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eand purpose of this seminar

= AHRQ-funded effort to try to improve the uptake/use of
evidence reports conducted by Evidence-based Practice
Centers (EPC) by health care delivery systems

= Joint effort with KPRA EPC, RAND EPC and KP CMI

= |nteractive format to link reviews (evidence reviewers) to
a broad range of stakeholders within KP- those
developing clinical guidance and those implementing
clinical guidance

= This seminar consists of a brief evidence presentation
with ample time for discussion
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tematic review of interest

Evidence Synthesis

Number 117

Screening for Abnormal Glucose and Type 2 Diabetes

Mellitus: A Systematic Review to Update the 2008 U.S.

Preventive Services Task Force Recommendation

AHRQ Publication No. 13-05190-EF-1
April 2015

U.S. Preventive Services

Selph S, Dana T, Bougatsos C, Blazina |,
Patel H, Chou R. Screening

for Abnormal Glucose and Type 2
Diahetes Mellitus: A Systematic Review to
Update the 2008 U.S. Preventive Services
Task Force Recommendation. Rockville
(MD): Agency for Healthcare Research
and Quality (US); 2015 Apr. Report No.:
13-05190-EF-1. PMID: 25973510

Final Recommendation Statement:
Abnormal Blood Glucose and Type 2
Diabetes Mellitus: Screening. U.S.
Preventive Services Task Force.
November 2016.
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TASK FORCE

You are here: Home » Recommendations for Primary Care Practice » Search Recommendation]

Grade
(What's
This?)

Recommenoations Abnormal Blood Glucose and Type 2 Diabetes Mellitus
Published Final Release Date: October 2015
Recommendations 4
o aTendalone Recommendation Summary
Progress T T
Copyright Notice
Agults aged 4010 | The USPSTF rec g for
70 years who are blood glucose as part of cardiovascular risk
Information for ight or in adufts aged 40 to 70 years who are
Consumers obese overweight or obese. Clinicians should offer or refer

Public Comments and
Nominations

patients with abnormal blood glucose to intensive
behavioral counseling interventions to promote a
healthful diet and physical activity.
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= USPSTF recommendation to screen for DM hinges on
ability of lifestyle interventions to prevent/delay the onset
of DM

= Intensive lifestyle interventions to prevent the
development of diabetes consistently show a moderate
benefit in reducing the progression to diabetes.

= Direct evidence that preventing a diagnosis or early
identification of diabetes results in improved patient health
outcomes is limited.
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Key Question 7 in the systematic review

Do interventions for impaired fasting glucose or impaired
glucose tolerance delay or prevent progression to type 2
diabetes?

= Lifestyle interventions

= Medications
= e.g., metformin, thiazolidinediones, alpha-glucosidase inhibitors

Center for
¢
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_As'you listen to the evidence today...

= How effective are interventions to delay or prevent the onset
of diabetes?

= Do the benefits of these interventions outweigh the
harms?

= What evidence do you need that is NOT covered in this
systematic review?

= What else do you need to know that is not addressed?

Center for
¢
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‘Overall Findings for Key Question 7

No. Summary of findings on

studies progressionto diabetes
Lifestyle 10 RR 0.57 (95% C1 0.43, 0.70)
Medications
Metformin 3 RR 0.69 (95% C1 049, 0.76)
TZD 3 RR 0.51 (95% CI1 0.23, 1.06)
0-gluc inhibitors 4 RR 0.65 (95% Cl 0.44, 0.91)
Multifactorial 2 No pooled analysis, no effect on
interventions progression to DM

*from DPP trial, no pooled estimate calculated
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Limitations

Clinical
heterogeneity

Few studies, TZD
high statistical
heterogeneity

Clinical
heterogeneity,
Imprecision

Center for
¢
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What is the evidence on lifestyle interventions to prevent the
onset of diabetes?

Ce:;[g for
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* Lifestyle interventions: Overlap with the review for

the CDC Community Guide (Balk et al., 2015)

Reasons for
non-overlap include:

CbC
Community Guide
(Balk, 2015)

USPSTF

(Selph, 2015) | = Mismatch of review’s

search dates

= Study design

= Setting less relevant
toUS

= Error

9 Studies

3 Studies

Selph S, Dana T, Bougatsos C, Blazina |, Patel H, Chou R. Screening for Abnormal Glucose and Type 2 Diabetes
Mellitus: A Systematic Review to Update the 2008 U.S. Preventive Services Task Force Recommendation. Rockville
(MD): Agency for Healthcare Research and Quality (US); 2015 Apr. Report No.: 13-05190-EF-1. PMID: 25973510

Balk EM, Earley A, Raman G, Avendano EA, Pittas AG, Remington PL. Combined Diet and Physical Activity Promaotion
Programs to Prevent Type 2 Diabetes Among Persons at Increased Risk: A Systematic Review for the Community
Preventive Services Task Force. Ann Intern Med 2015 Sep 15;163(6):437-51. doi: 10.7326/M15-0452. PMID: 26167912

Center for
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Results for lifestyle interventions

Risk Ratio
Study or Subgroup  Participants, n M-H, Random, 95% CI
DPP, 2002* 2161 —— 0.50[0.42, 0.59]
Katula, 2013 301 0.36[0.12, 1.11]
Kosaka, 2005* 458 0.32[0.10, 1.01]
Li, 2004 568 - 0.81[0.74, 0.88]
Lindahl, 2009 168 0.26[0.10, 0.65]
Penn, 2009 102 045[0.17, 1.22]
Ramachandran, 2006 253 —_— 0.71[0.54, 094
Saito, 2011 641 e 0.65 [0.43, 0.97]
Sakane, 2011 296 0.51[0.24, 1.11]
Tuomilehto, 2001* 522 —_— 0.44[0.29, 0.68]
Total (95% CI) 5470 g 0.53 [0.39, 0.72]
: . 4 . |

*From prior report '
0.1 0.2 0.5 1 2 5

Favors intervention Favors control
Adapted from “Figure 4. Meta-Analysis of the Effect of Lifestyle Interventions on Incidence of Progression to DM™. Source: Selph S, Dana T, Bougatsos C,
Blazina |, Patel H, Chou R. Screening for Abnormal Glucose and Type 2 Diabetes Mellitus: A Systematic Review to Update the 2008 U.S. Preventive Services
Task Force Recommendation. Rockville (MD): Agency for Healthcare Research and Quality (US); 2015 Apr. Report No.: 13-05190-EF-1. PMID: 25973510
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What is the evidence on medications other than metformin
to prevent the onset of diabetes?

Centgl: for
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Results for TZD

Risk Ratio

Study or Subgroup  Participants, n M-H, Random, 95% CI
DeFronzo, 2011 602 —a— 0.30[0.17, 0.52]
DREAM, 2006™ 5269 . 5 0.43[0.37, 0.48]
Ramachandran, 2009 367 —u— 0.94[0.69, 1.28]
Total (95% CI) 6238 -.- 0.50 [0.27, 0.92]
*From prior report } } } }

02 05 1 2 5

Favors intervention Favors control

Adapted from “Figure 5. Meta-Analysis of the Effect of Thiazolidinediones on Incidence of Progression to DM”. Source: Selph S, Dana T, Bougatsos C,
Blazina |, Patel H, Chou R. Screening for Abnormal Glucose and Type 2 Diabetes Mellitus: A Systematic Review to Update the 2008 U.S. Preventive Services
Task Force Recommendation. Rockville (MD): Agency for Healthcare Research and Quality (US); 2015 Apr. Report No.: 13-05190-EF-1. PMID: 25973510

D~
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Results for alpha-glucosidase inhibitors

Risk Ratio
Study or Subgroup  Participants, n M-H, Random, 95% CI
Chiason, 2002* 1368 - 0.780.68, 0.90]
Kawamori, 2009 1778 —.— 0.460.34, 0.64]
Nijpels, 2008 118 - 0.76[0.38, 1.53]
Pan, 2003 252 - 0.59[0.24, 1.46]
Total (95% Cl) 3516 i 0.64 [0.45, 0.90]

*From prior report

05 07
Favors intervention

1

15 2
Favors control

Adapted from “Figure 6. Meta-Analysis of the Effect of Alpha-Glucosidase Inhibitors on Incidence of Progression to DM™. Selph S, Dana T, Bougatsos C.
Blazina |, Patel H, Chou R. Screening for Abnormal Glucose and Type 2 Diabetes Mellitus: A Systematic Review to Update the 2008 U.S. Preventive Services
Task Force Recommendation. Rockville (MD): Agency for Healthcare Research and Quality (US); 2015 Apr. Report Mo.: 13-05190-EF-1. PMID: 25973510
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" What about harms?

= None of the reviews examine harms of these interventions

= While lifestyle interventions don’t have any
hypothesized harms, there is a cost and opportunity
cost trade-off

= An examination of harms of medications is necessary to
assess the net benefit for these medications
(particularly their long term use) to determine their role
in diabetes prevention

Center for
¢
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As you listen to the implementation issues around

lifestyle interventions...

= How far do you want to extrapolate from the evidence?

= What sort of lifestyle interventions should we be offering
our members?

= Who should be offered intensive lifestyle interventions?
= What else do you want to know?

Center for
¢
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on issues for lifestyle interventions-

PP as the exemplar
- H » (Goals: achieve and maintain weight
Intervention goals reduction >7% of initial body weight
n Comparison group through a healthy low-calorie, low-fat
diet and engage in moderate-intensity
. Training required physical activity for >150 min/wk
= Mode Of delivery . Partlc_lpants taughtto record diet and
exercise.
- |nteﬂ8lty Of intervention = Offered supervised exercise sessions
(when and how much) twice per week for duration of
L ) intervention (not mandatory).
= Availability of materials R N
= [ntervention “flexible” culturally sensitive.
n Target population Lifestyle advice was tailored to the
. individual with emphasis on self-esteem,
= setting, adherence empowerment, and social support.
[ Y %cnte]: for
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e

" DPP as the exemplar

= Intervention goals

= Comparison group
= Training required

= Mode of delivery

= |ntensity of intervention
(when and how much)

= Availability of materials
= Target population
= setting, adherence

KAISER PERMAMNENTE | CENTER FOR HEALTH RESEARCH

'?é_n’tféfion issues for lifestyle interventions-

Intervention 2: standard lifestyle
recommendations + metformin
850 mg PO BID.

Control: standard lifestyle
recommendations + placebo pill.

Standard lifestyle
recommendations included
written information with annual
20-30 minute individual
session emphasizing healthy
lifestyle (diet and exercise).

19
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nentation issues for lifestyle interventions-

DPP”as the exemplar

= Intervention goals
= Comparison group
= Training required
= Mode of delivery

= |ntensity of intervention
(when and how much)

= Availability of materials
= Target population
= setting, adherence

KAISER PERMAMNENTE | CENTER FOR HEALTH RESEARCH

Primary care provider for
recruitment only.

Program and recruitment
coordinators that were trained in
motivational interviewing.

Case manager with training in
nutrition, exercise, or behavior
modification (details not
reported).

Supervised exercise leader not
defined.

20

KPRA EPC

Center for
e
Research



b Implementation issues for lifestyle interventions-

DPP as the exemplar

= Intervention goals
= Comparison group
= Training required

= Mode of delivery

= |ntensity of intervention
(when and how much)

= Availability of materials
= Target population
= setting, adherence

KAISER PERMAMNENTE | CENTER FOR HEALTH RESEARCH

= Face to face visits
(individual and group).

21

KPRA EPC

Center for
e
Research



jon issues for lifestyle interventions-

DPP as the exemplar

= A case manager taught16 one-on-

= Intervention 908|S one sessions over 24 weeks usinga
. curriculumwhich followed the Food
v Companson group Guide Pyramid 14.
m Training required = Subsequent sessions led by the
case manager were monthly and
= Mode of de|ivery either individual or group focused

on behavior reinforcement

& IntenSity Of intewention = 6 months core curriculum 1.8-4.6
(when and how much) years maintenance (mean 2.8 years).

ilahili ) = Optional ised i
[ Ava"ab”lty of materials ptional supervised exercise

sessions up to twice per week

- Target population throughout intervention.
) = Semiannual FBG and annual 2 hr oral
= setting, adherence glucose tolerance test.
[ Y Elcnte]: for
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Implementation issues for lifestyle interventions-

/ DPP as the exemplar

= Intervention goals
= Comparison group
= Training required
= Mode of delivery

= |ntensity of intervention
(when and how much)

= Availability of materials
= Target population
= setting, adherence

KAISER PERMAMNENTE | CENTER FOR HEALTH RESEARCH

=  Written material: Lifestyle
Manuals of Operation
(www.bsc.gwu.edu/dpp).

= Modified Block Food-Frequency
Questionnaire.

» Modified Activity Questionnaire.

Lifestyle Manuals of Operation. Copyright 1996; 2011;
University of Pittsburgh.

Center for
¢
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DPP as the exemplar

Intervention goals
Comparison group
Training required
Mode of delivery

Intensity of intervention
(when and how much)

Availability of materials

Target population
= setting, adherence

KAISER PERMAMNENTE | CENTER FOR HEALTH RESEARCH

Volunteer participants recruited through
27 (academic) US medical centers.

Prediabetics: participant characteristics
included being 25 years or older, BMI of
24 or more (22 or higherin Asians) and
fasting plasma glucose of 95-125 or
glucose of 140-199, 2 hrs after 75g
glucose challenge.

Adherence and retention actively
fostered and used quarterly newsletters.

50% of the intervention group achieved
weight loss goal by 24 weeks, 74% met
exercise goal by 24 weeks, 72% took at
least 80% of the prescribed dose of
metformin.

. Center for

calth

KPRA EPC CRSED,

24




we know about virtual interventions from

" the systematic reviews?

= Limited evaluations of different virtual interventions

= NO trials reported on diabetes incidence as an outcome, all with
shorter term follow-up

= Most informative trial evaluated face-to-face vs DVD-based
intensive lifestyle intervention (12+ sessions)
= Generally high income volunteers, SF Bay area
= At 15 months, slightly larger effects on weight loss for in person than virtual,
but both more than usual care group
= 2 comparative effectiveness trials evaluated virtual interventions
(reality TV, internet) versus enhanced programs (with virtual
counseling/interaction), found that enhanced programs resulted in
weightloss at 12 months

chr;]teﬁ for
calt
KAISER PERMAMNENTE | CENTER FOR HEALTH RESEARCH KPRA EPC Rcscﬂr‘:h

25



usions from the systematic reviews

= USPSTF recommendation to screen for DM hinges on ability of
lifestyle interventions to prevent/delay the onset of DM

= Using the Balk review for CDC is reasonable, more comprehensive
to the USPSTF review, consistent with USPSTF review findings for
lifestyle interventions

= Understanding the details of interventions is key to reproducing
intervention, as deviations from the tested intervention may result in
different outcomes (effectiveness) in practice

= Understanding the harms of longer term use of medications is
important before implementation

‘I(_:‘er;fﬁ: for
¢
KAISER PERMAMNENTE | CENTER FOR HEALTH RESEARCH KPRA EPC Rcscﬂr‘:h

26



YMCA program

The YMCA Diabetes Prevention Program is for overweight adults (18+) with
prediabetes, confirmed via one of 3 blood tests or has 2 or more risk factors.

The 12 month program (includes a 16 session core program followed by monthly
maintenance sessions). Sessions are one hour per week and include 8 to 15
people in a group based, classroom setting.

Classroom-type settings allow for sessions to be conducted anytime or anywhere.

Participants weigh in at each session, their weight is recorded in an online
tracking system, and the sessions are facilitated by a Y Lifestyle Coach (a person
who is skilled in Listen First and group facilitation).

Source: https:/fwww slideshare net/colinpowelcenterfjody-ouziel-ymea-diabetes-prevention. Judy Ouziel, Senior Executive Director,
Strategic Initiatives, YMCA of Greater New York. YMCA Diabetes Prevention Program: Creating Powerful Alliances, Colin L. Powell
Center, New York, NY, May 2, 2012

Center for
¢
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Overall results

Health Care Innovation Award

Health Care Innovation Award (HCIA) to The Young Men'’s
Christian Association (YMCA) of the USA (Y-USA).

® ’i l. ®
Feb. 2013 —Jan. 2015 “ ~7,800 beneficiaries
\:]
Session Attendance
* 83%24
* 63% =9 or more
https://innovation.cms.gov/initiatives/Health-Care-Innovation-Awards, 7

Source: hitps:/finnovation_cms_gov/Files/slides/mdpp-overview-slides. pdf

Center for

&
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" YMCA program results

= Among the 5,696 Medicare beneficiaries who
attended four or more sessions, there was a
mean weight loss of 5.27 kg (~5% loss of initial
weight)

= Compared to a matched cohort of 65+ pre-
diabetic individuals in the same county (who did
not enroll in DPP)

= Medicare savings
= Significantly fewer inpatient admissions and ED stays

Alva ML etal. Health Aff (Millwood). 2017 Mar 1,36(3).417-424.

calth
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CMS reimbursement for MDPP 4/1/2018

Proposed Beneficiary Eligibility

* Must meet Body Mass Index (BMI) Criteria:
— 225 (223 for Asian beneficiaries)

* Must have Blood Test Results:
Have within the 12 months prior to the first core session:
— Hemoglobin Alc of 5.7-6.4%; or
— Fasting plasma glucose of 110-125 mg/dL; or
— Two-hour plasma glucose of 140-199 mg/dL

* No previous diagnosis of diabetes (gestational diabetes is
allowable) or End-Stage Renal Disease (ESRD).

Source: hitps:/finnovation.cms._goviFiles/slides/mdpp-overview-slides. pdf

Center for
¢
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CMS reimbursement for MDPP 4/1/2018

= Program requirements:

= Minimum 16 core sessions in first

Proposed Curriculum

During the first 6 months of the DPP intervention, the 16 core
sessions must address the following curriculum topics:

Core Sessions.
Wekome to the NDPP | Problem Salving

6 months SeM-Monitoring Weelght and Food Intake | Strategies for Healthy Eating Out
Eating Less | meversing Negative Thoughts
Healthy Eating Dealing with Slips in Lifestyle Change
Introduction to Physical Activity {Move | Mixing Up Your Physical Activity: Aerobic
those Musdles) Fitrass
Overcoming Barriers to Physical Acthity | Social Cues
[Being Active - A Way of Life]
Balarcing Calorie Intake and Output | Managing Stress
Emvironmental Cues o Eating and Physical | Staying Mativated, Pregram Wrap Up

= Monthly maintenance sessions,
second 6 months

Acthity

Proposed Curriculum Continued

During the second & months of the 12-month Core Benefit the curriculum
riist address a different topic each month:

= Monthly maintenance sessions for e
up to 2 years e

Source: https /finnovation cms_gov/Files/slides/mdpp-overview-slides. pdf

KPRA EPC Besearch
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ééTESions—CMS policy

= (Year 1) A supplier may offer no more than 4 virtual
make-up sessions within the core services period to
an MDPP beneficiary,

= of which no more than 2 virtual make-up sessions may be core
maintenance sessions

= (Years 2, 3) A supplier may offer no more than 3
virtual make-up sessions that are ongoing
maintenance sessions to an MDPP beneficiary
during any rolling 12-month time period.

= Weights can only be recorded in-person

Source: https:/innovation.cms gov/Files/slides/mdpp-overview-slides pdf

%cr;]te]: for
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" Discussion Questions—Implementation

= What type of lifestyle interventions should be
made available?

= To whom should these lifestyle interventions be
made available?

= Early insights:
= Dr.’s Fitzpatrick and Fortmann, researchers at KPCHR in

Portland—evaluation study to understand the implementation of
virtual and in-person diabetes prevention programs at KPNW

Center for
¢
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Discussion Questions—Implementation

= \WWhen should metformin be offered or initiated?

= Are there medications other than metformin that
may be reasonable to consider as prevention?

Center for
¢

Health
KAISER PERMAMNENTE | CENTER FOR HEALTH RESEARCH KPRA EPC Research

34



[(_icn]tc]: for
calt
KAISER PERMANENTE | CENTER FOR HEALTH RESEARCH KPRA EPC Research

35



	Tool for Linking Evidence Reviews to Organizational Guideline Planning
	Introduction
	Presenters
	Genesis and Purpose
	Systematic Review
	Why Screen?
	Key Quesetions
	As You Listen to the Evidence
	Overall Findings
	Lifestyle Interventions
	Results
	Harms
	Implementations Issues
	Virtual Interventions
	Conclusions
	YMCA Program
	Overall Results
	YMCA Program Results
	CMS Reimbursement
	Virtual Sessions
	Discussion Questions




