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Goal:

To adapt, enhance, and implement an existing year long training
curriculum designed to educate and engage Health Center teams
including patients, clinical and administrative staff in Patient Centered
Outcomes Research (PCOR).

Objectives:

e Build infrastructure to strengthen the patient-centered comparative
effectiveness research (CER) capacity of Health Centers as they
develop or expand their own research infrastructure

 Develop, implement, and disseminate an innovative online training,
which will be targeted to and accessible at no cost to all Health
Centers and other primary care practices.

e Content will prepare Health Center patients, staff, and researchers
in the conduct of community-led PCOR
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Name

Responsibilities

Community Health Center Affiliation

Prior Research Experience

What are you hoping to learn from EnCoRE?
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Session Goals

What is the EnCoRE project?
What are patient-centered outcomes?

Why is patient-centered outcomes research
important to Health Centers?

How to ask a question and form a testable
hypothesis

Types of variables

Introduction to clinical epidemiology and types of
study designs

Introduction to human subjects research
Introduction to literature search/PubMed
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e The Patient Centered Outcomes Research
Institute (PCORI) www.PCORl.org is
committed to funding research guided by
patients, caregivers, and the broader
healthcare community

* The “Pipeline to Proposal” program, part of
the Eugene Washington Awards, program
addresses the challenge of engaging
stakeholders (such as patients, clinicians,
and researchers) to create partnerships
that lead to PCOR research proposals

* Using the award resources and PCORI
patient engagement guidelines, this project
aims to build a community of patients,
stakeholders, and researchers who can
participate in patient centered outcomes

research (PCOR)
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Qur first funding oppertunity under the Pipeline to Proposal Awsards program is the Tier | Pipeline to
Fropeosal Awards for the Western Region of the United States. This RFF for the first cycle of Tier|
Fipeline to Froposal Awards has been managed in collaboration with the Colorade Foundation for Public
Health and the Envircnment {CFPHE), our pilot Intermediate Funder for this effort.

Pipeline to Proposal Awards

In early 2014, we will anncunce additionsl cpportunities to apply for Pipeline to Proposal Awsrds and
will seek additional Intermediste Funders to assist with managing Fipeline to Proposal Awards in other
areas of the country.

Tier | swards provide seed money to individuals and groups who have healthcare research idess and who
belizgve in the promise of patient-centered research. The awards will be used to help build capacity and
engage community sround 3 commaon healthcare research interest. These awards focus on building the
community of patients, stakeholders, and researchers who can participate in patient-centered outcomes
research. This award is cpen to any individusl patiznt, other healthcare stakeholder, or researcher—or
group of patients, stskeholders, or researchers—oriented srocund a particular heslth issue and interested in
developing guestions that can be sddressed by comparstive effectiveness research. It is targeted to those
whao are not eligible or equipped to apply for funding from maost other research funding scurces, and the
spproved use of these funds is limited to community and capacity building.

If you sre 3 petient, caregiver, researcher, or other type of heslthcare stakeholder with 8 compelling ides
for & research project—or even an important clinical issue that you would like to explore—the Fipeline to
Propeosal Awards may be 8 good opportunity for you.

In December 2013, FCOR| spproved the following 20 projects under the pilot phase of this new swards
program:
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“Pipeline to Proposal"
Awards

G

PCORI approved 20

projects totaling more than
3400,000 under the pilct phase
of its "Fipeline to Froposal” I
swards program. These Tier |
swards were initially offered in
the Western US to build
communities arcund commen
health research interests. The
program will soon be expanded
naticnwide.

Read More —

Opening a Pipeline to
Patient-Centered
Research Proposals

With a new type of award, we
invite individuals and groups to
build 8 community and
partnerships prepared to
participate in petient-centered
cutcomes research.
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Recommended Team Agenda:

e Avyear long structured program Arsnan
e Monthly training webcasts B
 Monthly “homework” assignments I
* Online clearinghouse of - -
skill-building resources
 What will this series cover? e
* Basics of PCOR N
 Development of research questions || — :
e The structure of research design
and protocols Specific CHC responsibilities will include:
e Patient and community e Commit the time for a Team of 3-5 clinicians and
engagement staff members and patient representatives to
e Human subjects protection participate in this project and participate in monthly

webcasts and pre and post webcast related activities
* |dentify one staff champion to lead this group of 3-5
clinicians and staff members

* Identify one or more patient representatives to
participate
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e Data analysis and interpretation
* Dissemination
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Session | = Introduction to
PCOR - Developing a Study
and Study Questions

Session 6-Study Design &
Clinical Statistics

Session 2 - Patient
Engagement in Selecting and
Designing Interventions for
Testing and Outcomes for
Assessment

Session 7—
Biostatistics/Univariate
Data Analysis

Session 3 — Community
Engagement for Selecting
and Designing Interventions
for Testing

Session 8 — Bioinformatics

Session 9 - Research Ethics,
IRB, FDA Regulations, and
Good Clinical Practices
(GCP)

Session 4— Measurement,
Defining Variables
(dependent, independent,
covariates)

Session 5 - Sample Size,
Power Calculations,
Sampling Methods, and
Recruiting Plans

Session 10 - Grant Writing,
Fundraising, Project
Planning, Identifying Study
Partners, and Funders

Session 11 - Preparing
Budgets, Work Plans, and
Timelines

www.icommunityhealth.org

&

AAPCHO

Session 12-Dissemination
and Presentation

www.aapcho.org
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e The partners will develop the training course by building on existing CDN/N2-PBRN, NACHC, and CTSA

training programs and PCORI training resources and adding any content gaps identified by partners or
learners

*  The curriculum will incorporate previously developed and archived online training resources on
research models and methodology using a “flipped classroom” learning model

e All webinars developed during the project period will be posted on www.CDNetwork.org/_and
www.CDNetwork.org for free global dissemination
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A Research Training Catalog
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Research Education Partnership W CON AR DR Saarch & HaErsee Ml
CON v devgratd o BestPrcice” Cined CON s 0 RO desgnad ortor o Excotence | COMha an ek
Reseuen atac by e 1 20081 o Priary Care Prace. 60460 Resesch 300 -
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WEeBCAST LIBRARY ARCHIVES

Upcoming Webcasts

y 2k click here 1o visit o saarchable Ubrary of over 500
Plaia coofien CUE 2nq COE stilus ool 1o iewng by contacing

Femsay heaih, of Medine. Harvarg

Recent CME Accredited Webcasts:

Irs Navarro-Milan, MO, Univers#y of Alsbama: Birmingham

Presented by: len Liwton, £33, Laad Ressarch Sciantst, Go- Princioal bwes bgator, National Center for
=1 chosi of Public Healths E5q., Community

Healtn arps Program OFficer, Natonl zsc Commrty Hoalth Conters: Marsha Ragonitein, P10,

Profesor. Department of Wesith Poc, Wiken Bt Schosi of Publc Heslth at George Wathingston

uuuuuu Duvectos o Resmarch § Evsustion, Natona Center for Medical Lge Partrer

Spamiored by: Mational Conter for Mo b Logal Parnersio at Gl Milen s Stite Schaol of Publc Health

Wednasday, Juy 6, 2014, 300400 M EDT
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Short Term Goals:

To gain meaningful understanding of PCOR engagement, knowledge, and methods
To become “research engaged”
To become PCOR “research-ready”

To successfully submit PCOR funding applications to PCORI as well as NIH, AHRQ,
and CDC

To become partners , stakeholders, collaborators, and leaders in PCORI
applications

Long Term Goals:

pCOri

To receive PCORI funding
To publish PCOR results in peer-reviewed journals
To aligning and integrating research and QI efforts

To be prepared to incorporate results into practice with measurable impact on
clinical , patient-centered and population health outcomes

To increase the number of Health Center patients, clinicians, and staff participating
as PCORI grant reviewers, and to improve the quality of those reviews over time
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Patient-Centered Outcomes Research (See www.PCORI.org)

e “..considers patients’ needs and preferences and focuses on
outcomes most important to them.”

e “..can help patients and other healthcare stakeholders, such
as caregivers, clinicians, insurers, policymakers and others,
make better-informed decisions about their health and
healthcare options.”

e “ .answers patient-centered questions, such as:”

e “Given my personal characteristics, conditions, and preferences, what should |
expect will happen to me?”

* “What are my options, and what are the potential benefits and harms of those
options?”
e  “What can | do to improve the outcomes that are most important to me?”

*  “How can clinicians and the care delivery systems they work in help me make
the best decisions about my health and health care?”
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important?

Patient Centered Outcomes Research (PCOR):

Q
pcori\

www.PCORI.org

“Assesses the benefits and harms of preventive, diagnostic,
therapeutic, palliative, or health delivery system interventions to
inform decision making, highlighting comparisons and outcomes
that matter to people”

“Is inclusive of an individual's preferences, autonomy, and needs,
focusing on outcomes that people notice and care about such as
survival, function, symptoms, and health-related quality of life”

“Incorporates a wide variety of settings and diversity of
participants to address individual differences and barriers to
implementation and dissemination”

“Investigates optimizing outcomes while addressing burden to
individuals, availability of services, technology, and personnel, and
other stakeholder perspectives”

See www.PCORI.org
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e |nfrastructure

e Methodology Studies

e (Observational Studies

e Individual Randomized Controlled Trials (RCTs)

e Cluster RCTs

e Pragmatic Clinical Trials (PCTs, Individual or Cluster)

For more information see
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B Prospective - treatment precedes outcome
B Randomized - treatment assignment at random

B Controlled - comparison group

B Placebo
B Standard treatment
B Alternative treatments — head to head comparison

B Single Blind- treatment group assignment is unknown to
participant

B Double Blind - treatment group assignment is unknown to
both investigator and participant
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Why is community-based collaborative work important
for PCOR?
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In an average month:

217 physician’s
office

(113 visit
primary care)

65 CAM provider

21 hospital
outpatient clinic

14 home health

New Ecology of Medical Care - 2000
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Clinical Epidemiology
applies
epidemiological principles and study designs
In clinical settings
using medically defined populations
as opposed to population settings

Closely related to:
« Comparative Effectiveness Research (CER)
« Patient-Centered Outcomes Research (PCOR)
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Examples

Nominal

Gender
Eye color

Ordinal

Size

Interval

Blood Pressure

Alc

Ratio

HIV Viral Load

N\
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Example: Systolic Blood Pressure (mmHg)

Interval SBP 90-250 mmHg

Ordinal
Hi BP SBP >140 ¥
Borderline BP  SBP 120 -140
Nominal BP SBP <120
Nominal

Hi BP SBP >140

L]
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Type of Variable

Type of Analysis

Nominal

Ordinal

v

v

Frequencies
X 2

p(:ori§

www.PCORI.org

Interval

Ratio

www.icommunityhealth.org

v

&

AAPCHO
www.aapcho.org

v

Means
t-Tests

ANOVA
Regression
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Governed by the Office of Human Research Protections (OHRP; www.hhs.gov)

The Belmont Report
www.hhs.gov/ohrp/humansubjects/guidance/belmont.html

Human Subjects Protection Certification
phrp.nihtraining.com/users/register.php

Collaborative Institutional Training Initiative (CITI)
https://www.citiprogram.org/
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Self-Assessment

1) Does your Health Center have experience conducting any type of
research?

2) Is your Health Center currently conducting PCOR?
3) Is your Health Center ready to conduct PCOR?
4) What would it take to get ready to conduct PCOR?

5) Why is participating in research important to my Health Center?
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Develop a patient-centered study question

What questions would your health center like answered?

Remember PCOR addresses...

“Given my personal characteristics, conditions, and
preferences, what should | expect will happen to
me?”

“What are my options, and what are the potential
benefits and harms of those options?”

“What can | do to improve the outcomes that are
most important to me?”

“How can clinicians and the care delivery systems
they work in help me make the best decisions about
my health and health care?”

guoted from
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1) Who is your target patient or clinical
population

2) Who are the most important patient and
clinical subgroups?

° see
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Patient-centered CER of Home-based
Interventions to Prevent CA-MRSA Infection
Recurrence (CAMP-2)

Funding by:
Patient Centered Outcomes Research Institute (Grant # Pending)

The Rockefeller University Center for Clinical and Translational Science (CCTS)
Pilot Grant and Administrative Supplement
(NIH-NCATS Grant # 8-UL1-TR0O00043)

. THE ROCKEFELLER UNIVERSITY HOSPITAL AHRQ Grant # P30 HS 021667
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Convergence of CER/PCOR Interests

e Patients: Responses from the RPPS patient focus group indicated that many
patients participated in the CAMP study in order to contribute to knowledge
about CA-MRSA transmission and recurrence. Outcomes that patients were
most concerned about include: recurrence, pain and inability to work.

www.CDNetwork.org

e Clinicians: “[It is assumed that] colonization is ongoing, because we’ve had
patients return with recurrent infections. ...If you just use systemic antibiotics,
the nasal colonization persists. Another question to consider is if the source is
in the house. We can take all measures to decolonize the person but if the
infection is still in the house (pet, towel, sheets, etc), then it’s a huge factor.” —
Dr. Balachandra

e Laboratory Investigators: “Does the MRSA recurrent phenotype reflect a
single or multiple genotypes?

e (Clinical Investigators: 31% of MRSA+ wounds and 28% of MSSA+ wounds are

recurrent
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Incision & Drainage
Oral Antibiotics

Home Assessment

Patient
Decolonization &
Environmental
Decontamination
(after Huang, 2014)

R [ N N ]
pcori\

www.PCORI.org www.icommunityhealth.org

T CAMP-2 Research Design

Usual Care
(CDC Guidelines-

Community Health Centers
www.NACHC.com

Usual Care (CDC) +
Experimental

Directed) (n=139) Intervention (n=139)

&

AAPCHO
www.aapcho.org
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Identify measures: patient-centered vs. clinical

Example for Skin and Soft Tissue Infections:

Patient Centered Clinical

Dependent Variable(s)

Abscess, furuncle, folliculitis,
boil, carbuncle, cellulitis
(dermatological symptoms)
Recurrence on self or family

MRSA+ vs. MSSA+ lab result
(microbiology diagnosis)

Independent Variable(s)
-Environmental Treatment
(Home decontamination
vs. usual care)

Prevention self-efficacy
Decision-making autonomy

Environmental
contamination

Variable(s)

Independent Variable Pain Clinical response to
-Clinical Treatment Ability to work treatment

(Incision and Drainage vs. |Quality of life

Antibiotics vs. Both)

Covariates / Confounding [lliness burden Comorbidity

Medication adherence

Antibiotic Treatment
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Search www.PubMed.gov

The use of asthma drugs in pregnancy
e Type in search box asthma drugs pregnancy

Use MeSH
e with or w/o subheadings

Combine using AND, OR

Filters
* |imit to dates of publication, language, age, gender, etc.

° see
\ 299 c._;.ti ST B PR communiTy
DCOI‘I\ e PRIMARY HFAITH CARE HearTH
SR AAPCHO ASSOCIATION NETWOTK

www.PCORI.org www.icomrﬁunityhealth.org www.aapcho.org www.SCPHCA.org www.accesscommunityhealth.net



Y
“r NATIONAL ASSOCIATION OF
I Community Health Centers

www.NACHC.com

Engage other Health Center colleagues in
Team formation

Lets make a list of other colleagues that might be interested in joining you
and contact them this week...

Ideally your team would consist of 4-6
individuals from each Health Center: 1-2
clinicians, 1-2 individuals involved in Health
IT/EHR work, 1 health educator, and a patient
representative
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Role in Study Role In CHC Name Credentials Email Phone
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e |dentify research interests
 Develop testable question

e Complete human subjects protection training
(collect certificates)

* Begin literature search on PubMed.gov and
compile relevant articles

 Engage team members (use template)

Due date October 4, 2014
Email to Project Coordinator:
rtayler@CDNetwork.org
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Introduction to Collaborative
Community-Based Research

https://cne.memberclicks.net/index.php?option=com_mc&view=mc&mcid=72&eventld=365790

Presenter:

Jonathan N. Tobin, PhD, FACE, FAHA

President/CEO, CDN, Co-Director for Community-Engaged Research

The Rockefeller University Center for Clinical and Translational Science (CCTS), Professor, Department of Epidemiology &

Population Health, Albert Einstein College of Medicine of Yeshiva University
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e Visit: www.CDNetwork.org

e Click on “Join Our Mailing List”
e Fill in your information

OR

Send an email to eLearning@CDNetwork.org
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e Fill out SurveyMonkey.org link that launches in the
window

e Complete survey

e Send an email to eLearning@CDNetwork.org with
your name, the title of the session, and the date you

completed it
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DATE SESSION

10/21/14, 3:30 PM EDT 1. Introduction to PCOR
11/18/14, 2:00 PM EST 2. Patient Engagement
12/16/14, 3:30 PM EST 3. Community Engagement
1/20/15, 3:30 PM EST 4,
2/17/15, 3:30 PM EST 5.
TBD 6. Study Design and Clinical Statistics
7.
8.
9.

Measurements and Descriptive Statistics

Sample Size and Sampling Methods

4/21/15, 2:00 PM EDT
5/19/15, 2:00 PM EDT
6/16/15, 2:00 PM EDT

Biostatistics and Univariate Data Analysis

Bioinformatics

Research Ethics

7/21/15, 2:00 PM EDT 10. Grant Writing and Fundraising
8/18/15, 3:30 PM EDT 11. Preparing Budgets and Timelines
9/15/15, 2:00 PM EDT 12. Dissemination and Presentation
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Primary Text:
e SB Hulley, SR Cummings et al., Designing Clinical Research:
An Epidemiologic Approach (NY: Lippincott Williams & Wilkins; 2" Ed. 2001)

Additional/Supplemental Texts & Resources:
* Leon Gordis Epidemiology (Philadelphia PA: Saunders Elsevier, 2009 4t Ed)
* N Krieger Epidemiology for the People (New York NY: Oxford, 2010)

* RS Greenberg, SR Daniels, WD Flanders, JW Eley, JR Boring Ill Medical Epidemiology (4™ Ed) (New
York NY: Lange/McGraw Hill, 2005)

e  RM Merrill Introduction to Epidemiology (Boston MA: Jones and Bartlett, 2010, 5t Ed)
e Univ of Pittsburgh - Epidemiology Super Course www.pitt.edu/~superl

e Univ of North Carolina — Epidemiology eText www.epidemiolog.net

e CDN Clinical Research Training Webcast Library www.CDNetwork.org

*  Rockefeller University Center for Clinical and Translational Science Webcast Library
www.CDNetwork.org/Rockefeller
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http://www.epidemiolog.net/
http://www.cdnetwork.org/
http://www.cdnetwork.org/Rockefeller
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Application Exercises & Web-based Resources

Key Concepts — Use Epidemiologic Vocabulary & Concepts
www.pitt.edu/~superl
www.epidemiolog.net

NLM - PubMed — Search, Retrieve, Review > 1 study

www.ncbi.nlm.nih.gov/pubmed in your area using the current design

CDC - NCHS — ldentify and explore > 1 public data-set
www.cdc.gov/nchs/nhanes.htm that measures your primary research interest

www.cdc.gov/nchs/nhis.htm

Study Design — Do try this at home (& at work!)

www.pitt.edu/~superl FOLLOW YOUR OWN NATURAL HISTORY !
www.epidemiolog.net
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Research Training Catalog

Online Trzinin, c25 for Faderally Qualifisd Hezlth Canters

About FILTEREY LEVEL

Incrmssingly, Faderally-Gualifisd Haslth Cantars (FQHCS) are ar,awu- in ressarch a5 3 way to achisve
-E. oh & Hit Enta““ E ‘higher standards of care, namow disparities, and improve Uity b and many FQHCs are
interestad in increasing their capacity to conduct community-based rzsesrch, including Community-Based

Participatory Ressarch (CEER,

AllLevals
Basic
Intermedizts
Advancad

FOLLOW US! CEPR is 2 collaborative approach to rassarch that engagss community staksholders as squal partners in all
phases of the research process. CEPR ensbles uniqu partnerships that share interssts, sasources, and
n Q :‘ tmowladga, Given thei community stting, govemancs and locsl ewnership, FQHCs ar= wniquely CECREDIT
positicnad to participate in CBER. To Scititste FQHC invotvement in research including CEPR, this
wabsits provides training fesouscas to help FQHCe build the skills nesdad design, implement, analyz,
publish 2nd disseminats ressarch with theif community stake holders.

Resources with CE Cradit

ARCHIVES
Eoth individale snd groups of co-workers 2t FQHCS can uss thass resoumes to build s foe, on-gemand
May 2012 training program Sr their taam. The websits is oczanized into a ssriss of catespriss that have several

in length end Semar. For axsmpls, joumal ari
saly k2 10 minutzs to 284, while webinars webcasts and online courses may taks seversl houes 1o
comlate. Many cfthase rasources also count towards Continuing Edueation (CE) Credits (usses nesd o
confirm that CE cosdits are still availabls)

Plaase sl £22 to email (or call) Michellz Proser, MPP 2t MProssr@nache. org ( (HESI20233196090 ).
Peter Shin, PhD at PShin@ews. etu  (HIS 20299441440 ) or Jonathan N. Tobin, PhD at
TNTobinfCDNetwork org ( ESIZIZ5E2506860 x234) with your Badbeck, questions, tachnical
assistance, o7 to suggest both additional resources Fou have identifisd of ones Fou would Like to sa2 added
in the ftus: to this Research Training Website. W anticipate adding new resouces, 25 well as hosting
Sadback Som vsers in the Srure.

Cogysight © 2012 Revarch Training Cetziog. AY Righs Reserved
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For additional information, please email:

CDN

e Jonathan N. Tobin, PhD — JINTobin@CDNetwork.org
e Maria Dziok, PhD — MDziok@CDNetwork.org

e Rachel Tayler, MSc — RTayler@CDNetwork.org

NACHC
e Michelle Proser, MPP — MProser@NACHC.org
e Michelle Jester, MA — MJester@NACHC.org

° see
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