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LESSONS LEARNED AND FUTURE DIRECTIONS
In the last five years, we have learned the art of

GOALS & OBJECTIVES
To coordinate and enhance clinical trial

METHODS
Multifaceted approach to clinical trials education.

BACKGROUND

In the five years since presenting to AACI-CRI,

many changes have occurred.

e Part of an Academic Health System (AHS) with
eleven oncology clinical trial sites

e Provide training to over 196 FTEs with over
twenty distinct roles

e Moved from single educator to office with four
educators and program coordinator

e Training is done at various locations, both
remote and in-person

Additionally, the education department is part of

other projects.

e Development of clinical trial internship
programs

e Collaboration with a local university in the
creation of a clinical research coordinator
(CRC) badge

e Clinical site for master and undergraduate

Creati f clinical trial education in th
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= (linical Trial Paid Internship Program

@ Offered in the Summer and Fall/Spring Semesters
@ Summer program: 10 weeks
@ Semester program: 12 weeks
@ Three tracks
@ Clinical Operation
@ Data Management
@ Quality Assurance
@ Essential elements of the program
@ Working with and shadowing senior clinical research staff
@ Meeting regularly with faculty and receiving ongeoing mentoring
@ Developing skills such as learning how to recruit subjects, data
management, and ensuring quality assurance of studies
@ Program opened to students in enrolled in
associate, undergraduate, or graduate programs
@ Students must have a GPA of 3.5 or greater or a 4.0 scale
@ Students must submit the following:
I Completed application
@ CViresume
@ Unofficial transcripts
@ Cover letter

WWW.CINJ.org

Examples include:

e Increase education team — education
specialist, educators, program coordinator

e Improve orientation program through Web-
based platforms — Microsoft Teams & Planner

e educating staff in a variety of different ways —
in-person and remotely

e Expand curriculum to other roles (i.e., protocol
activation, data management, budget analysis,
etc.)

e Two-day Fundamentals of Clinical Trials Course

e Implement an Anatomy and Physiology course
geared toward the oncology clinical trial staff.

e Investigator training through a web-based
clinical trial toolkit

e Clinical trial internship for college students

e CRC badging program with a university partner
based on national guidelines

e Clinical trial practicum experience for students

e Educating diverse populations about clinical
trials with Health Educators

= Onboarding/Orientation/Educating - Clinical Trial Staff

* Formalized Education Departmenthas trained new and existing staff since 2016
v Education provided 1 on 1 with educators, small group, in-person, and virtual
v Jobspecific onentation checkis! for every role
+ Competency based training forkey skils such as informed consent, eligibiity, serious adverse event, and deviations
¢ Dedicated chrucal trial training center (opened January 2023)
¢ New stafforlented at the raining center
* Updated onentation curriculum

+ Evolved from single educator to & depanment of educators and program assistant
* |n 2016, focus had been on onboarding a handful of different roles now has expanded to over twenty distinet roles
* Onboarding staff have increased throughout the years

v |n 2017 eleven staff enbosrded

¢ |n 2022 over ninety staff onboarded
* Since January 2023 twenty-five staff onboarded | §

education, training, and career development
activities through Academic Health System.

& Rutgers Cancer Instititute of New Jersey
© Clara Maass Medical Center

© University Hospital

® Cooperman Barnabas Medical Center

@ Children’s Hospital of New Jersey at
Newark Beth Israel Medical Center

© Jersey City Medical Center

© Newark Beth Israel Medical Center

@ Trinitas Regional Medical Center

© Robert Wood Johnson University Hospital Rahway

© St. Luke’s Hospital - Warren Campus

@ Saint Peter’s University Hospital

@ Robert Wood Johnson University Hospital Somerset
@ Robert Wood Johnson University Hospital

® Bristol Myers Squibb Children’s Hospital at RWJUH

@ Monmouth Medical Center

(B Unterberg Children’s Hospital at Monmouth Medical Center
D Robert Wood Johnson University Hospital Hamilton

(® Monmouth Medical Center Southern Campus

@ Community Medical Center

@ Leading-Edge Cancer Center at Inspira Medical Center

@ The Frank and Edith Scarpa Regional Cancer Pavilion
at Inspira Medical Center

@ Princeton University
® Screen NJ Partners

OUTCOME

Outcomes include:

e 94 staff onboarded in 2022

e Orientation checklist created for 20 distinct
clinical trial roles

e Since 2019, over 100 attended a two-day
clinical trial course

e Since 2022, five topics in the Anatomy and
Physiology course have been presented, with
over 30 staff attending each topic

e Intern transitioned to a staff role (recruitment
specialist) in 2022

e Since summer of 2022, health educators have
presented over ten clinical trial community
education programs

resiliency. Working on the east coast and one of
the first states to be hit with the pandemic, we
maintained clinical trial operations and even had
a 10 percent enrollment increase. We took
advantage of the pandemic's challenging time
and devised creative ways to work, such as
remote work, utilizing web-based platforms such
as Microsoft Teams, streamlining clinical trial
roles, and collaborating with local colleges.

Future directions include a stand-alone training
center (now open!), expanding intern positions
to other clinical trial departments (this is done,
too!), and building upon our clinical trial
investigator education. In addition, we are
thankful for the cancer center leadership support
that has allowed us to grow within the education
department. Through their support, we have
continued to develop a robust clinical trial
educational program. It will be exciting to see
what the future brings us and to report all the
impactful things we have accomplished in
another five years.

= (linical Trial Investigator Education

* Workgroup started to improve chncal tnial education for investigators
* Reprasentation from:

* |nvestigators— Medical and Surgical
* Reguiatory

» Chinical Trial Education

= Clinical Tnal Leadership

» CINJ Admanistration

* Chnical Investigator Tookit — web-based e ——F—F———
* One place for investigators to get information on items such as
* Chinical Tnal Staff contact information
* Protocol Trees
* Protecol Submission
* Scientific Review Board Submission
* Data and Safety Monitoring
* Oncology Reference Tocls
* Faderal Regulations and Guidance

* Revised onboarding checklist for new investigators that includes clinical
trial specificitems
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