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About Our Program

* The Clinical Research Sciences Program (CRSP) was
established in the Fall of 2018 and launched in Spring 2020

* Asynchronous/online, hybrid, and face-to-face, to support

various learning needs and meet the challenges of a busy
life.

* Three unique offerings: (1) a Bachelor of Science in Clinical
Research; (2) a minor; and (3) a post-baccalaureate
certificate in Clinical Research.

* Instructors are clinical research professionals from
various backgrounds with a combined 25 years of
experience.
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Bachelor of Science in Clinical
Research Degree

CourseTitle Credits

Principles of Clinical Research 3

Pharmaceutical Data
Science/Biostatistics

Clinical Biostatistics

Clinical Trial Management I
Clinical Trial Management II
Clinical Biochemistry
Pharmacology

Regulatory Sciences
Pathophysiology

Pharm Tech Writing
Medical Bioethics
Pharmacovigilance
Advanced Data Management
Medical Terminology (online)
Presentation Skills
Literature Review
Interpersonal Skills

Clinical Trial Protocol Design
BioBanking & Interpreting Lab Data
Good Clinical Practice
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Clinical Research Internship




* Align objectives with JTF
competencies

 Scaffold across program
curriculum

» Freshman-Sophomore
(Fundamental)
» Junior-Senior (Skilled)

https://mrctcenter.org/clinical-trial-competency/

Aligning Objectives

Competency
Domains
for the
Clinical Research
Professional

Domain 2: Ethical and
Participant Safety
Considerations

Fundamental: Recognize
difference between clinical
equipoise and therapeutic
misconception

Skilled: Explain rationale and
demonstrate how these concepts
impact patient understanding
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Setting and Evaluating
Objectives

We focus on how students learn BEST!

e Students come with prior knowledge and life
experiences

* Create opportunities for students to display
personal strengths

» 8 Intelligences (linguistic, logical-
mathematical, spatial, bodily-kinesthetic,
musical, interpersonal, intrapersonal,
naturalist)

* Avariety of assessments improve outcome
quality (e.g., video presentation vs. written
essay/poem)

Howard Gardner. Frames of Mind: The Theory of Multiple Intelligences. (1983)



Using A Trusted Educational

Framework

The Bloom’s Taxonomy

Tiered framework for developing
learning objectives

Higher-order learning objectives
and assessment to evaluate
knowledge, as students develop

Bloom's Taxonomy

Produce new or original work
e Design, assemble, construct, conjecture, develop, for author, i

Justify a stand or decision
appraise, argue, defend, judge, select, support, value, critique, weigh

evaluate

analyze

understand

/ apply

remember

Draw connections among ideas

differentiate, organize, relate, compare, contrast, distinguish, examine,
experiment, question, test
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Use information in new situations
execute, implement, solve, use, demonstrate, interpret, operate,
schedule, sketch

Explain ideas or concepts
classify, describe, discuss, explain, identify, locate, recognize,
report, select, translate

Recall facts and basic concepts
define, duplicate, list, memorize, repeat, state



Scientific
Concepts and
Research Design

Ethical and
Participant Safety
Considerations 2

Communications

and Teamwork

Investigational

Prod
compe't-ency Dre()velfg:)sment
Domains and

Regulation

for the
Leadership and Clinical Research
Professionalism g
Professional

Clinical Study
Operations
(Good Clinical

E il Practice)
Data Management
and Informatics :
Study and Site
Management

Aligning Competencies with
Learning Objectives

Image credit: https://cft.vanderbilt.edu/guides-sub-pages/blooms-taxonomy/
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Bloom’s Taxonom,

Produce new or original work
Design, assemble, construct, conjecture, develop, formulate, author, investigate

Justify a stand or decision
appraise, argue, defend, judge, select, support, value, critique, weigh

Draw connections among ideas

differentiate, organize, relate, compare, contrast, distinguish, examine,
experiment, question, test

Use information in new situations

execute, implement, solve, use, demonstrate, interpret, operate,
schedule, sketch

Explain ideas or concepts
classify, describe, discuss, explain, identify, locate, recognize
report, select, transiate

Recall facts and basicconcepts
[ deﬂne,dup"cate,llst.memorlze repeat, state

Vanderbilt University Center for Teaching

Strategically aligning the fundamental and skilled level
competencies with Bloom’s Taxonomy

NCCentraI
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Internship
Course Details

e Students enroll in the CRSB 4000 course for
academic credit (12 credits)

* 15 weeks
* Unpaid

* Part-time (minimum of 12 hours/week and
max. 30 hours/week)

e Can be on-site, fully remote, or hybrid

e Students are matched based on interests and
availability

e Requires background check, drug screen,
interview




Learning Objectives for Interns

APPLY Good Clinical Practices in the conduct of clinical research

[Understand] Execute the role/responsibility of an entry-level clinical
research professional within the clinical research team

APPLY professionalism and interpersonal skills to ensure success in
clinical and scientific workplaces

[ANALYZE] Demonstrate qualitative or quantitative data collection and
analysis research skills

[EVALUATE] Apply literature review skills to develop and share new
knowledge in clinical and scientific research workplace

[CREATE] Execute well-researched presentations with confidence
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Examples of Internship Activities

Creating newsletters, social media posts, educational materials
for research studies

Conducting literature reviews and summaries on a specific
research topic

Assist with document preparation, review, and IRB/IEB
submissions

Attend meetings and take meeting notes

Observe/practice patient recruitment and follow up data
collection

Building databases (e.g., RedCap)
Data management and analysis
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Community Engagement Objectives

* Participate in community outreach to improve education on clinical
research/clinical trial participation in underrepresented communities

e Utilizing RCMI infrastructure to support community engagement
activities (e.g., food, give-aways, community connections, etc.)

* Assist with community outreach initiatives, provide clinical research education,
Q/A, mobile unit tour, and providing free health assessments



Evaluating Knowledge

* APPLY Good Clinical Practices in the ‘ .
conduct of clinical research
e UNDERSTAND and describe the roles of

various clinical research professionals - * Assessing journal and discussion board entries
within the clinical research team

Assessing adherence to study protocol and regulations
via preceptor feedback

* APPLY professionalism and interpersonal * Assessing dress code and attendance policy
skills to ensure success in clinical and ‘ adherence; verbal and written communication
scientific workplaces adherence

* [ANALYZE] Build skillsets in quantitative :> B
research

« [EVALUATE] Apply literature review skills |:>
to develop and share new knowledge in
clinical and scientific research workplace

» [CREATE] Execute well-researched ‘ B

presentations with confidence \ 4 N C Ce nt ra I
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— ¢ Assess data collection and interpretation skills via
visual presentation

Discover what’s Central to you.
Image credit: https://cft.vanderbilt.edu/guides-sub-pages/blooms-taxonomy/



Publications

Gaining hands-on research
experience, designing

Case study discussions
during Entering Research
experiments, analyzing the mentoring sessions, literatul

literature, and working on S S . review, attendance to an

clinical and pre—c}umcal concents and Rssasich Instltutu_)nal Review Bpard
research studies Meeting, and on-site

experiential learning with
CRCs and scientists

Extemporaneous and
planned speaking
opportunities at both
research sites
including group final
presentations and
daily communication

with Pickett Road

Clinical Research Domain 4: On-site learning at

Coordinators and in e oy Pickett Road with

the Duke Psychiatry S g ks Clinical Research
Neuroscientists il Gonnebbes Coordinators, data
analysts, site director

regulatory affairs

specialists with

individualized project

that each intern is
Weekly professionalism training with the CTSI Workforce contributing to over tt
Development Core, in-depth resume building, LinkedIn, course of 15 weeks

"elevator pitch", and other workshops focused on honing
professionalism skills to empower a successful career, and
the Entering Research Curriculum as developed by CIMER.

> Front Pharmacol. 2023 Dec 6:14:1294535. doi: 10.3389/fphar.2023.1294535. eCollection 2023.

A novel cross-institutional college internship
program to train future diverse leaders in clinical
research with data-driven approaches to assess
impact

Julia Derk 7 2 3 Kafui Dzirasa ' 2 3 4, Tracie Locklear 2 >
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Next Steps:
Assessing Student
Feedback

* 9 students have gone through the
internship to date

* IRB protocol in place to collect pre and
post internship feedback

» Self-efficacy

Feelings of belonging

Access to research opportunities
Mentor-Mentee relationship
Future education and career goals
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Where Purpose Takes Flight

For more information please contact:

Tracie Locklear, PhD

Research Assistant Professor
Lead, Clinical Research Sciences
tlockli2@nccu.edu

919.530.6251




