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Key Question

 How effective is a direct-mail fecal testing
program when implemented in busy
community clinic practices as part of standard
care?

* To report the effectiveness and level of
implementation of an electronic health record
(EHR)— embedded program to directly mail
fecal tests to patients due for colorectal
cancer screening.
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Background

* The US Preventive Services Task Force recommends routine
colorectal cancer screening for individuals aged 50 — 75.

* Programs that directly mail fecal tests to patients’ homes have
been shown to improve rates of colorectal cancer screening in
various clinical settings.

* Improvements have ranged from 6 — 40%.

e Little is known about the effectiveness of such programs
when implemented in community health centers as part of
standard care.
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Previous direct-mail programs

Meta-Analysis of 11 studies

Test Study Risk Ratio = Sample size

Singal 2015 2.0 3,599 |
Gupta 2013 3.7 5,491 ||
Myers 2013 1.2 350 -

= Hendren 2013 3.6 240 -
Levy 2013 4.5 372 2 3
Myers 2017 1.6 773 |
Total 2.1 10,825 ¢
Green 2013 25 2,341 ]
Jean-Jacques 2012 6.0 202 -

S Hoffman 2011 2.6 3,386 [ ]

Q  Coronado 2011 14.4 333 o
Goldberg 2004 8.1 119 -
Total 33 6,381 2

Marquez E, Singh S, Gupta S. Gastroenterology, Vol. 150, Issue 4, S450; DDW 2016 0.01 0.1 1 10 100
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Success of direct-mail programs

Kaiser Permanente Northern
California

Levin TR Gastrointest Endosc. 2016 Mar;83(3):552-4.

— Over 500,000 FITs mailed annually,
with >60% returned
— Major contributor to achieving

screening rate over 85% th
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Explanatory study vs. pragmatic study

Explanatory Study
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a defined subset)
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Design, Setting, Participants

* Pragmatic cluster-randomized clinical study
— Eligibility, 50-75, screening appropriate
— Clinic visit in the past year

» 8 federally qualified health centers
— 26 clinics (13 clinics randomized to each of 2 arms)
— 41,000 patients

* Year O1 intervention interval: February 4, 2014 — February 3, 2015
* Year 01 evaluation interval: February 4, 2014 -- August 3, 2015
* Lagged data interval: June 4, 2014 — August 3, 2015
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Characteristics of health centers, by

participation
% Hispanic CRC srca:lt'genmg % uninsured
Health Center 1 9 20 49
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STOP CRC intervention

Step 1: Mail
Introductory
letter

EMR tools in Reporting Workbench,
driven by Health Maintenance;

Step-wise exclusions for:

, Step 2: Mail
Invalid address EIT kit

» Self-reported prior screening
* Completion of CRC screening

Improvement cycle (e.g. Plan-Do-

Study-Act) Step 3: Malil
Reminder
Postcard
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Implementation support

* Real time EHR tools to identify patients eligible for each
Intervention step

* Training in the EHR tools (4-hours)

* Monthly meetings with EHR site specialists from each
health center

* Leadership meetings to launch Plan-Do-Study-Act cycle

* Annual in-person meeting and quarterly webEx
meetings of advisory board
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Intervention materials

Muitnomah
County
Health Department

Deos Chent,

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

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:

* Sdort with a clean, empty foled Flush it
cnce before you stort. Make suee there
are no cleanng products in the folet
waler.

* Use 2 ddferent poop samples. 1 for siot A,
and a different | for siol 8,

* Wnte the date on the sScker of the tme
You S0 eoch test.

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

if you have any questiors, please cal your care
team of 503-788-5553

Thank you,
1

e

Morty Geasmeder, MD
Medicol Drector
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completodo of andlss
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Wordless instructions

S

seconds
segundos
cekyHa g

n Poop One Popod Una

Mepebiit o6pasey kana K{E—

n Poop Two Popo Dos

BTopoit o6paseu kana X{E

7

m%#a

El ¢
v
v

2
3

_

seconds
segundos
cekyHA 3

Coronado et al. 2014
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Main outcomes and measures

» Effectiveness: Clinic-level - proportions of adults
eligible for colorectal cancer screening during the
intervention interval who completed fecal testing,
and secondarily any CRC screening;

* Implementation: Clinic-level - proportions of eligible
adults who were mailed a fecal test as part of the
program
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Conceptual framework

Consolidated Framework for Implementation Research*

Outer Setting Intervention

(adapted) )

Intervention
(unadapted)

Center for
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Baseline clinic-level characteristics of eligible

adults in analysis sample (n =41,193)

Intervention clinics Usual care clinics
(n=13) (n=13)
Median clinic %
Median clinic% @ (range) @ (range)
Age (50-64) 80 (73-85) 83 (72-88)
Gender (Female) 44 (38-56) 45 (35-51)
Ethnicity (% Hispanic) 8 (1-33) 15 (2-36)
Language
English 90 (41-99) 86 (53-99)
Spanish 4 (0-26) 12 (1-31)
Insurance status
Medicaid 36 (20-51) 35 (25-54)
Medicare 24 (20-37) 23 (15-36)
Uninsured 26 (3-40) 27 (2-38)
Commercial 10 (1-49) 11 (1-39)
Federal poverty level
<100% 47 (13-61) 45 (19-64) Center for
Health
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Colorectal cancer screening completion, by

intervention and usual care arm

Primary Dataset
20 =.046

18

16 P=.105
14

12

1 I

Completed FIT Any CRC screening

o

o0 T N O = N & ¢

B Intervention (21,134) W Usual Care (20,059)

25

[

Lagged Dataset

=.026

Completed FIT

M Intervention {15,763)

P=.014

Any CRC screening

B Usual care (14,904)

FIT completion differences were 3.8% in primary dataset and 5.6% in
lagged dataset, adjusted for health center, age, and gender
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Per-protocol analysis

Per-protocol analysis FIT return rate

Patients who were mailed a FIT (OVERALL) 21%
Clinics that consistently delivered reminders 25% ‘

Clinics that inconsistently delivered reminders 14%

Clinics that did not deliver reminders 6%
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FIT completion and implementation,
lagged dataset

Health Center Differences in FIT completion* % eligible patients mailed FIT

Health Center 1 21.2 81.7
Health Center 2 10.6 59.3
Health Center 3 1.7 43.3
Health Center 4 5.2 37.1
Health Center 5 3.6 26.3
Health Center 6 2.0 33.2
Health Center 7 -0.4 38.5
Health Center 8 -11.7 21.0
ALL 4.8 42.1

*Comparing intervention and usual care clinics within health center; unadjusted

primary dataset correlation = .89; lagged dataset correlation = .87 ﬁ%ﬁffﬁ for
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Efficacy-Effectiveness gap
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Trends in CRC screening
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STOP CRC Maintenance, by Health Center

Continujng iTOP CRC (28 clinics)

B Randomized Clinics .
Partnering w/

"1 Additional Clinics Opened HeaI.th !Jlan to + Partner w/
mail kits (11 Health Plan
clinics)

(13 clinics)
5 \

In-clinic
distribution 1 clinic

i mailing, 1
1

mail for
appts.

-
2
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Maintenance

N clinic randomized in STOP CRC: 26

* N clinics delivered STOP CRC in Year 2 (and
beyond: 41 (22 randomized, 19 non-
randomized)
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Implementation

STOP CRC Precis Diagram

STOP CRC

E;igibility Flexibility of

intervention

Analysis Recruitment

delivery:

Outcome - -Setting
FollowUp Organization
Adherence ‘Delivery

Dashed line: UH2
Solid line: UH3

Authors: Karin E. Johnson'*, Gila Neta2°*$, Laura M. Dember3, Gloria D. Coronado*®
Center for

Use of PRECIS Ratings in the NIH Healthcare Systems Research Collaboratory; Trials 2016 Health
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Conceptual framework

Consolidated Framework for Implementation Research*

Outer Setting Intervention

(adapted) )

Intervention
(unadapted)

Center for

© 2016, KAISER PERM. .. *Damschroder et al., 2011 II_ilgs@z&ch



Implementation Analysis

Guided by the CFIR Framework

Data Sources:

* EHR data (mailings, phone calls)

e Staff and leadership surveys and interviews at baseline and
follow-up

* Cost data provided by clinics included questions about
implementation processes (e.g. project staff)

* Project participation data from training sessions, EHR
specialist meetings
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Primary challenge to implementation

Challenges to Direct-Mail Fecal Testing Program

B Anticipated = Experienced

8- B
0| 4.
(O]
)
c
()
(&)
e
=
98]
(]
<
Z
0- - -
Time burden on Impact on Incompatible with Low patient Low EMR data
staff colonoscopy patient population awareness quality
access
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Did they do it?
Implementation of key components

Mailed FIT plus  Difference in FIT
Reminder Letters completion (%)
(Yes/No)

Health Center Mailed FIT (%)

-2.0
-5.4
-11.7
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Factors influencing implementation

Difference in
FIT
completion
(%)

EMR meeting Loss of ke Plan
Health Center Lab issues attendance y additional

(%) staff PDSAs

-2.0
-5.4

Center for
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Factors influencing patient completion

FIT samples Mailed return vs. Difference in FIT

(1vs. 2) drop off

Health Center completion (%)

* PDSA included phone reminders c ]
enter ror

Heal
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Conclusion

Implementing mailed FIT outreach can increase screening
rates in "real world settings."

Findings confirm the major challenge of bridging the gap
between efficacy studies and effectiveness studies.

Given variation in clinics in the timing and extent of
intervention delivery, this work offers the potential to
understand more deeply the clinic level factors that facilitate
and challenge successful implementation.
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