feasible to implement successful QI interventions from
integrated care settings in CHCs and would positively impact the CHCs.

Methods: We adapted Kaiser Permanente’s successful intervention, which targets guideline-based cardioprotective
prescribing for patients with diabetes mellitus (DM), through an iterative, stakeholder-driven process. We then
conducted a cluster-randomized pragmatic trial in 11 CHCs in a staggered process with six “early” CHCs implementing
the intervention one year before five “late” CHCs. We measured monthly rates of patients with DM currently prescribed
angiotensin converting enzyme (ACE)-inhibitors/statins, if clinically indicated. Through segmented regression analysis,
we evaluated the intervention’s effects in June 2011-May 2013. Participants included ~6500 adult CHC patients with
DM who were indicated for statins/ACE-inhibitors per national guidelines.

Results: Implementation of the intervention in the CHCs was feasible, with setting-specific adaptations. One year
post-implementation, in the early clinics, there were estimated relative increases in guideline-concordant prescribing of
37.6 % (95 % confidence interval (Cl); 29.0-46.2 %) among patients indicated for both ACE-inhibitors and statins and
38.7 % (95 % Cl; 23.2-54.2 %) among patients indicated for statins. No such increases were seen in the late (control)
clinics in that period.
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Conclusions: To our knowledge, this was the first clinical trial testing the translation and implementation of a
successful Ql initiative from a private, integrated care setting into CHCs. This proved feasible and had significant impact
but required considerable adaptation and implementation support. These results suggest the feasibility of adapting
diverse strategies developed in integrated care settings for implementation in under-resourced clinics, with important
implications for efficiently improving care quality in such settings.

Keywords: Community health centers, Quality improvement, Diabetes mellitus, Translational medical research

Background

Integrated health care delivery systems such as Kaiser
Permanente (KP) invest considerable resources in devel-
oping and implementing quality improvement (QI) ini-
tiatives and strategies for internal use. The community
health centers (CHCs) constituting the health care safety
net in the USA provide high-quality care to vulnerable
(and growing) populations [1-3]; however, like most
clinics serving low-income populations in the USA and
internationally, these clinics have few resources for de-
veloping QI strategies comparable to those at large, inte-
grated care systems. Patients and providers in clinics
serving vulnerable populations would likely benefit from
adopting approaches proven effective in better-resourced
systems, but the feasibility and effectiveness of such
cross-system adaptation and implementation have rarely
been tested. Thus, we sought to determine whether and
how interventions that work in private, integrated care
settings can be translated into clinics with fewer re-
sources, using CHCs in the USA as an example of such
clinics.

We hypothesized that cross-setting translation is feas-
ible and that adapting and implementing proven QI
approaches could improve the care provided by under-
resourced clinics without requiring them to develop native
initiatives. We anticipated that this would involve substan-
tially adapting potentially “translatable” practices and in-
terventions, due to the differences between private care
settings and public clinics in terms of patient needs and
vulnerability and system resources. We tested these
hypotheses by adapting a diabetes QI initiative proven ef-
fective in KP, implementing it in 11 CHCs in a staggered-
implementation, cluster-randomized pragmatic trial and
measuring post-implementation impact in the CHCs.

To our knowledge, this is the first randomized trial of
the feasibility and impact of translating a QI initiative
developed and proven effective in an integrated care set-
ting, for implementation in under-resourced clinics. Our
overarching goal was to identify and resolve barriers to
effectively implementing a successful, privately devel-
oped QI program into CHCs, to pave the way for future
cross-setting dissemination of evidence-based programs

into our nation’s safety net clinics and under-resourced
clinics internationally. We report the results of this im-
plementation trial.

The A.L.L. Initiative intervention

Kaiser Permanente’s “A.L.L. Initiative” (Aspirin, Lova-
statin (any statin), Lisinopril (any angiotensin converting
enzyme-inhibitor (ACE) or angiotensin receptor blocker
(ARB)); hereafter called “ALL”) is a system- and clinic-
level QI intervention. Implemented throughout KP in
2003, ALL was designed to increase rates of patients
with diabetes who are appropriately prescribed cardio-
protective aspirin, statins, and ACE/ARBs. (Because the
evidence for aspirin changed, we did not target it here.)
At KP, ALL used electronic health record (EHR)-based
tools coupled with top-down strategies to incentivize
provider uptake. Its overarching strategies were to facili-
tate providers: (1) identifying patients with diabetes who
were indicated for the ALL medications but not taking
an indicated medication and (2) prescribing these medi-
cations. ALL was highly successful in KP: an internal
study estimated a >60 % reduction in cardiovascular dis-
ease (CVD) events among targeted adults taking the
ALL medications for 1-2 years [4, 5]. We selected ALL
as a “test case” for studying cross-setting translational
implementation based on its strong underlying evidence
[4, 6-23], its alignment with national treatment guide-
lines, its impressive impact at KP, the simplicity of its
strategies, and preliminary evidence that it could be
adapted for the safety net [6].

Adapting the intervention for implementation in the
study sites

To adapt ALL for implementation in CHCs, we under-
went an iterative, year-long process involving re-
searchers, electronic health record (EHR) programmers,
and CHC staff and providers, as previously described
[24]. In brief, while the overall intervention aims and
EHR tool functions remained the same as in KP’s imple-
mentation, each intervention component was custom-
ized to fit the CHCs’ needs and EHR capabilities. Each
study CHC used the combination of components that
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best fit its existing workflows. KP’s top-down imple-
mentation strategies [25] were likewise adapted to
emphasize practice facilitation [26-30], due to the
CHCs’ different organizational structures and re-
sources [31]. Table 1 summarizes the intervention
components in both settings and how they were
translated for implementation in the study CHCs. De-
tails on the components of the implemented interven-
tion were previously reported [24].

Methods

Setting and data sources

The 11 study CHCs are ambulatory primary care clinics
managed by three Federally Qualified Health Center
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(FQHC) systems in the Portland, Oregon metropolitan
area. All are members of OCHIN, Inc., a non-profit
organization that provides health information technology
to safety net clinics [32-34]. The study CHCs vary in size
and organizational structure: one is operated by a large
academic medical center, though it is not located at that
center; six by a county health department in urban loca-
tions; and four by a non-profit organization primarily
serving suburban, Spanish-speaking populations. These
clinics share a single EHR which is managed centrally at
OCHIN, including regular data validation. EHR data for
these analyses were extracted at OCHIN. Results from our
extensive process evaluation will be reported in future
manuscripts. [35]

Table 1 Summary of ALL initiative when implemented in KP and as adapted for CHCs

At KP

As adapted for and implemented in the
study CHCs

Overarching strategies

Make it easier for providers to: (1) identify patients with diabetes who are indicated for an ALL
medication(s), but have no active prescription for an indicated medication, and (2) prescribe these

medications

Target population

Population “indicated” for ACE/ARBs and/
or statins

Patients with diabetes at high risk of CVD (55-75, or
comorbid CVD)

Any adult patients with diabetes (18-75)

Intervention components: Tools to expedite identifying patients indicated for but not prescribed ALL medication(s)

Automated EHR point-of-care alerts “fire”
at patient encounters if ALL medications
indicated but not prescribed

Data registries enable searching provider/
clinic panel for patients for whom ALL
medications indicated but not prescribed

Alerts added to existing, internally built “Patient
Support Tool” which identifies myriad “care gaps”
based on EHR data'”

Integrated into existing panel tool; used to identify
patients (i) on the day of a clinic visit, at the team
“huddle,” and (ii) in targeted outreach efforts, in
addition to other care gaps

Alerts in the form of “Best Practice Alert” built into
existing EHR functions; no other care gaps
identified by this alert

Built as stand-alone ALL-specific rosters; provide
similar functions as at KP (daily intake review;
outreach)

Intervention components: Tools to expedite prescribing

Order sets in EHR to make prescribing
easier

Pre-programmed to expedite “one-click” prescribing
for any indicated ALL medications (SmartSets)

Pre-programmed to facilitate prescribing by listing
commonly prescribed dosages/medications

Intervention components: Tools to enhance patient adherence

Patient education materials

Outreach to patients missing a
prescription

Compliance tracking

EHR shortcuts that expedite providers' ability to
generate informational text about the medications
in after-visit summaries

Nurse, pharmacy case managers call patients to set
up appointment to get prescription

Nurse, pharmacy case managers call patients to
remind them to refill their prescriptions

Similar EHR shortcuts; exam room poster about the
ALL medications in English, Spanish, Russian;
handouts to enhance adherence to prescribed
medications in English, Spanish, Russian

At clinic discretion, used ALL registries to facilitate
outreach to diabetic patients overdue for a visit

Not part of the CHCs' intervention due to limited
outreach capacity

Intervention components: Strategies to encourage provider uptake

Communicate expectations related to
intervention uptake

Orient staff to the evidence underlying
the intervention

Ongoing implementation support

Performance tracking—providers

Top-down practice change directives

Champions presented at department meetings

Regional clinician champions responsible for
multiple Ql initiatives, including ALL

Monthly performance reports, posted publicly and
tied to staff incentives

Presented as recommendations; staff input/
feedback solicited

Practice facilitators and/or clinician champions
presented at clinic or team meetings (varied by
organization)

ALL-specific practice facilitators (clinic employees)
provide on-the-ground support; clinician cham-
pions at each organization; research staff provides
additional support

Monthly reports made available; emphasis, timing,
and method of distribution varied by organization
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Design

In our staggered, cluster-randomized implementation strat-
egy, six study clinics were randomized to implement the
intervention in June 2011 (early implementation), and five
1 year later (late implementation). Cluster randomization
was used because this is a clinic-level intervention with
clinic-level outcomes. Randomization was matched on size
of the clinics’ patient population and the FQHC system op-
erating the clinic. The intervention’s effect was evaluated
using an interrupted time-series design, analyzed with seg-
mented regression models with calendar months as the
unit of analysis [36].

Main outcomes and measurements

Our outcome of interest was the proportion of patients
with diabetes who were indicated for cardioprotective
medication(s) (denominator) and had an “active” pre-
scription for the indicated medication(s) (numerator),
calculated monthly. We measured two clinic-level pre-
scribing rates: (1) the proportion of patients indicated
for ACE/ARB and statin who had an active prescription
for both, and (2) the proportion indicated for statin only
who had an active statin prescription.

Rate denominator

Each month’s rate denominator included clinic patients
with diabetes who had a clinic encounter (in person or
by telephone) in the last year and were indicated for one
or both medications per current national care guidelines
[37]. Patients were considered indicated for (a) an ACE/
ARB and a statin, if age 55-75 or age 18-54 with
comorbid CVD; or for (b) a statin only, if age 18-54
with last low-density lipoprotein (LDL) >100. Patients
currently pregnant or breastfeeding were excluded. Pa-
tients with a history of anaphylactic reaction to either
medication were excluded from analyses involving that
medication.

Rate numerator

Patients were considered to have an active prescription
for an indicated medication class if they were prescribed
that medication in the last year. Since the intervention
targets provider prescribing rates, we consider this defin-
ition acceptable because it reflects the prescription data
available to providers in the EHR.

Statistical analyses

The early implementation effects on the two prescribing
rates of interest were estimated using segmented regres-
sion models with two groups—the early implementation
clinics were modeled as the intervention group and the
late implementation clinics as the control group. We
used data from 24 monthly intervals: 12 in the pre-
intervention period (June 2010—May 2011) and 12 in the
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post-intervention period (June 2011-May 2012). Models
included a constant term, a term to model the slope of
the pre-intervention linear trend, a variable to indicate
study group (intervention vs. control), terms to estimate
change in level from pre- to post-intervention and
change in slope of the trend, and interaction terms
(group by pre-intervention trend, group by change in
level, and group by change in trend) to test for signifi-
cantly greater improvement in prescribing rates in the
early implementation clinics, compared to the controls.
The change in level provides an estimate of the immedi-
ate effect of the intervention; the change in trend, an es-
timate of its effect across time post-implementation.

Analyses of late implementation effects involved the
late implementation clinics only, with level and trend of
the pre-intervention period serving as controls for the
post-intervention period. These analyses included 36
monthly intervals: 24 in the pre-intervention period
(June 2010-May 2012) and 12 in the post-intervention
period (June 2012—May 2013). Models contained a con-
stant term, a term for the slope of the pre-intervention
linear trend, and terms estimating pre/post-intervention
changes in level and trend of outcome rates.

Preliminary qualitative analyses indicated that pro-
viders modified ALL medication prescribing based on
patient age and gender. (Because of the teratogenic risks,
some providers were wary of prescribing to younger fe-
males, and others were reluctant to prescribe statins to
younger patients in general; details of these qualitative
results pending in future papers). To account for poten-
tial differences in prescribing rates based on distribution
of these factors across clinic groups, we adjusted all
models for gender (percentage of denominator who were
female at each time point), age (percentage of denomin-
ator age 18—39 on the first day of each month), and their
interaction. All regression models also included a first-
order autoregressive term to control for serial autocor-
relation [36]. All analyses reflect tests of statistical
significance with a two-sided a of 0.05 and were con-
ducted using SAS Enterprise Guide 6.1 (PROC AUTO-
REG; SAS Institute Inc., Cary, NC, USA).

Results and discussion

Results

Patient demographics

For illustrative purposes, Table 2 presents patient char-
acteristics by clinic group in June 2010 (baseline), June
2011 (beginning of early implementation), and May 2012
(beginning of late implementation). At baseline, 1152 pa-
tients with diabetes were indicated for both a statin and
an ACE/ARB in the early implementation clinics and
879 in the late implementation clinics (Table 2). Most
were aged 55-75. About 47 % had prescriptions for both
indicated medications. There were 494 patients indicated
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Table 2 Patient demographics by clinic group at selected time points in study period

June 2010 June 2011 May 2012
Early clinics Late clinics Early clinics Late clinics Early clinics Late clinics
Indicated for ACE/ARB and statin
Patients with DM, no. 1152 879 1446 1179 1599 1436
% with CVD, age 18-39 years 0.2 0.1 0.3 0.2 04 04
% with CVD, age 40-54 years 79 48 6.3 50 6.8 49
% age 55-75 years 91.9 95.1 934 94.8 929 94.7
Gender
% Female 61.0 61.9 60.4 588 583 580
Medication
% with active prescription for ACE/ARB, statin 479 47.1 499 454 62.3 47.0
Indicated for statin only
Patients with DM, no. 494 424 607 624 761 720
% without CVD, age 18-39 years, last LDL >=100 342 309 328 322 306 30.7
% without CVD, age 40-54 years, last LDL >=100 65.8 69.1 67.2 67.8 694 69.3
Gender
% Female 634 573 61.8 583 614 579
Medication
9% with active prescription for statin 55.7 52.1 516 47.8 63.7 518

for a statin only in the early implementation clinics and
424 in the late implementation clinics, about 2/3 of
whom were aged 40-54. About 56 % of early implemen-
tation clinic patients had an active statin prescription as
indicated, as did about 52 % of late implementation
clinic patients. All 11 clinics stayed in the study through-
out the study period.

Impact of the early implementation

The effect of the intervention’s early implementation on
guideline-concordant prescribing rates is shown in Fig. 1
and Table 3. Among patients indicated for both an ACE/
ARB and statin (Fig. 1a), the pre-implementation trend
in prescribing rates did not differ between the two
groups (p = 0.744). The change in level, reflecting impact
at the first time point post-implementation, was not sig-
nificantly different between the groups (p =0.685), but
the groups did differ in the change in slope pre- versus
post-implementation; the early implementation clinics
had a significantly greater increase in this prescribing
rate over time, compared to the late implementation
clinics (p < 0.0001).

Baseline trend lines were used to estimate an expected
prescribing rate in the early implementation clinics after
1 year (by May 2012), if the intervention had not oc-
curred. Using these methods, without the intervention,
the prescribing rate in the early intervention clinics
12 months after implementation was estimated to be
45.8 %. With the intervention, the estimated prescribing

rate was 63.0 %, representing a relative increase of
37.6 % (95 % CI; 29.0-46.2 %). The relative increase in
the late implementation clinics in the same time period
was estimated to be 8.4 % (95 % CI; —-0.3-17.1 %).

Among patients indicated for statins only (Fig. 1b), pre-
scribing trends declined slightly during the pre-
intervention period and were not significantly different
for the clinic groups in the pre-implementation period
(p=0.673). There was a significantly greater increase in
prescribing rates immediately post-implementation in the
early clinics, compared to the late clinics (p = 0.040). The
slope of prescribing rates increased post-implementation,
although the change in trend from pre- to post-
implementation was not significantly different in early
versus late clinics (p =0.131). The estimated rate of statin
prescribing in the early clinics without the intervention
was 48.4 %. With the intervention, it was 67.2 %, a relative
increase of 38.7 % (95 % CI; 23.2-54.2 %). The relative in-
crease in the late clinics in the same time period was esti-
mated to be 19.8 % (95 % CI; 2.7-36.9 %).

Impact of the late implementation

Guideline-concordant prescribing rates pre- and post- the
late clinics’ implementation are displayed in Fig. 2. Among
patients indicated for both ACE/ARB and statin (Fig. 2a),
prescribing rates were flat in the pre-intervention period
(slope = 0.0081, p = 0.9331). The slope of prescribing rates
significantly increased post-implementation (change from
pre- to post- implementation, 0.6552; p < 0.0001). Here,
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Fig. 1 Effect of the early implementation of the ALL intervention. Time series of prescribing rates by month. a Statin and ACE among patients
indicated for both drugs; b statins among patients indicated for statins only. Dashed vertical line indicates when early clinic implementation
began (June 2011)

had the intervention not occurred, the estimated prescrib-
ing rate for ACE/ARB and statin would be 49.5 % at the
end of the study period; with the intervention, the esti-
mated prescribing rate was 57.2 %, a relative increase of
15.5 % (95 % CI; 9.0-22.1 %).

A similar response to the intervention was observed
among patients indicated for statins only (Fig. 2b).
The pre-intervention prescribing rate for statins was
flat (slope =0.009, p=0.9377) and improved signifi-
cantly following the intervention (slope change, 0.8246;

p=0.0011). If the intervention had not occurred, the
statin prescribing rate at the end of the observation
period was estimated to be 53.0 %. With the interven-
tion, the estimated prescribing rate was 62.2 %, a rela-
tive increase of 17.3 % (95 % CI; 2.4-32.2 %).

Discussion

There is a known need to expedite the dissemination of
effective interventions across all care settings [38—40].
Doing so would facilitate the spread of proven interventions
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Table 3 Results of segmented regression analyses, early implementation effects (Controls = late implementation clinics)

Estimate Standard Error p value
Percent actively prescribed statin and ACE/ARB, among patients indicated for both
Difference in slope of the trend between control and intervention groups prior to the intervention 0.040 0.1208 0.744
Difference between control and intervention groups in change in level following the intervention 0.398 09742 0.685
Difference between control and intervention groups in change in slope of the trend from pre- to 1.102 0.1706 <0.001
post-intervention
Percent actively prescribed statins, among patients indicated for a statin only
Difference in slope of the trend between control and intervention groups prior to the intervention 0.103 0.241 0.673
Difference between control and intervention groups in change in level following the intervention 4.225 1.987 0.040
Difference between control and intervention groups in change in slope of the trend from pre- to 0491 0318 0.131

post-intervention

Full models included a constant term, a term to model the pre-intervention linear trend slope, a variable for study group (intervention vs. control), terms to esti-
mate change in level from pre- to post-intervention and change in slope of the trend, interaction terms (group by pre-intervention trend, group by change in level
and group by change in trend), percent female, percent aged 18-39, gender by age interaction, and a first-order autoregressive parameter

and QI approaches and reduce the need for care delivery
systems to develop their own. Although this dissemination
would be particularly useful to under-resourced clinics
serving vulnerable populations in the USA and elsewhere,
such clinics have historically been under-studied in dissem-
ination and implementation science [41]. Instead, most pre-
vious QI efforts in CHCs and similar clinics were internally
developed (a few exceptions cited here), and most cross-
setting implementation research has focused on translation
across similar care settings [28, 30, 41-48].

We believe this was the first clinical trial of the feasi-
bility and impact of translating a QI intervention devel-
oped and shown effective in a private, integrated care
setting, for implementation in under-resourced clinics.
We showed that such translation and implementation is
feasible but may require substantial adaptation to meet
local needs and structures. In brief, we adapted the
intervention components for implementation in the
study clinics, as directed by an iterative process involv-
ing clinic staff. KP’s key strategies—making it easier to
identify patients “missing” an indicated medication, and
to prescribe that medication—remained the same; we
adapted the specifics of how these strategies were im-
plemented (including adapting the tools) and sup-
ported [24, 31].

Lessons learned about adapting QI interventions for
implementation in under-resourced clinics include: (i)
Consider the strategies used to support uptake of an
adapted intervention [25]. Here, KP used top-down di-
rectives coupled with financial incentives; the CHCs
used on-site facilitation. Though not a difference in the
intervention itself, this could influence its uptake. (ii)
Clinic cultures and leadership styles (e.g., degree to
which top-down directives are issued and followed) can
influence adoption of practice change initiatives, and
should be considered when adapting such interventions.
(iii) Though difficult and time-consuming, collaborative
decision-making by clinic leaders (related to how to

adapt the intervention) may be essential to eventual up-
take. (iv) Ensure that the intervention aligns with the
clinic’s standards of care; if possible, integrate it into the
official standard of care. (v) Consider that low-income
and otherwise vulnerable patients can face barriers to
acting on medical recommendations—barriers not easily
addressed through alerts and panel tools—and adapt as
possible to address these barriers.

The demonstrated feasibility of effectively implement-
ing a proven intervention in CHCs has important impli-
cations for safety net clinics in the USA and internationally.
As such clinics rarely have the resources to develop “home-
grown” interventions, implementing those shown effective
elsewhere could yield important efficiencies in efforts to im-
prove health care quality and outcomes. Such cross-setting
translation should be considered a realistic means of help-
ing lower-income clinics implement cutting-edge, effective
QI strategies. Although implementing strategies from other
settings requires adaptation to meet the clinics’ needs, it is
likely more efficient than these clinics developing their own
“from scratch”—an efficiency that could support dissemin-
ation of effective strategies across CHCs and similar care
settings.

Comparing the impact of implementing ALL in the
study CHCs versus KP is difficult for several reasons
(some parallel study limitations, below). KP targeted pa-
tients with diabetes aged =55 and/or those with coron-
ary artery disease at high risk for CVD, whereas in the
study CHCs, the intervention targeted all adult patients
with diabetes (an adaptation the CHCs requested). KP
was able to measure uptake of ALL using dispense and
refill data; we could only access prescribing data from
OCHIN’s EHR, which until recently lacked medication
dispensing data. Thus, this study would consider a pa-
tient’s care as appropriate even if the prescribed medi-
cation was never dispensed—a method of assessing
guideline concordance that was less stringent by neces-
sity. (Such primary non-adherence occurs in about 5 %
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_

of KP patients with diabetes [49] but was likely higher  prescribed both. One year post-intervention, this in-
among uninsured CHC patients—preliminary qualita- creased to 62 % in the early clinics and 57 % in the late
tive analyses suggest that even small co-payments for clinics. While we had thus limited ability to directly
prescriptions created an important barrier). KP started compare the impact of implementing ALL in KP versus
with considerably lower rates of concordance with tar-  the study CHCs, our results nevertheless show signifi-
geted outcomes and at a time when there was less evi-  cant improvement in the CHCs.

dence supporting the medications’ effectiveness. When The relative increases in guideline-concordant pre-
KP implemented ALL in 2003, about 33 % of their target  scribing reported here range from 16—39 %. While these
population were appropriately taking the ALL medica- improvements are significant, the overall rates of appro-
tions; this rose to 52 % by 2005, a 58 % relative increase  priate prescribing ranged from 57-67 % by the end of
[4]. In the study CHCs, at baseline, about 48 % of pa-  the reporting period, meaning that 33-43 % of patients
tients indicated for an ACE/ARB and a statin were still did not receive prescriptions that were considered
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indicated. We believe this highlights limitations in the
field’s current technical capacity and understanding of
how to build effective EHR-based QI/decision support
interventions. From a technical perspective, patients
may be incorrectly identified as indicated for a given
medication for myriad reasons that are potentially diffi-
cult to capture in an EHR-based algorithm, including:
patient seeks pregnancy, complex concurrent medical
conditions, potential medication interactions, and medi-
cation(s) prescribed elsewhere/entered in the chart in a
way that does not trigger the algorithm. This illustrates
the challenges inherent to striking a balance between
false positives and false negatives when creating decision
support algorithms in complex populations. This may
also suggest that the implemented intervention was
more successful than it appears, because some patients
in the rate denominators could not be given the target
medications. We plan to conduct further research on
optimizing decision support tools adapted for safety net
clinics.

Limitations

(1) We defined an active prescription as one issued in
the last year, because the EHR contained data on medi-
cation prescriptions but not dispenses. We felt this ac-
ceptably reflected provider behaviors and information
available to providers in the EHR, in the context of an
intervention targeting provider prescribing behaviors.
However, it does not describe rates of patients actually
taking the medications; further research is needed to ad-
dress this. (2) Some patients and providers likely
“crossed over” from early to late clinics during the study
year, even though the intervention components were
only activated for staff at specified clinics per our
randomization strategy; this is because a small percent-
age of CHC staff served patients at both early and late
clinics, and the point-of-care alerts were seen by early
CHC providers regardless of where they provided care.
Though unavoidable in this pragmatic trial, any such
contamination would underestimate intervention im-
pacts, creating bias towards the null. (3) The technology
and QI resources available needed to support such an
intervention may not be available to other clinics, par-
ticularly those serving vulnerable populations.

Next steps/future research

This is the first of several planned papers on this study.
We intend, in future manuscripts, to describe how the
intervention’s impact sustained over time, its impact on
health measures (blood pressure, lipid levels), and pa-
tient, provider, and system-level factors associated with
use of the intervention components and implementation
success. We are also developing a guide to implementing
this intervention in CHCs. Our results indicate the need
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for research on the most effective methods for support-
ing future intervention implementation in under-
resourced clinics in the USA and internationally and for
improving the design of EHR-based decision support
tools.

Conclusions

This study adds substantially to our understanding of
whether and how QI strategies proven effective in
better-resourced care settings can be translated into
under-resourced clinics. Such translation and implemen-
tation could potentially yield important benefits to
clinics serving low-income populations by helping them
keep up with the care delivery innovations that other
settings develop. Developing strong practices for cross-
setting implementation of effective innovations could
substantially help safety net clinics benefit from tested
interventions and processes and optimize health system
performance [50].

Abbreviations

ACE: angiotensin converting enzyme-inhibitor; ALL: A.L.L. Initiative

(Aspirin, Lovastatin (any statin), Lisinopril); ARB: angiotensin receptor blocker;
CHCs: community health centers; CVD: cardiovascular disease; DM: diabetes
mellitus; EHR: electronic health record; FQHC: Federally Qualified Health
Center; KP: Kaiser Permanente; Ql: quality improvement.

Competing interests
The authors declare that they have no competing interests.

Authors’ contributions

RG oversaw the study, drafted the manuscript, and assisted with data
analysis. CN coordinated study logistics and data collection. SC, JP, and NP
participated in the design of the study and performed the statistical analysis.
AB, CHo, JD, and GN contributed to the manuscript. JM, CHi and MM
oversaw the study at the CHCs and participated in its design and
coordination. All authors read and approved the final manuscript.

Acknowledgements

The authors wish to thank OCHIN, Inc, and the staff and patients at the
Virginia Garcia Memorial Health Centers (VGHMC), the Multnomah County
Health Department (MCHD), and Oregon Health & Science University’s
(OHSU) Richmond Clinic.

Funding
National Heart, Lung & Blood Institute, TR18HL095481-01A1.

Author details

'Kaiser Permanente Northwest Center for Health Research, 3800 N. Interstate
Avenue, Portland, OR 97211, USA. 2OCHIN, Inc, 1881 SW Naito Parkway,
Portland, OR 97201, USA. *Oregon Health Science University, 3181 SW. Sam
Jackson Park Rd, Portland, OR 97239, USA. *Virginia Garcia Memorial Health
Center, 2935 SW Cedar Hills Blvd, Beaverton, OR 97005, USA. *Multnomah
County Public Health Department, 426 SW Stark St, 8th Floor, Portland, OR
97204, USA. ®Kaiser Permanente Community Benefit, 6880 Paseo Laredo, La
Jolla, CA 92037, USA. “Kaiser Permanente Northwest Medical Group, 500 NE
Multnomah Street, Suite 100, Portland, OR 97232, USA.

Received: 4 December 2014 Accepted: 8 May 2015
Published online: 10 June 2015

References

1. The White House. The Obama Administration and Community Health
Centers. 2012. http://www.whitehouse.gov/sites/default/files/05-01-
12_community_health_center_report pdf; Accessed June 5, 2012.


http://www.whitehouse.gov/sites/default/files/05-01-12_community_health_center_report
http://www.whitehouse.gov/sites/default/files/05-01-12_community_health_center_report

Gold et al. Implementation Science (2015) 10:83

20.

21.

Morgan D. Health centers for poor, uninsured see ranks swell.
http://wsau.com/news/articles/2012/may/01/us-health-centers-for-poor-
uninsured-see-ranksswell/ Accessed 5/29/15.

US DHHS. Community Health Centers and the Affordable Care Act in 2011:
Increasing Access to Affordable, Cost Effective, High Quality Care. http://
www.bphc.hrsa.gov/about/healthcenterfactsheet.pdf Accessed 5/29/15.
Dudl RJ, Wang MC, Wong M, Bellows J. Preventing myocardial infarction
and stroke with a simplified bundle of cardioprotective medications. Am

J Manag Care. 2009;15(10):e88-94.

Yeh RW, Sidney S, Chandra M, Sorel M, Selby JV, Go AS. Population trends
in the incidence and outcomes of acute myocardial infarction. N Engl

J Med. 2010;362(23):2155-65.

Wong W, Jaffe M, Wong M, Dudl RJ. Implementation study-vohs national
quality award. Community implementation and translation of kaiser
permanente's cardiovascular disease risk-reduction strategy. Perm J.
2011;15(1):36-41. Ref Type: Magazine Article.

Pettay HS, Branthaver B, Cristobal K, Wong M. The care management
institute: harvesting innovation, maximizing transfer. Perm J. 2005,9(4):37-9.
Colhoun HM, Betteridge DJ, Durrington PN, Hitman GA, Neil HA,
Livingstone SJ, et al. Primary prevention of cardiovascular disease with
atorvastatin in type 2 diabetes in the Collaborative Atorvastatin Diabetes
Study (CARDS): multicentre randomised placebo-controlled trial. Lancet.
2004;364:685-96.

Collins R, Armitage J, Parish S, Sleigh P, Peto R. MRC/BHF Heart Protection
Study of cholesterol-lowering with simvastatin in 5963 people with
diabetes: a randomised placebo-controlled trial. Lancet.
2003;361(9374):2005-16.

Kearney PM, Blackwell L, Collins R, Keech A, Simes J, Peto R, et al. Efficacy of
cholesterol-lowering therapy in 18,686 people with diabetes in 14
randomised trials of statins: a meta-analysis. Lancet. 2008;371(9607):117-25.
Antithrombotic Trialists' Collaboration. Collaborative meta-analysis of
randomised trials of antiplatelet therapy for prevention of death, myocardial
infarction, and stroke in high risk patients. BMJ. 2002,324(7329):71-86.
Lewis EJ, Hunsicker LG, Bain RP, Rohde RD. The effect of angiotensin-
converting-enzyme inhibition on diabetic nephropathy. N Engl J Med.
1993;329(20):1456-62.

Brenner BM, Cooper ME, de Zeeuw D, Keane WF, Mitch WE, Parving HH,
et al. Effects of losartan on renal and cardiovascular outcomes in patients
with type 2 diabetes and nephropathy. N Engl J Med. 2001;345(12):861-9.
Ogawa H, Nakayama M, Morimoto T, Uemura S, Kanauchi M, Doi N, et al.
Low-dose aspirin for primary

prevention of atherosclerotic events in patients with type 2 diabetes: a
randomized controlled trial. JAMA. 2008;300(18):2134-41.

Belch J, MacCuish A, Campbell I, Cobbe S, Taylor R, Prescott R, et al. The
prevention of progression of arterial disease and diabetes (POPADAD) trial:
factorial randomised placebo controlled trial of aspirin and antioxidants in
patients with diabetes and asymptomatic peripheral arterial disease. BMJ.
2008;337:a1840. doi:10.1136/bmj.a1840.:a1840.

Yusuf S, Zhao F, Mehta SR, Chrolavicius S, Tognoni G, Fox KK. Effects of
clopidogrel in addition to aspirin in patients with acute coronary syndromes
without ST-segment elevation. N Engl J Med. 2001,345(7):494-502.
Hansson L, Zanchetti A, Carruthers SG, Dahlof B, Elmfeldt D, Julius S, et al.
Effects of intensive blood pressure lowering and low dose aspirin in
patients with hypertension: principle results of the Hypertension Optimal
Treatment (HOT) randomised trial. HOT Study Group. Lancet.
1998;351:1755-62.

Hayden M, Pignone M, Phillips C, Mulrow C. Aspirin for the primary
prevention of cardiovascular events: a summary of the evidence for the US.
Preventive Services Task Force. Ann Intern Med. 2002;136(2):161-72.
Antiplatelet Trialists Collaborative. Collaborative overview of randomised
trials of antiplatelet therapy—I: prevention of death, myocardial infarction,
and stroke by prolonged antiplatelet therapy in various categories of
patients. BMJ. 1994,308:81-106.

Klausen K, Borch-Jonsen K, Feldt-Rasmussen B, Jensen G, Clausen P,
Scharling H, et al. Very low levels of microalbuminuria are associated with
increased risk of coronary heart disease an death

independent of renal function, hypertension, and diabetes. Circulation.
2004;110:32-5.

UK Prospective Diabetes Study Group. Efficacy of atenolol and captopril in
reducing risk of macrovascular and microvascular complications in type 2
diabetes: UKPDS 39. BMJ. 1998;317(7160):713-20.

22.

23.

24,

25.

26.

27.

28.

29.

30.

32.

33.

34.

35.

36.

38.

39.

40.

42.

43.

Page 10 of 11

UK Prospective Diabetes Study Group. Tight blood pressure control and risk
of macrovascular and microvascular complications in type 2 diabetes:
UKPDS 38. BMJ. 1998;317(7160):703-13.

American Diabetes Association. Standards of Medical Care in Diabetes—2008.
Diabetes Care. 2008;31(Supp 1):512-54.

Gold R, Muench J, Hill C, Turner A, Mital M, Milano C, et al. Collaborative
development of a randomized study to adapt a diabetes quality
improvement initiative for federally qualified health centers. J Health Care
Poor Underserved. 2012;23(3 Suppl):236-46.

Proctor EK, Powell BJ, McMillen JC. Implementation strategies:
recommendations for specifying and reporting. Implement Sci. 2013;8:139.
Baskerville NB, Liddy C, Hogg W. Systematic review and meta-analysis of
practice facilitation within primary care settings. Ann Fam Med.
2012;10(1):63-74.

Liddy CE, Blazhko V, Dingwall M, Singh J, Hogg WE. Primary care quality
improvement from a practice facilitator's perspective. BMC Fam Pract.
2014;15:23.

Parchman ML, Noel PH, Culler SD, Lanham HJ, Leykum LK, Romero RL, et al.
A randomized trial of practice facilitation to improve the delivery of chronic
illness care in primary care: initial and sustained effects. Implement Sci.
2013,;8:93.

Mold JW, Fox C, Wisniewski A, Lipman PD, Krauss MR, Harris DR, et al.
Implementing asthma guidelines using practice facilitation and local
learning collaboratives: a randomized controlled trial. Ann Fam Med.
2014;12(3):233-40.

Dickinson WP, Dickinson LM, Nutting PA, Emsermann CB, Tutt B, Crabtree BF,
et al. Practice facilitation to improve diabetes care in primary care: a report
from the EPIC randomized clinical trial. Ann Fam Med. 2014;12(1):8-16.

Gold R, Bunce A, Cohen DJ, DeVoe JE, Hollombe C, Nelson C. Reporting on
implementation strategies: an example from an intervention adapted across
care settings. Ann Fam Med. In press.

DeVoe JE, Likumahuwa S, Eiff MP, Nelson CA, Carroll JE, Hill CN, et al.
Lessons learned and challenges ahead: report from the OCHIN Safety Net
West practice-based research

network (PBRN). J Am Board Fam Med. 2012:25(5):560-4.

DeVoe JE, Gold R, Spofford M, Chauvie S, Muench J, Turner A, et al.
Developing a network of community health centers with a common
electronic health record: description of the Safety Net West Practice-based
Research Network (SNW-PBRN). J Am Board Fam Med. 2011;24(5):597-604.
DeVoe JE, Sears A. The OCHIN community information network: bringing
together community health centers, information technology, and data to
support a patient-centered medical village. J Am Board Fam Med.
2013;26(3):271-8.

Bunce AE, Gold R, Davis JV, McMullen CK, Jaworski V, Mercer M, et al.
Ethnographic process evaluation in primary care: explaining the complexity
of implementation. BMC Health Serv Res. 2014;14(1):607.

Wagner AK, Soumerai SB, Zhang F, Ross-Degnan D. Segmented regression
analysis of interrupted time series studies in medication use research. J Clin
Pharm Ther. 2002;27(4):299-309.

American Diabetes Association. Standards of medical care in diabetes—2009.
Diabetes Care. 2009;32 suppl 1:513-61.

Brownson RC, Colditz GA, Proctor EK. Dissemination and implementation
research in health: translating science to practice. New York: Oxford
University Press; 2012.

Massoud MR, Nielson GA, Nolan K, Schall MW, Sevin C. A Framework for
Spread: From Local Improvements to System-Wide Change. IHI Innovation
Series white paper. Cambridge, MA: Institute for Healthcare Improvement.
www IHI org; 2006. Accessed January 8, 2013.

Glasgow RE, Vinson C, Chambers D, Khoury MJ, Kaplan RM, Hunter C.
National Institutes of Health approaches to dissemination and
implementation science: current and future directions. Am J Public Health.
2012;,102(7):1274-81.

Napoles AM, Santoyo-Olsson J, Stewart AL. Methods for translating
evidence-based behavioral interventions for health-disparity communities.
Prev Chronic Dis. 2013;10:E193.

Albu J, Sohler N, Matti-Orozco B, Sill J, Baxter D, Burke G, et al. Expansion of
electronic health record-based screening, prevention, and management of
diabetes in New York City. Prev Chronic Dis. 2013;10:E13.

Chin MH, Cook S, Drum ML, Jin L, Guillen M, Humikowski CA, et al.
Improving diabetes care in midwest community health centers with the
health disparities collaborative. Diabetes Care. 2004;27(1):2-8.


http://wsau.com/news/articles/2012/may/01/us-health-centers-for-poor-uninsured-see-ranksswell/
http://wsau.com/news/articles/2012/may/01/us-health-centers-for-poor-uninsured-see-ranksswell/
http://www.bphc.hrsa.gov/about/healthcenterfactsheet.pdf
http://www.bphc.hrsa.gov/about/healthcenterfactsheet.pdf

Gold et al. Implementation Science (2015) 10:83

44,

45,

46.

47.

48.

49.

50.

Nieva VF, Swift E, Fair S. AHRQ Health Care Innovations Exchange report on
Scale up and Spread Activities 2011. AHRQ Report, 2011. Rockville, MD:
AHRQ; 2011. Ref Type: Report.

Rabin BA, Glasgow RE, Kerner JF, Klump MP, Brownson RC. Dissemination
and implementation research on community-based cancer prevention: a
systematic review. Am J Prev Med. 2010;38(4):443-56.

Katz DL, Murimi M, Gonzalez A, Njike V, Green LW. From controlled trial to
community adoption: the multisite translational community trial. Am J
Public Health. 2011;101(8).e17-27.

Kern LM, Ancker JS, Abramson E, Patel V, Dhopeshwarkar RV, Kaushal R.
Evaluating health information technology in community-based settings:
lessons learned. J Am Med Inform Assoc. 2011;18(6):749-53.

James AS, Richardson V, Wang JS, Proctor EK, Colditz GA. Systems
intervention to promote colon cancer screening in safety net settings:
protocol for a community-based participatory randomized controlled trial.
Implement Sci. 2013;8:58.

Karter AJ, Parker MM, Moffet HH, Ahmed AT, Schmittdiel JA, Selby JV. New
prescription medication gaps: a comprehensive measure of adherence to
new prescriptions. Health Serv Res. 2009;44(5 Pt 1):1640-61.

Institute for Healthcare Improvement. IHI Triple Aim Initiative.
http://www.ihi.org/engage/initiatives/TripleAim/Pages/default.aspx.
Accessed 5/29/15.

Page 11 of 11

Submit your next manuscript to BioMed Central
and take full advantage of:

¢ Convenient online submission

¢ Thorough peer review

* No space constraints or color figure charges

¢ Immediate publication on acceptance

¢ Inclusion in PubMed, CAS, Scopus and Google Scholar

* Research which is freely available for redistribution

Submit your manuscript at
www.biomedcentral.com/submit

( BiolVied Central



http://www.ihi.org/engage/initiatives/TripleAim/Pages/default.aspx

	Abstract
	Background
	Methods
	Results
	Conclusions
	ClinicalTrials.gov

	Background
	The A.L.L. Initiative intervention
	Adapting the intervention for implementation in the study sites

	Methods
	Setting and data sources
	Design
	Main outcomes and measurements
	Rate denominator
	Rate numerator

	Statistical analyses

	Results and discussion
	Results
	Patient demographics
	Impact of the early implementation
	Impact of the late implementation

	Discussion
	Limitations
	Next steps/future research


	Conclusions
	Abbreviations
	Competing interests
	Authors’ contributions
	Acknowledgements
	Funding
	Author details
	References



