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from here.

Why are these types of
evaluations not
particularly helpful?

Who is responding?
What is it based on?

Are we capturing what
a student has learned
and/or how teaching
pedagogy has played a
role in this outcome?

How might the results
from these prove to be
more useful for a
program, a specific
course, a professor?

“I've been meaning to tell you ... some of the students
have given you really negative evaluations.”




our focus.

L From Here
what, who, why, when, how

»2| Evaluation Science
principles of effective evaluation, types, translational

<1 CTSA Context
evaluation, logic model, expectations, measures, common metrics

“ > To There

process & procedures, expectations, core metrics, discussion, next steps




about me.

« PhD, University of Pennsylvania

- Pre-doc fellowship, Penn Center for Mental
Health

- Postdoc, Rutgers Institute for Health

- Assoc Director, Center for Behavioral Health
Services & Criminal Justice Research

- Research Professor, Rutgers Grad School of
Education

- Executive Director, Center for Effective School
Practices




about CESP.

The Center for Effective School Practices

integrity in research & education

Rutgers CESP is a research and evaluation center within the Graduate School of
Education that aims to bridge the persistent research-practice gap through
iImplementation, adaptation, and dissemination of evidence-based practices.
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why evaluate?
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Rigorous
Evaluation

evaluation.

Evaluation
Planning

What kind of evaluation

did you need? Our 3 year project is coming
to an end and were told we
needed an evaluation.

What kind is that?

Implementation
Frameworks

freshspectrum.com

Translational
Research




principles of rigorous evaluation.

Clear goals and objectives for the evaluation

- Independent, systematic investigation into how, why, and to what extent the
stated goals and/or objectives f the program/intervention are achieved (as per

the logic model)

- Adopt a broad perspective on program effects (individual, team, organization,
network, and community) and focus centrally on the mechanisms and

processes that link program inputs to program outcomes (how works, not only
what works)

- Sensitive to the complexity of tracking a dynamic change process and also
consider potential unintended effects (positive or negative)




principles of rigorous evaluation.

Reasonable scope

- Not everything can be evaluated or is worthy of evaluation, so strategic
decisions about scope need to be made up front

« Function of the resources available to the evaluation
« Function of what key stakeholders (program leadership, funders, the scientific
community, etc.) are most interested to learn about to inform their own

evaluation of program efficacy and/or cost-effectiveness

- May also be limited to those questions that can be answered through
scientific inquiry




principles of rigorous evaluation.

Theory- and context-grounded evaluation framework

- Grounded in thearies that are relevant to the particular level (individual, team, organization)
and context (e.g., clinical, org, community) of the intervention/program

- Theories provide an organizing framework to guide evaluation research and connect it with
the relevant scientific knowledge base, specifically regarding:

» Mechanisms and processes that connect specific program inputs and activities to
specific outcomes at each level (e.g., linking training to knowledge and practice)

« Influence of inter-organizational structures (e.g., leadership model), formal and informal
relationships (e.g., coordination vs. competition), and differential capacity (e.g.,
resources, staff with relevant skills, etc.) on implementation and outcomes

« Major and/or common moderators of implementation (i.e., barriers and facilitators) and
effects (subgroup differences)




principles of rigorous evaluation.

Relevant methodology

- Appropriate mix of qualitative and quantitative methods to balance
confirmation (testing and corroborating theoretical predictions about
underlying mechanisms, causal processes, and effects) with discovery
(generating new or unexpected insights)

- Use of valid (level- and context-appropriate) and reliable measurement
instruments

- Transparency regarding the methodology and methodological choices made
(to facilitate peer-review and replicability/reproducibility)




principles of rigorous evaluation.

Quality of data and communication of findings

- The abllity to investigate indirect pathways that connect inputs to
outcomes as well as monitor potential unintended effects is a function
of the completeness & quality of data (qualitative and quantitative)

« Offers specific answers to specific questions about the program

- Reflect on consistency regarding the overall pattern of findings to
contextualize an individual finding

- Ethical, honest, and professional (be aware, and guard against,
external pressures and internal biases)




types of program evaluation.

Formative - ensures that a program or program activity is feasible, appropriate, and
acceptable before it is fully implemented (e.g., needs assessment, readiness for
implementation, etc.)

Process/implementation - determines whether program activities have been implemented
as intended (e.g., fidelity, dose, barriers, reach, acceptance, etc.)

Outcomeleffectiveness - measures program effects by assessing progress in outcomes
(e.g., answer questions about effects on knowledge, capacity, motivation, and behavior/
practice)

Economic (cost-effectiveness) - assesses what resources are being used in a program
and their costs (direct and indirect) compared to outcomes

Impact - assesses program effectiveness in achieving its ultimate goals (e.g., improving
patient care and health outcomes)




|

»
’ < evaluation planning.

- Develop evaluation questions based

' on outcomes of interest
- ldentify relevant evaluation
measures for answering each

question

- Design logic model (or theory of
action) to guide the evaluation

- Determine relevant data collection
methods

» Decide timing for research activities
and deliverables

16.



logic models.

- Presents hypothesized relationship between program inputs,
intervention activities and the desired outcomes - it describes
how the intervention is expected to work (theory of change)

- Five core components of logic models:

« Inputs (resources, contributions)

- Outputs (activities, services, events that reach people
targeted)

- Outcomes (anticipated results or changes)

« Assumptions (rationale)

- External Factors




Program Action - Logic Model

Activities

Farticipation

»

Outcomes - Impact
ShortTerm  Medium Term Long Term

What we do

Conduct
workshops,
mesetngs

Daliver
SETYIOES

Davelop
products,
cunmiculum
PESOUNCES

Train

Provide
counsaling

ASSIES

Facilitate

Partner

Work with

Who we reach
Participants
Clients
Agencies

Decision:
maKes

Customers

Savsfacuon

What the
short term
resulls are

Leaming
Awaraness
Kngwledge
Adtituches
Shulls
Opinions
Aspirabons
Matrations

What the
medium term
results. are

Auchion
Bahavior

Practice
Decasion
Mk
Policies
Social Action
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preliminary administrative core logic model.

Inputs

Inter-institutional leadership
and governance team and
structure

Key Staff

Evaluation Team

MNJIT; Rutgers; Princeton
NIH Funding

Outputs
Project Activities

Short-Term Outcomes
Effectiveness & Quality

Annual Retreat
EC biweekly meeting

5C monthly meetings; develop
strategies to address
concerns/competing interests

EAC biannual (review
initiatives, metrics, impact on
translational research)

Iterative Process of Research
and Evaluation

Monthly reporting

Weekly assessment of core
progress

Outreach and events

Create a supportive
atmosphere for collaboration
across cores

Provide scientific leadership
Create learning community

P>

Implement recommendations
to achieve core goals

Establish transparency in
leadership, communication,
organization, and coordination

Evaluate outcomes across
multiple stakeholders and
institutions

Increase organizational capacity

Establish effective
communication channels

Foster a cycle of continuous
learning and improvement

Enhanced process of
research and evaluation
Promote collaborative research

>

Long-Term Outcomes
Efficiency
Improved leadership

Bovernance structure

Increased administrative
process efficiency

Increase community
engagement in all aspects of
research process

Expand and enhance long term
CTSA research networks

Increase number of
Translational and Clinical
Scholars

Improve New lersey population
health

Improve health equity
Improved clinical practice

AV

Assumptions

AY

Evaluation
Focus — Collect Data — Analyze and Interpret - Report

AV

AY-

External Factors




implementation evaluation frameworks.
RE-AIM framework

each
fficacy or effectiveness
doption (by target staff, settings, or institutions)
mplementation
aintenance

Glasgow, R. E., Vogt, T. M., & Boles, 5. M. (1999). Evaluating the public health impact of health promotion interventions: the RE-AIM framework.
American journal of public health, 82(9), 1322-1327. doi:10.2105/ajph.89.91322




re-aim framework.
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CFIR: intervention characteristics.

T INTERVENTION CHARACTERISTICS
A Intervenhion Source Pescepbion of key stakeholders about whether the intervenbon is extemally or intemally developed

Ewdence Strength & Quality Stakeholders' percepbions of the quality and validity of ewdence supporting the belief that the
intervenbon will have desired oulcomes.

Relative advantage Stakeholders' percephon of the advantage of mplementing the infervention versus an altemative
solufion

Adaptability The degree to which an infervention can be adapled, tadored, refined, or remvented to meet local
needs

Trialabdity The ability to test the intervention on a small scale in the organizabion [8], and to be able to reverse
course (undo mplementabion) if wamanled.
Percerved difficulty of implementation, reflecied by duration, scope, radicainess, disrupliveness,
centrality, and mtnicacy and number of steps required to implement
Percerved excellence in how the ibervenbon is bundied, presented, and assembled
Costs of the intervenbon and costs associated with mplementing that infervention including
investment, supply, and opportunity costs.

Implementat

24.



CFIR: characteristics of individuals.

Indnaduals’ affitudes toward and value placed on the intervenbion as well as famiianty with facts,
truths, and prnciples related 1o the intervention.

Indwdual belief in their own capabilibes to execule courses of achion fo achieve implementabon
goals.

Indwidual Stage of Change

Charactenzation of the phase an indivwdual 1s in, as he or she progresses toward skilled,
enthusiastic, and sustained use of the mtervention

Indnadual Identification with
Organizabion

A broad construct refated to how indnaduals percerve the organization and their refationship and
degree of commitment wath that organizabion.

(Other Personal Atinbutes

A broad construct fo include olher personal traits such as tolerance of ambiguity, intellectual ability,
molivation, values, compelence, capaaly, and leaming style

25.



CFIR: outer setting.

Il. OUTER SETTING

A Pabent Needs & Resources

The extent to which patient needs, as well as bamers and facilitators to meet those needs are
accurately known and priontized by the organization

B Cosmopolitanism

The degree lo which an organization is networked with other external organizations.

C  PeerPressure

Mimefic or compelifive pressure to implement an intervention; typically because most or other key
peer or compeling organizations have already implemented or in a bid for a competitive edge.

D Extemal Policy & Incentives

A broad construct that includes external strategies fo spread interventions including policy and
regulations (govermmental or other central enfity), external mandates, recommendations and
quidelines, pay-for-performance, collaboratives, and public or benchmark reporting.

26.



CFIR: inner setting.

lll. INNER SETTING

A

Struciural Charactensbcs

The social archilecture. age. matunty, and size of an organization

MNetworks & Communications

The nature and qualkty of webs of socaal networks and the nature and quality of formal and mnformal
communications within an ofganization

Morms, values, and basic assumpbons of a given organizaton

C
D

The absorplive capacty for change, shared receptnty of involved ndraduals 1o an intervention and
the extent 1o which use of thal interventon will be rewarded, supporned, and expected vathn thesr
organzatbion

The degree o which stakeholders perceive the current situation as intolerable or needng change

The degree of tangible fit between meaning and values attached to the ntervention by involved
indnaduals, how those align with indvaduals’ own norms, values, and percenved nsks and needs,
and how the inlervention fits wath existing workflows and systems

Relatrve Pronty

Indraduals” shared perception of the mportance of the implementabion within the organzaton

Orgarnzabonal Incentives & Rewards

Exirinsic incenlives such as goal-shanng awards, performance réviews, promobions, and rases in
salary and less tangible incentives such as ncreased stature of respect

Goals and Feedback

The degree 1o which goals are clearly communicaled, acted upon, and fed back to staff and
ahgnment of that feedback with goals

Learmng Clhmale

A cimale in which: a) leaders express thesr own fallibdity and need for leam members” assislance
and input, b) team members feel thal they are essential, valued, and knowledgeable partners in the
cim'ug-&pmcesa c.:l mm&leﬂmyﬂﬂaglcﬂg.rsaiehh’yrﬂmﬂhoda and d) there s
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CFIR: process.

V. PROCESS

A Planning

The degree to which a scheme or method of behawior and tasks for implementing an intervenbion
are developed in advance and the quality of those schemes or methods

B  Engaging

Altracting and involing appropnate indnaduals in the implementation and use of the intervention
through a combined sirategy of social marketing, education, role modeding, training, and other
similar activities

Opinion Leaders

Indnaduals in an organization who have formal or informal influence on the attitudes and beliefs of
their colleaques with respect o implementing the inlervention

Formally appointed internal
implementation leaders

Indnaduals from within the organization who have been formally appointed with responsibility for
implementing an intervention as coordinator, project manager, team leader, or other similar role

Champeons

“Indrviduals who dedicate themselves lo supporting, marketing, and ‘dmang through' an
[implementation]” [101)(p. 182), overcoming indifference or resistance that the intervention may
provoke n an organization

External Change Agents

Indraduals who are affiliated with an outside enfity who formally influence or facilitate intervention
decisions in a desirable direchion.

C__ Executing

Carrying out or accomplishing the implementlation according o plan

D  Reflecting & Evaluating

Quantitative and qualitative feedback about the progress and quality of implementation
accompamied with reqular personal and team debnefing aboul progress and expenence.

28.



translational research.

TRANSLATIONAL

SCIENTIST

29.
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Common
Metrics

CTSA context.

- transform biomedical
research

- speed translation

- engage communities I ACTS

- train researchers Planning

need quality cores, leads,
evalua ID!W o snow engaged,
program Is well responsive and
implemented in agreement
i ’ with process
efficiently-managed

and effective

31.



NIH common metrics.

» collect and report data annually in
August

« incorporate a component of RBA by
including a "turn-the-curve" plan with
each common metric report

» Use hub-specific strategies to engage
in performance management practices
to improve the values for each of the
common metrics over time

while common metrics are
necessary, they are not sufficient
for high-quality and meaningful
evaluation

——
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: ¢ careers in clinical & translational
research.

The purpose of this metric is to measure and develop strategic
management plans to enhance the extent to which CTSA Program hubs
and the Consortium as a whole are training and supporting scientists to
remain engaged in clinical and translational research into the future



informatics common metric.

The purpose of this metric is to Improve the interoperability of data within
multiple systems by making the data adhere to the FAIR data principles to
ultimately enable rich machine readable data.

This common metric will improve local as well as network capacity to
efficiently use data to conduct research. Specifically, the metrics on
different data types will aid local hubs in prioritizing additions to their data
repositories. Improving the CTSA Program’s clinical research data
ecosystem can enhance the effectiveness of collaborative initiatives within

and outside of the CTSA Program to provide tools to identify patient
cohorts.



—

%

>

~

median IRB review duration.

The purpose of this metric is to measure IRB duration and develop
strategic management plans, including collaborations, to shorten the time
it takes to receive IRB approval. Long IRB review duration can delay study
start, prolonging the time until benefits of clinical and translational science
findings can be realized.



pilot funding publications and
subsequent funding.

L%

The purpose of this metric is to measure and develop strategic
management plans to ensure that important findings from research studies
supported by the CTSA Pilot Programs are being disseminated in the
scientific literature.



7 median accrual ratio metric.

The purpose of this metric is to estimate the current accrual ratio for
clinical trials in order to enhance our ability to develop performance

interventions that increase actual participant accrual into clinical trials
within the planned time period



beyond the CMI.

Common metrics compare high-level program
performance

What explains the differential in program
performance?

Need to consider causal mechanisms that connect
program inputs to program outcomes via specific
actions/activities implemented




NJ ACTS evaluation planning process.

- Determine goals, objectives, & scope of evaluation

- Formulate set of focal questions for evaluation

- Develop logic model collaboratively decide on most
useful framework for guiding the evaluation

- |dentify a set of standard data collection instruments

and measures to be employed

- Designate responsibilities for data collection, analysis,

and reporting
- Determine sensible timeline and list of deliverables




O

.. core-specific metrics. ‘

B Breaking the overall objectives of the NJ ACTS Hub ‘ ’
into a network of cores allows the hub to leverage
expertise and resources to divide desired outcomes
into achievable, measurable units. Cores allow the
hub to support a wide range of clinical and
translational research.

From an evaluative stand point, cores should be
measured using a "value added” approach, where

metrics should reflect a core's progress on individual
aims, "value added" to the core, and "value added" to
the NJ ACTS Hub as a whole.




B1: bioinformatics core.

METRICS

Establish 5 CRDW

Data Integratio
Patient rec
data sets)

n (# EHR’s,
ords, and research

Support for +-

linical Research (#
studies using CRDW or

informatjcg tools)
Research Outcomes (#

Publications and support
interventions)
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re.
C1: community engagement co

METRICS

Number of...

1. far:ulty recruited
- 3 thematic retreats

3. pilot funding Proposals
4. extramura| peer-

reviewed applications
5. clinieal scholars

Promoted

6. hubs implemen

ting team
Science

42.



C2: collaboration and multi-disciplinary team
science core.

METRICS

Number of._
1. committed co
Stakeholders

2. new or enhanced
panﬂEfShips

MmMmunity

3. grants iNCluding

Communit
4. media site
S. papers
6. Presentations

Y engagement
downloads

43.



ent core.
D1: translational workforce developm

METRICS

Number of...

1 Personalizeq training plans
2. Personalizeq and

Completion rates
4. translationg| science
certificates ang degrees
Presentations, citations

suhmissinns, funding,
and pilot funds

7. Promotions ang tenure
8. Etc.

44,



' ' core.
D2: pilot translation & clinical studies program

METRICS
Number of...

1 applicationg received ang
funded

- applications using Ny ACTS
Cores

3. external grant Submissijons
based on pilot data

4, Publications Supported by
pilot grants

45.



E1: biostatistics, epidemiology, and research
design core (BERD).

METRICS

F-'::r Consultations number of
+ Consultations
er year
2. tim -
e between Fequest ang meetin
otted per consultation

For training, Number of

46.



€ core.
E2: regulatory knowledge and suppor

METRICS

IRB review duration

Number of..,

1. Sponsored trials

2, investigator—initiated trials
3. IRB revisions

/study Protocol
4. IND/IDE exe

Mmptions
5. FDA submissiuns

6. clininaltrials.gou, Non-compliance
4 Consultations

8. trained interns Jjoining CTSAs

9. participants in in-person training

Confidential user feedback via survey

47.



' | ore.
F1: integrating special populations c

METRICSs

Number of...
1. proportion of studies
incorporating individyals at
either end of life

2. projects include 3 Stretch goga
% of hea[th-disparitias
Populations

3. studies includi

48.



' | lons core.
rticipant and clinical interaction
F2: pa

METRICS

Timeline Tra cking

1 regulatory milestones
2, hudgetingfcnntractin

g milestones
ject an trial

ment of recruitment goal-time
Clinical Trial Activity
1. Number of CTSA-wide trials, protocol uinl:ltinns,
registereg Studies

2. eompliance gp registration ang Feporting

Increasing Investigato, Participation
1. number of New Pls acrpsgs ran

2. P utilization of CRu infrastry

k and Specialty
3. number of initia

cture
ted human—suhjects research
Special Populations
1. number of Studies jn special Populations
- FeCruitment of subjects from Special Populations
Number of Publications

49.



' ' ter.
G1: liasion to trial innovation cen

METRICS
Change

1. policy revisions faci[itating study
start-up

2. use of CTsa network Fresources

Study Star- Up

1. multj ~instity
studies

2. time from re
start-up

tional network

ceipt to study

Quarterly Ny A

CTs Surveys with
Mmetrics regard

ing service efficacy

50.



G2: liason to recruitment innovation center.

METRICS

St"dies meet;
4 etin :
Mmilestonesg g recruitment

Time from iNitiat:
niti .
recruitment ation to subject

Participant i
recruit
pathways et

E’t;::;t;:y NJ ACTs Surveys with
regardij i
efficac, g ng service

o1.




H1: biomarker discovery.

8. clinical tri
9. particij

Pants enrolleq
10.

Manuscripts Submitted

Amount of external funding received

52.



H2: machine learning.

METRICS

Number of._.
1. patient Fecords ang
identified features
2. patients and tasks tested

Cruss-—ualidated gundness-nf—ﬁt
Models

53.



TL1: institutional training core.

4.



KL2: institutional career development core.

METRICS

Grant activity

Publications

Farﬁcipation in
Organizations/m
Awards

Professiona|
eetings

55.
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what's next. Questions
for You

We need to begin a conversation
about evaluation and begin the
process of planning

Questions

This requires everyone to for Us
participate and contribute

thoughtfully so we have the best

possible outcome from the

evaluation

To be
continued

S7.



RU ready for the evaluation.

Do you already have a good sense of what you may want to learn
from the evaluation?

Do you have a sense of how you would use the findings from the
evaluation to improve the program and activities?

Who is going to be involved in providing data for the evaluation?

What resources do you have available to support the evaluation?




questions for us.




thank you.
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