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Agenda

• USC Clinical Trial Quality Training Initiative
• USC Monitoring Module
• USC Regulatory Science Symposiums

• Georgia CTSA and SC CTSI Online Catalog
• STELLAR - A Career Navigation System



USC Clinical Trial Quality
Training Initiative

Eunjoo Pacifici, PharmD, PhD

Chair and Associate Professor, Department of 
Regulatory and Quality Science 

Director, Regulatory Knowledge and Support 
(RKS), SC CTSI



USC Clinical Trial Quality Training Initiative Background

Study Monitoring is an Essential and Routine Quality Function in Clinical Trials

ICH E6 (R2) Guideline 
emphasizes the monitoring 
of critical data and 
processes.
However, access to high 
quality study monitoring is 
often lacking in IITs 
conducted in academic 
medical centers.

IITs Lack Adequate Monitoring 

Two separate surveys of 
research professionals 
revealed that only ~65% 
reported monitoring in their 
investigator-initiated trials.

Lack of Resources

Although numerous GCP 
training resources are 
available, most are not 
readily accessible because 
they often require fees or 
institutional affiliations. 

Lack of Approach

Trainings lack practical 
approaches to meet complex 
requirements of monitoring.
Many academic, government, 
and private institutions have 
expressed interest in readily 
accessible tools.

*IITs = Investigator-initiated trials



Monitoring Module
1. Go to: https://uscregsci.remote-

learner.net

2. Click create new account (right-hand 
side)

3. Type in your information and click 
Create my new account (bottom of 
page)

4. Open your email and click the link to 
confirm your account

5. Click courses (middle of page)
6. Scroll down and click 

Module 1 – Clinical Trial Monitoring

7. Click Enroll me (middle of page) 

https://uscregsci.remote-learner.net/


• Developed as a clinical trial 
quality training initiative under 
the SC CTSI grant.

• The D.K. Kim International 
Center for Regulatory Science 
and SC CTSI hosts symposium on 
current regulatory science topics 
regarding clinical trials. 

• Designed to address the needs 
of the clinical research 
professionals, but anyone is 
welcome to attend.

Regulatory Science 
Symposium



Symposium

• Attracted more than 1,000 
clinical researchers from 72 
institutions.

• Occurs bi-annually in Spring 
and Fall.

• Future topics, content and 
format assessed from 
symposium attendees.

• Speakers from industry, 
consulting firms, non-profits, 
academia and even FDA.



Symposiums
• 2015 - Clinical Trial Hurdles
• 2016 Spring - Clinical Trial Startup
• 2016 Fall - Monitoring and Auditing
• 2017 Spring - Clinical Trials in Special Populations
• 2017 Fall - Clinical Trials in Era of Emerging Technologies and Treatments
• 2018 Spring - Regulatory Aspects of Clinical Trial Design
• 2018 Fall - Pharmacovigilance and Safety Reporting
• 2019 Spring - Patient-Centered Drug Development and Real World Evidence/Data
• 2019 Summer - Clinical Trials with Medical Devices
• 2019 Fall - Legal Aspects of Conducting Clinical Trials
• 2020 Spring - Quality by Design in Clinical Trials
• 2020 Fall – Clinical Trial Diversity in the Time of COVID-19
• 2021 Spring – Clinical Research Career Pathways
• 2021 Summer – Principles of Global Clinical Research for Medical Devices

Friday, April 9, 2021
9am-3pm PST

Virtual Symposium
Hosted Online via Zoom

Regulatory Science Virtual Symposium
Save the Date!

Principles of Global Clinical Research for Medical Devices 



Symposium Format
• Prior to COVID-19 - an all day 

event and networking 
opportunities (plus food and 
raffle!)

• Lecture topics begin with broad, 
high-level regulations and 
guidance.

• Concludes with localized and 
grassroot perspectives.  

• Interactive event with audience 
polling, quiz questions, and active 
Zoom chats.



Georgia CTSA and SC CTSI: 
Online Course Catalog

• Free trainings for clinical research 
workforce

• Free, one-time registration to the first 
400 registrants

• Registration provides unlimited access 
to all courses and programs in the 
Online Course Catalog

• Participants earn a certificate or badge 
with contact hours upon completion of 
a course or program

• Contact hours can be used for CRP 
certification  renewal

• To get started:
https://twd.ce.emorynursingexperience
.com/

https://twd.ce.emorynursingexperience.com/


Content Development 
with Georgia CTSA

• Symposium 
Description

• Lecture Description
• Topics
• Speaker Bios
• Learner 

Levels/Audience
• Continuing Education
• Quiz Questions



Translational Workforce Development Course Catalog

https://twd.ce.emorynursingexperience.com/

https://twd.ce.emorynursingexperience.com/


Dashboard



Jay Rojewski, Ph.D.; Ike Choi, coPI, Ph.D.; Rebecca Thomas, DNP, RN; Linda McCauley, PI, PhD, RN, FAAN, FAAOHN;
Elaine Fisher, PhD, RN, CNE; Jasmine Choi, Ph.D.; Sejung Kwon, M.A., M.Ed.; Eunice Kim, Pharm.D.; 

Jeb Williams; and Janette Hill, Ph.D.

STELLAR Team



Content

■ Challenges in CRP Workforce
■ Tri-Perspective Integration Model
■ STELLAR Design
■ Understanding Users 
■ Supporting Data-Driven Decision Making
■ Inputs/Benefits for Users
■ Next Steps



Challenges in CRP workforce

■ Limited resources for CRPs to explore career advancement 
opportunities (job satisfaction & retention)

■ Limited data of competency gaps to inform training needs for 
Training Coordinators

■High turnover rate of positions (158 CRC positions per year) and 
high cost to replace positions (3-5 months and $50-60K to fill a 
position) for HRs

■Time pressure of 3-5 year grant cycles for PIs



Tri-Perspectives Integration Model



STELLAR (Individual-Centered Approach)

The Self-directed Training, Education, and Life-long Learning 
Advancement Resource (STELLAR) system

■ Empowering individuals’ in career advancement
■ Efficient candidate recruitment
■ Enhancing the needs-based training process 



STELLAR - A Career Navigation System

Unified Metric Unit 
● Meter system
● Competencies/tasks 

system
Map Data
● Buildings and Roads
● Jobs and Trainings



Metric Unit for Competency Gap Analysis

8 JCT Competence Domains

340 tasks performed by CRCs

44 Core CRC Tasks Measuring

✓ Individual’s perceived 
competencies

✓ Job’s required 
competencies

✓ Training’s aimed 
competencies

5 Level Proficiency



Matching Algorithm Explained

An Individual’s Perceived
Competencies (A) 

A Job’s Required
Competencies (B) 

Individual 
& Job 
Match

Competencies
Gap for Job

A Training’s Aimed 
Competencies (C)

Competencies Gap & 
Training Match 

Job Matching = 
((A∩B) + (A-(A∩B)*α) / B 

Training Matching = 
(B - (A∩B)) ∩ C

Filtering Factors
Job Level, Job Location, 
Salary, Domain, Education 

Reciprocal Relationships
α = coefficient



STELLAR Interface (Individual CRCs)



STELLAR Interface (Individual CRCs)



STELLAR Interface (Individual CRCs)



STELLAR Interface (Individual CRCs)



STELLAR Interface (Individual CRCs)



STELLAR Interface (Training Coordinators)



STELLAR Interface (HR & PIs)



Understanding Users: Persona Development

■ In-depth interview with individuals
○ Day-to-day tasks
○ Challenges
○ Key competencies

Wendy “One 
Woman Show” 

Smith

Satya “Do Your 
Best” Mishra

Stephanie “Day-
to-Day Tasks” 

Jones

Mannara “Own 
the Project” 

Poulous

■ Informed design decisions
○ 3 types of work levels
○ Presentation of information
○ Construction of user survey



Understanding Users: Career Orientation

Individual AttributesCompetenceCareer Orientation

(N=145)



Supporting Data-Driven Decision Making

Job Level

Age Ranges

Ethnicity

Education 
Level



Supporting Data-Driven Decision Making



BenefitsInputs

■ Create and maintain personal 
profile 
○ Tasks survey
○ Attribute survey (confidential)
○ Others (current job 

satisfaction) 

■ Self-reflection on career status & 
trajectory (self-appraisal)

■ Individualized information about 
workplace demands and 
availabilities

■ Individualized information about 
training opportunities

■ Integrative view of job and 
training opportunities (intentional)

Inputs/Benefits (CRCs)



A. Research grant application

B. Comple ting  a  lite ra ture  re vie w to jus tify 

s tudy background

C. De ve loping  s tudy de s igns

D. De ve loping  s tudy budge ts

STELLAR (Individual’s Professional Report)



STELLAR (Individual’s Confidential Report)



Inputs/Benefits (HR/PIs)

■Post job positions
○ Tasks survey 

■Draft future job positions

■Targeted list of candidates 
based on competencies 
matching 

■HR Forecasting
○ Explore potential candidate 

pool for existing and 
anticipated openings

BenefitsInputs



Inputs/Benefits (Training Coordinators)

■Post training profiles 
○ Task survey

■ Draft potential training 
profiles 

■Targeted list of potential 
trainees based on 
competency-job gap matching 

■Training Needs Forecasting
○ Explore potential trainee pool
○ Identify gaps in trainings vs 

needs → guide future training 
development

BenefitsInputs



■ Identifying key factors for 
career advancement to add 
to STELLAR
○ Job satisfaction
○ Turnover rate

■ Further analysis to enhance 
STELLAR system

■Coordinated effort into 
workforce hiring and training

■ Large-scale Competency Gap 
Forecasting

■ Large-scale Training Needs 
Forecasting

■ Informed Decision on Workforce 
Development Planning

Development/Benefits (TWD, Policy Makers)

BenefitsFurther Development



Next Steps

■ Launching Schedule 
○ April - July 2021: Soft Launch for Georgia CTSA Partner 

Institutions 

○ Fall 2021: Nationwide 

○ Spring 2022: Adding Regulatory Specialists Service 

■ Domain: www.stellarcareer.org – will be active in 
April 2021



Questions and Discussion
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