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Virtual Meeting

Please keep video on

Please mute yourself unless you are speaking

If you would like to speak, please unmute and speak or ‘raise your Zoom hand’ (and introduce yourself)
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We will call on you to unmute and speak

Please feel free to continue discussion in the chat as well

We will turn off slides in a moment to see one another,
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This meeting

* We are recording this meeting for internal purposes of note
taking only.

* Recording will not be posted.

* We do wish to post slides and an executive summary of the
meeting.

* We will follow up regarding permission to post the slides.
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Disclaimer:

* The opinions contained herein are those of the presenters and are not intended to represent the
position of Brigham and Women's Hospital, Harvard University, or any of the institutions or
organizations represented today.

 The MRCT Center is supported by voluntary contributions from foundations, corporations,
international organizations, academic institutions and government entities (see
www.MRCTCenter.org) and by grants.

We are committed to autonomy in our research and to transparency in our relationships. The MRCT
Center—and its directors—retain responsibility and final control of the content of any products,
results and deliverables.

* We have no personal financial conflicts of interests with the content of this presentation.

* Today’s meeting will be recorded for internal purposes.
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The Multi-Regional Clinical Trials Center (MRCT Center)

The MRCT Center is a research and policy center
1 1 1 ESTABLISH
focused on addressing the conduct, oversight, ethics DEVELOP . l Sper CoTABLISH
. . . . STANDARDS
and regulatory environment for clinical trials.
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"
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OPPORTUNITIES I TRANSF’ARENCY

Our Vision

Improve the integrity, safety, and
rigor of global clinical trials. Journal

editors

FOR
IMPROVEMENT

Our Mission

Engage diverse stakeholders to e
: . : e
define emerging issues in global o = Brigham and Women's Hospital
Clinical trials and to Create and = Founding Member, Mass General Brigham
implement ethical, actionable, and
. : ¢ty HARVARD VIO
practical solutions. %Y UNIVERSITY

Academia
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Agenda

* Introductions
* Review of JTF accomplishments 2013- present
* Current and future Uses of JTF Core Competency Framework
— Denise Snyder, Duke University
— H. Robert Kolb, University of Florida
— Carolynn Thomas Jones, The Ohio State University
— Stephen Sonstein, CAAPCR
— Miwa Sonoda, NCGM
— Allan Wilsdorf, F-CRIN
e Future Directions for JTF and Open discussion

* Concluding Remarks

© MRCT Center 6
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Overview of JTF Accomplishments

Stephen Sonstein, PhD
Co-Chair, JTF




Standards for Clinical Research Professionals

The Joint Taskforce for Clinical Trial
JOINT TASK FORCE FOR Competency (JTF) identified the

(’ CLINICAL TRIAL knowledge and skills required for safe,

LV P COMPETENCY ethical and high-quality clinical research

We are committed to providing
researchers worldwide with guidance and

www.mrctcenter.org/clinical-trial-competency tools to ensure the professional
competency of all members of the
research team.

VIO
20 May 2022 8
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Alignment and Harmonization of Role-based core
competencies

Obtain endorsement

Map and define

competencies Obtain endorsement from
major stakeholders and
Identify competency

: Competencies are specific content providers
domains

knowledge, skills and attitudes

which comprise Competency

Competency Domains Domains )
are broad categories of AIC}R

Early collaborators
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kn(?wledge, S,k'”S and learning objectives and

attitudes which are statements from published iCITI
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function within a field of _ I = NEWoRk
. ® Define harmonized
expertise
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Evolution of JTF Framework

MULTI-REGIONAL
CLINICAL TRIALS

JOINT TASK FORCE FOR \/

("~ CLINICAL TRIAL

%) COMPETENCY s

CT CEN R of

8 Competency Domains
47 Competency Statements

Leveled Core Competency Framework for the Clinical Research Professional
Version 3.1 including changes from JTF-Clinical Project Management Workgroup

Core Competency Framework for the Clinical Research Professional, Version 3.1
FUNDAMENTAL, SKILLED and ADVANCED LEVEL

B. Skilled Level | C. Advanced Level

A. Fundamental Level |

DOMAIN 1: Scientific Concepts and Research Design: Encompasses knowledge of scientific concepts related to the design and analysis of clinical trials
1.1 Apply principles of biomedical science to investigational product discovery and development and health-related behavioral interventions

Competency Domains for the

(linical Research Professional

20 May 2022

Al. Recognize the need to apply scientific
principles to discovery and development of
biomedical investigational products and
health-related behavioral interventions

A2. Explain the basic scientific principles that
should be applied during development of
biomedical investigational products and
health-related behavioral interventions

B1. Apply scientific principles when implementing a
clinical or behavioral study

B2. Implement data collection according to scientific
principles and based on protocol design

C1. Plan biomedical research according to scientific
principles

C2. Develop a data management plan according to
scientific principles

Example: When reviewing a clinical research
protocol, researcher describes the objective and
scientific techniques used to design and
implement biomedical research.

Example: When given a clinical research protocol,
researcher differentiates what principles could affect
how the data should be collected and implement best
practices accordingly.

Example: Given a clinical research protocol and data
collected, the researcher evaluates the findings to assess
results via a scientific framework.

1.2 Identify scientific questions that are potentially testable clinical research hypotheses

Al. Articulate the purpose of the study
A2. Describe the importance of the study

B1. Identify the research hypothesis in a study protocol
B2. Identify endpoints (primary and secondary) that will
be used in data analyses to measure outcomes

C1. Develop protocol or source document checklist
language that identifies the scientific questions
(hypotheses), primary objectives, secondary
objectives, and associated endpoints

C2. Align parameters for collecting data on endpoints
with objectives

Example: Identifies the following elements in
selected study protocols: Study title, Key purpose
of the study, Why this study is important to be
done, Who the specific population for the study
is.

Example: When given a study protocol, describes and
classifies the objectives and associated safety and
efficacy endpoints that will be used to test the
hypothesis and identify assessments (clinical, social/
behavioral, or economic) that will be used to measure
endpoints.

Example: Develops presentations to educate others on
the scientific feasibility and conduct of the study to
ensure quality collection of endpoints for hypothesis
testing.




How can the Competency Framework be utilized?

Streamlining educational Investigator Defining criteria for
requirements Selection investigator selection

S Defining standards for

accreditation

Standardizing job
descriptions

Accreditation
standards

Job Descriptions

Standardizing and
streamlining training
requirements

Defining criteria for site Training

Site Qualification selection and qualification Requirements

20 May 2022 ©MRCT Center 1



Joint Task Force for Clinical Trial Competency (JTF)

Timeline of JTF accomplishments

MRCT assumes
administrative

Clinical Project

Survey completed

and analyzed;

Integrated competencies support and additional
. . Management .
across stakeholder  oversight; Version translations
_ Competency
Launched JTE  groups; global survey of 2.0 released; planned;
CR professionals  creation of Website Workgroup launched; NCGM collaboration
Task Force Global expansion o
initiated
2013 2015 2017 2019 2021
o o o @ o o o @ @
2014 2016 2018 2020 2022
Completed Published survey Developed and PM competencies Global survey and

published Version
3.0 leveling of JTF
Framework
(Fundamental,
Skilled, Advanced);
Translation to
Spanish published

Harmonization of
Competencies and
published
Framework

findings; evaluated
lessons learned

from Case Studies at

Harvard Conference

20 May 2022 ©MRCT Center

published; Version 3.1
released; 2" global
survey of CR
professionals planned;
Translation to Japanese
published

recommendations
published; JTF
global meeting

12
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Denise Snyder, Duke University
H. Robert Kolb, University of Florida

Current and future Uses of JTF Core Competency Framework

Carolynn Thomas Jones, The Ohio State University

Stephen Sonstein, CAAPCR
Miwa Sonoda, NCGM
Allan Wilsdorf, F-CRIN
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0 RESEARCH OPERATIONS

Competency..
Training
Wheel

Denise Snyder
Associate Dean for Clinical Research

Duke Office of Clinical Research (DOCR)
e

G
OMpetency pased T2

Qlﬂ Duke University School of Medicine



Creating a Professional Identity

2014

Joint Task Force for Clinical
Trial Competency publishes
a competency framework
with 8 domains. Duke adapts
to 12 competency based job
classifications for clinical
research professionals.

tlll]] Duke University School of Medicine

2016

Duke Clinical Research
Professionals Working
Group (CRPWG) maps Duke
CRPs into job classifications
and a professional network
(RPN) is established

2018

CRPWG creates and
launches an advancement
pathway, WE-R is established
as a program to maintain CR
professional development
initiatives

2019

WE-R begins systematically
aligning training with
competencies and
identifying training gaps




Workforce Engagement and Resilience (WE-R

= Standardize competency-based job descriptions for roles and skills

=  Create competency-based training programs

= Framework evaluates knowledge and skill gaps within and across individuals
= Self-assessment of competencies to achieve next level of proficiency

= |dentification of gaps to prioritize and direct additional training activities

= |mprove job portfolio documentation

= Structure for systematic evaluation of proficiency and competencies for performance

tlll]] Duke University School of Medicine



Duke Job Ladder Model

2016

Regulatory Clinical Research Nurse
Coordinator, Senior Coordinator, Senior

Regulatory Clinical Research Nurse
Coordinator Coordinator

_Denotes tiered position, which requires competency assessment to advance in tiers

Research Practice Research Program
Manager Leader, Senior

Assistant Research Research Program
Practice Manager Leader

DUKE-IFYING THE COMPETENCIES

Clinical Research
Coordinator, Senior

Research Operations

Clinical Research
Coordinator

Safety & Ethics ©

Safety & Ethics

!!

© Ad E
Clinical Research Data et

Specialist, Senior

© Consent Procedures

Scientific Concepts

© Development of the Informed Consent Documentation and Plan

Clinical Research
Specialist

Site & Study Management .

© Navigating the Ethics Review Process (IRB)

Leadership & Professionalism 0 © Sponsor/Regulatory Reporting

w Duke University School of Medicine



THE TITLE PICKER TOOL

! Automated Title

_vappng T Picker
e Title Picker U U Today we use the
started with the numbers behind the
mapping tool. Title Picker competencies to
Developed out of The Title Picker was generated out of provide a suggested
the competencies the mapping competencies and levels. title based on
with I.evels This created consistency across numerical
associated. incumbents and new hires. Positions calculations and
were analyzed by two reviewers to rules.

determine title.



TIER ADVANCEMENT

Define advancement opportunities, create objective assessments

FUN | SKI | ADV | EXP \

1 2 4 8 REQUIREMENTS BY TIER

. < 36 points;
default for all new hires

Achieve 36-83 points

‘_ Achieve 84+ points
Approval from committee

Portfolio for
committee review

Based on level achieved, candidate
receives 1, 2, 4, or 8 points for each
competency passed

QII]] Duke University School of Medicine



INSTITUTIONAL COMPETENCY PROFILE

» Strengths! Opportunities! Strengths!
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Start Date;Click or tap here to enter text

Clickor tap here to enter text. 'S Onboarding Learning Plan

Complete by;Click or tap here to enter text

ur ¢ y learning plan:

1. Core Leaming: Competency courses and engagement that should be completed by everyone in the CRC role.

Comprehensive

anager chooses for you to complete by a certain goal.

Packs: A guide for some Your learning plan. These provide desired fundamental knowledge and

Core Learning for Clinical Research Coordinator (We
Timeline may be adjusted as needed based on manager discretion and CRU needs. Pace yourself and remember you
do not have to complete all training on the first day; this is a 90-day plan.

skills, recommended guidance and policy review, additional available courses, and guided questions and activities. These are
meant to engage you beyond the online courses to apply leaming ta your daily activiies.

4)

WEEK 1
° Express Start for CRC ‘Course Offering ID for
O Plan Registration  Complete this REOCap form ta register your use of this Onboarding Learning Plan w; o
Duke Office of Clinical Research.

O Express Start Four quick madules to get you acquainted with Duke and your role within this organization 00141671

[ CITi Modules (See  Required for all chnical research staff prior 10 being lited as o a study in iRIS.

DOGR Site for Chaase "Duke Health™ an the institution it and use your NetiD email for all emails (L. Websit
ke fist. . If applicable: instructions to odd RCR to CIT|

O Social Distancing &  This module is required for clinical research personnel coming onsite or performing
COVID Infection  research activites in the community during the COVID-19 pandemic. Also referred toas 00147860
Prevention “Return to Research Training.”

T Occupstional & Go to myRESEARCHhome > Training Widget > Complete required OESO training modules listed. Your CRU
Environmental  may require additional Safety courses - visit the OESO webite f needed. The following courses are
Safety Office required of averyons within 90 days and have moved to the Duke LMS:

O Annual HIPAA Privacy and Security Training (00156846
O Annual Compliance Training (0
0 HICS Emergency Preparedness (00145492)

O Prompt Reporting _ Reporting protocol deviations and other events to the IRE, you have been auto-enrolledin 00148966
to the IRB. this course because itis required of all new dlinical employees to receive MC

O New Workforce by New Empl fthe review and adh of the Code of Conduct, 00121225

CRPs

CRS Express Start
Module 1: Whatis a
Clinical Research

INTRODUCE

Member Policy
Acknowiedgement

Secure Systems Usage Memo, and Confidentiality Agreemen.

system.

s
\" RECRUITMENT AND SCREENING
MANAGER / MENTOR REVIEW

1. Record any questions about recruitment for discussion with manager/mentor.
2. List the resources available for help with recruitment plans.

3. Upon reviewing the Just Ask module, why is it important to have adiversity and inclusic
for your protocol?

TODO ACTIVITIES AND SUGGESTED SHADOWING

< Shadow a manager/colleague and meet to discuss specific examples of current recruiti
and engagement practices on a specific protocol in your portfolio. Discuss:
Howv is accrual managed in OnCore?
What are the different accrual status in OnCore?
Avre there any exceptions or specifics in the system that you need to know?
How is Maestro Care used for recruitment on your studies?
Do we have a current plan for diversity and inclusion?

goouoo

-

Review protocols for inclusiorvexclusion criteria and discuss any questions with your
manager. What does it mean to waive inclusion criteria and does it require IRB approv

New Hire Cohorts

BUILD RELATIONSHIPS

RECRUITMENT
AND SCREENING

DESIRED KNOWLEDGE

-

RECOMMENDED POLICIES,
GUIDANCE, AND TOOLS

=)

DESIRED SKILLS

Successfully navigate available
resources at Duke torecruit and
engage participants

Identify policies related to recruitment and
participant engagement

Recognize the process for obtaining approval
for recruitment materials

Recognize the importance of diversity and =  Create accessible and inclusive
inclusion of underrepresented groups in materials that are aporovable by the
research studies IRB.

Find relevant tools and resources at Duke for - Incorporate adiversity lens into

contributions to study recruitment

help with Recruitment, Engagement, and
plans

Diversity plans
Recognize inclusion and exclusion criteria for
studies

RELATED COURSES

Review IRB Policies:

O Duke Research Study Advertising . i
5 R Protoco! J  Recruitment Regulations and Best
O Students Employees. Friends & Famil Practices

=]

ieview FDA Recruiting Study Subjects Just Ask: Intro to Equity and
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Impact: Employee Turnover

FY 2013-2016

2%

FY 2017-2020 FY 21

5% 2o

ighprovemgnt

suiddew - ———

|
Attrition rate = # of employees leaving during the period X 100
avg # of employees for the same period

Stroo M., Asfaw K., Deeter C., Freel S., Brouwer R., Hames B., Snyder D.C. . . .«
Journal of Clinical and Translational Science 2020 April; 1-5. Q“Il Duke Unlver5|ty School of Medicine



Hiring vs Attrition @ Duke

Hire vs Attrition

® Hire ® Attrition Hiring Freeze
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20
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w Duke University School of Medicine

o (]
AboutUs -~ Education -~ Research - Patient Care Departments, Centers & Institutes Newsroom =
# » Research » Research Support » Research Support Offices » Duke Office of Clinical Research (DOCR) » Workforce Engagement and Resilience ( a I y a Va I a (
o
The Workforce Engagement and Resilience group utilized the work of the Joint HDERATION!
Task Force for Clinical Trials Competency (JTFCTC), which had recently developed COMMUNICATION &

" ¢ q AN
draft competencies for research professionals, to create a framework for clinical “:“m“
research jobs at Duke. The competencies are used as the foundation to help

(@ J ° ° °
managers select titles for new positions, and provide professional development - '
and career advancement opportunities. School of Medicine leadership truly I S S e I I I I I l a I O I l
believes that a strong workforce of clinical research professionals will enable Competency Domains for the L]

(linical Research Professional

Workforce Engagement and Resilience

To achieve the vision of advancing health and executing a coordinated strategy in zg::!"':'s(“o
clinical research to evolve the model of care outcomes. RESEARCH DESIGN

higher quality research and ultimately lead to better patient care and health
outcomes.

REDCap

Research Electronic Data Capture

‘, A
I

fice

Hiring Onboarding & Training Tier Advancement [w Il x Hi e AW~ Mo - Sl - S s 3

Guidance for hiring new clinical research Express Start, Onboarding, Learning Process guidance and tools for the Tier
personnel, title picking, and reclassifying. Plans, and Competency Training for Advancement process for Clinical
Clinical Research Personnel. Research Personnel.

https://medschool.duke.edu/research/research-
support/research-support-offices/duke-office-clinical-
Sharable Tools research-docr

+ Mapping Tool

+ ACRP Blogs

+ Title Picker Tool



Thank youl!

Denise Snyder
denise.snyder@duke.edu

Duke University School of Medicine
CTSA Grant Number ULT1TR002553
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Community of Practice & JTF Competency Framework:
The Research Professionals Network Workshops

Mary-Tara Roth, RN, MSN, MPH

Director, Clinical Research Resources Office, Assistant Director Human Research Protection Program,
BU Medical Campus/Boston Medical Center

Kimberly Luebbers, MSHS, RN, BSN, OCN®

Assistant Dean for Clinical Research; Director - Office of Clinical Trials Research;
Larner College of Medicine at the University of Vermont

H. Robert Kolb RN, MS, CCRC

Director, Clinical Research Professionals’ Programing; Clinical Translational Science Institute - Workforce Directorate;
University of Florida
Diana Lee-Chavarria, MA

Assistant Director for Operations, Translational Science Education and Workforce Development;
South Carolina Clinical & Translational Research (SCTR) Institute; Medical University of South Carolina



Research Professionals Network (RPN):
CTSA/CTR Inter-institutional Collaborating Teams

East Coast [

Boston University/ Boston Medical Center

Canado fomita
University of Vermont/ UVM Medical Center *~ S
* Affiliates at Maine Medical Center = :{* ;_

University of Florida :n' e

* Affiliates at Florida State University ok e A »‘“‘

Medical University of South Carolina -
« Affiliates at Clemson University & South Carolina State N e T
University i P e -

THE g 3 = '
The UnivcraityUniversityofVermont = :‘.:_‘.i :
of Vermont " MEDICAT CENTER - SIS

LARMER COLLEGE OF MEDICINE

. ,;’"{,‘ éMUSC South Carolina vy e
K)/%%%II}“EI Clinical & Translational Science Institute Meaeal univmsiy, | C1inical & Translational _
B . . of South Carolina Research Institute St tn s~

EXCEFTIOMAL CARE. WITHOUT EXCEPTION

U Clinical and Translational
Science Institute
UNIVERSITY of FLORIDA




In Line with the Timeline

Publication Critical Meeds for

- . Clinical Research
Original CT5A Regulatory e
Llar LU Support & Career
Research Coordinator Development Requirements
L2 T of Clinical Research
Coordinators:
Recommendations
2010 2011 2012 2014
A CTSA-Sponsored Joint Task Force
Program for Clinical . .
Research Coordination: Clinical Tn‘?l
Networking, Education, Competencies
and Mentoring* [ITF)

Enhancing Addition of
Clinical cullal?uraﬁng E.Mf
HEEE:fn:h addition of 3rd ME.IET'IIET?; I'l.:liun.\el:|
:_:”Fe,ﬁ"}"allji collaborating site FII::i 4 ;l:tr;n
aining an . . ida 5t
Qualifications Unwer§|ty of University
2016 2017 2019

2020 2021 202222030

RPN Workshops Started
Boston University

University of Vermont

Addition of 4th
collaborating site

Medical University of
South Carolina




RPN Workshops for Clinical Research Professionals

Peer-led
Collaborative
2-4 presenters
Inter-institutional
Monthly presentation/workshops — academic year
Zoom platform (pre-registration is required)
Breakout rooms (small group work: cases, activities,
problem solving, etc.)
Polling (Zoom polling, Poll Everywhere, Slido, etc.)
Ancillary web-based tools (wordle, Jam board, etc.)
Competency-based
JTF Core Competency Framework for Clinical
Research Professionals
Fundamental/ Advanced training levels

Joint Task Force Competency Framework
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Inter-institutional Collaborations
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* Peer to peer networking Iy e
* Sharing of best practices ) S /ﬂ. - ,g \¢. A{\ L %ﬁ
* New approaches — other mstltutlonsﬁomg thmgs dlfferently <&

* Affirming current approaches — other institutions doing things the same

It’s about Connecting JTF Competencies to a
Community of Practice



Making JTF Competencies the Center of a Community of Practice

Intersecting
Communities

Peer-to-Peer
Mentoring

Sharing Best
Practices

External
Communities




Why is this important?

The new CTSA FOA Priority (PAR-21-293)

CTSA Program Goals Element C: Training & Outreach

NCATS amended the CTSA Program goal I db ck and the n of the existing CTSA Program and will use a variety of mechanisms to achieve these
goals, including this UM1 FOA and other ing al d hopponu nnnnnnn
1. Ad e CTS: develoj p demonstrate, and diss ntific and operational inno s that improve the efficiency and effectiveness of clinical translation from identification to
first h uman studie: medical pras cl |mpl tation to communi y h I h dis: i
2. P e parti hp dooII borations to faci I and acceler: nsIaIlonaI hp ojects locally, regiol Ily d IIy
3. Create, pro d and disseminate innovative re: h programs ai d partnerships across institutions and communitie: dd s health disparities and deliver the benefits of C R P S S h O | d
Ir‘lnsIaIl nal science oall u XN
4. Create and II'TIDI ntific and oper IInnovations that increase the quality, safety, efficiency, effec and informativeness,
5. Povidefm nalr I the pd p urgen pbl h Ih eeds
6. Create, provide, and d isseminate CTSI]".; ing progr: amsf clinical re: h p ofessionals of II dsmpl n the research team o [ [ ]
e e o e e e be provided foundational education
8. Foster the dev Ip fhemeggIIdI I nal st see

and training

...learn the collaborative nature of
Create, provide, and disseminate CTS
CTS training for clinical research ...receive training, education, and
professionals of all disciplines on mentoring as part of professional
the research team development

..participate in educational activities,
including workshops

PAR-21-293; accessed 2/16/22



Developing Team Science Competencies for Clinical Research
Professionals- Expanding and Leveling JTF Domains 7 & 8

Carolynn Jones, DNP, MSPH, RN, CRN-BC, FAAN
Associate Professor of Clinical Nursing, OSU College of Nursing
Director, OSU Master of Clinical Research

Co-Director of Workforce Development, OSU CCTS
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PROJECT AIM

How do team science competencies develop across the life course?

Who are the main stakeholders making up clinical and translational
science teams?

THE Ottlo STATE UNIVERSITY Advancing Today’s Discoveries to Improve Health
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The Project

Team Science Competencies in
Translational Teams

(Lotrecchiano et al. 2021)

3 Constituencies:
®* Trainees and Faculty

® Clinical Research Professionals
® Community Partners

THE OHIO STATE UNIVERSITY

CENTER FOR CLINICAL AND
TRANSLATIONAL SCIENCE

Journal of Clinical and
Translational Science

www cambridge org/cts
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Individual and team competencies
in translational teams

Gactano R. Lotrecchiano®, Deborah DiazGranados?, Jennifer Sprecher’,
Wayne T. McCormack® @, Damayanthi Ranwala®, Kevin Wooten®',
Daniel Lackland®, Heather Billings® and Allan R. Brasier'®

Department of Clinical Resesarch and Leadership, Geonge Washinglon University Schoal of Medicre ard Heallh
Scienoes, Washington, DT, USA; “Wright Center lor Clinical and Translalional Research, School ol Medicine,
Virginia Commionwealth Universty, Richmand, VA, USA; Yinstitute of Translational Health Scienoes, University of
Washingion, Seailhe, WA, USA; *Depariment of Pathology, immunolopy and Laboratony Medicine, Clinical and
Teanslatianal Science Instille, University al Florida Collepe af Medicine, Gairesville, FL, US4 SAcadomic Allains
Faculty, South Carolina Clinical and Transiational Rescarch institute, Modical Univorsity of Scath Caeclina,
Charleston, 5C, USA; “Department of Managerment, College of Business, University of Houston-Clear Lake,
Huisten, TH, USA; ‘Institute Tor Translational Sciences, University of Texas Medical Branch, Galweston, TH,
USA; "Department of Meurckagy, Medical University of South Carcling (MUSC), Charleston, SC, WSA; *Center
Tor Clinscal amd Translational Science, Mayo Clinic, Rochester, MN, USA and rstitule of Clinical and
Translationsl Research, Schoal of Medicing and Public Health [SMPH], University of Wisoonsin-Madson,
Madison, W1, USA

Abstract

mhﬁmdxknﬁmauk.m.uﬂummmkﬂgcuammholmh.
bearning, and application. Translational teams are posed of d; ic and diverse interpro.
fuahmdnnlr:mss" il bers that te new knowledge to address a shared

translational objective. Thmhmn imvolves advancing an interventional product, behavioral
intervention, or cvidence-based approach to improve human health. This paper focuses
om wenlifying individual and leam compelencies using a modified Delphi methad 1o reach
a consensus on the competencies noeded by translatiomnal teams (TTs).

Introduction

With the increasing emphasis on rescarch programs to adkdress complex health and societal
problems, a grass-soots revolution in interprofessional and cross-disciplinary team approaches
is ocourring in the scientific community | 1). This rescarch revolution is driven by a number of
factors, incloding increasing depth of rescarch disciplines, focus on real-world applications,
enhanced productivity, and utilization of ressarch projects [2], An abundance of sovial scence
research from disciplines such as organizational psychology. social psychology, sockelogy,
philosophy, leadership studics, and communications has fooused on team effoctivencss
and can be used to inform ouwr understanding of translational teams (s). With the
increzeed emphasic on enhancing leam outcomes, subsiantial effort has been invested in
comprehensive reviews and meta-analyses that have resulted in the identification of
competencics (i, knowledge, skills, abilitics, and attitudes) that are needed to advance team
performance [3 5]

Previous studies have indicated thal appropriately applied team iraining subsian
tially impacts tcam performance and innovation |6, 7). In particular, training ciforts
focusing on knowledge, skills, and abilities that are content-appropriate can result
in substantial transfer and positive outcomes [8]. It is important to consider the con
text in which teams function. TTs, typically located in academic institutions, operate in
a complex organization that has onique characteristics and implications for traiming.
Because these training activities are most impactful when tailored to the team context,
a greal need arises to identily evidence-informed competencies most relevant o TTs
with the goal of enabling trainees to successfully participate in TTs, enhance the pro-
ductivity of TTs that they participate in, and derive satisfaction from participating in
research as teams.

A TT, in line with the formal definition of a team [Y], is composed of diverse members
whe intersct, adapt, and evolve using established norms and defined roles 1o address a shared
trandational objective. Diverse members involve multiple perspectives, professions, career
stages, stakeholders (patients, communities), and other voices appropriate for its developmental
stage. The objective of a TT involves advancing a produdt (device/drug/diagnostic), behavioral
intervention, of evidence-based approach to sustainable improvernents in human health. A TT
may work in one or more phases of translation, including predinical, clinical, implementation,

Car



5 Translational Team Science Competency
Domains

* Facilitating Team Affect (Bonding)
* Team Communication

* Managing Team Research

* Collaborative Problem Solving

* Team Leadership

(Lotrecchiano et al., 2021)

THE OHIO STATE UNIVERSITY
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Team Science Competencies - Individual

e Self-awareness .
e Facilitating awareness and exchange

* Cognitive openness

* Interdisciplinary research management

* Passion, perseverance

(Lotrecchiano et al, 2021)

THE OHIO STATE UNIVERSITY . 7 . .
e Advancing Today’s Discoveries to Improve Health
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Team Science Competencies - Team

(Lotrecchiano et al, 2021)

THE OHIO STATE UNIVERSITY
CENTER FOR CLINICAL AND
TRANSLATIONAL SCIENCE

Team roles

Team-based communication
Shared visioning

Understanding complexity

Team learning, adaptive behaviors
Meeting management
Interdisciplinary collaboration
Building Trust

Advancing Today’s Discoveries to Improve Health



Clinical Research Professionals (CRP

Team Includes: 14 members from 7 CTSA Hubs
(and Expanding)

Carolynn Thomas Jones, Angela Mendell, MS, H. Robert Kolb, RN, Bernadett “Candy” Capili, Laura Hildreth Jessica Fritter, MACRP, ACRP- Elizabeth J. Kopras Nicole Exe

DNP, MSPH, RN, CRN-BC, CCRP MS, CCRC PhD, NP-C Program Director CcpP Sr. Research Associate Training Specialist
FAAN (Co-chair) Director, Clinical Director, Heilbrunn Family University of Cincinnati Clinical Research University of Cincinnati ~ Senior

(Co-chair) Program Manager Research Center for Research Nursing Administration Manager University of Michigan
Director, Master of University of Cincinnati Professionals Rockefeller University Nationwide Children’s Hospital

Clinical Research, College Programming

of Nursing University of Florida

The Ohio State University

Karen Carter Nicole Summerside Jen Sprecher Nop Thanthaeng Ty Salana David Aslaner
The Ohio State University University of Washington University of Washington Harvard University The Ohio State University The Ohio State University
THE OHIO STATE UNIVERSITY
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Define the diverse CRP Network

* Coordinators

* Data Managers 3“ ’ A

* Regulatory Affairs Coordinators }1 ..n “'"/.‘l e
* IRB Analysts 282 / s 8 VAN
* Business/Financial L ‘;‘9.,., s
* Grants/Contracts 2.4 " | / ?* | ’
* Laboratory _n_ R s
* Research Pharmacy ' \‘ T

THE OHIO STATE UNIVERSITY . 7 . .
e Advancing Today’s Discoveries to Improve Health
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Defining the Lifespan of Clinical Research Professionals

* Fundamental-can perform, have knowledge of, with assistance
 Skilled- perform independently, consistency, moderate level of expertise

* Advanced- advanced KSAs, coach, mentor, supervises, critical thinking

y CRP 3

CRP 2
I CRP 1

THE OHIO STATE UNIVERSITY

Advancing Today’s Discoveries to Improve Health
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Creating Leveled Smart Skills for Each
Individual and Team Competencies (13

What does facilitating awareness and exchange look like- across the lifespan (fundamental, skilled, advanced levels)?

Roles |LEVELING: 1)Fundamental ("Can perform task/and or exhibit knowledge of an essential or fundamental level); 2) Skilled ("can perform task or skill independently,
1. CRC consistently, accurately and has a moderate level of expertise. Efficient and high quality work; able to independetnly navigate resoures and uses tools well"); 3) Advanced

4 Translational Team Science Competenciesw ; ;:,1 ("demonstrates advanced KSAs to teach, coach, mentor or supervise others. Consistently applies critial thinking and problem solving." (Sonstein et al, 2018) (Duke University
(Individual Competencies) 4. Lab

5 QA
Monitoring
6. Admin

Role Progression Readiness Tool, 2017).

1. Facilitating Awareness and Exchange

ned as: Emotional bonds between team members that are grounded in expressions of genuine care and concern for the welfare of others including empathy, affiliation, and rapport on the basis of shared regard for others

SMART SKILLS: FUNDAMENTAL SKILLED ADVANCED
(Examples) (Examples) (Examples)

Employ active listening Can describe the purpose of and demonstrate active Consistently uses active listening with co-workers, Models active listening by helping train staff to perform
listening behaviors during a training session, begins to internal and external teams, and study participants to |study activities (e.g., active listening used to assess adverse
show a developing skill using active listening. gain clarity of exchanged messages; modeling the events experienced by participants) and during supervisory

all behavior to others. sessions.

Use introductions to welcome and build team membership Introduces self at meetings, welcomes new team members |Welcomes new team members, introduces team Includes all team members, creates an atmosphere whereby

all members team members are free to speak up, highlights strengths of
team members during meetings

What training toolkits can be tapped into to help develop individual and team competencies?
0
SEEEE e Advancing Today’s Discoveries to Improve Health

CENTER FOR CLINICAL AND
TRANSLATIONAL SCIENCE




Individual Competency

Defining Facilitating Awareness and Exchange in CRPs

Demonstrates Consistently uses Models active
__ | active listening active listening with listening by helping
£ behaviors during a co-workers, internal T train staff to perform
Employ T . : e L
Active £ training session, E and external teams, e | study activities and
= 3 begins to show a E and study S | during supervisory
Listening £ | developing skill participants to gain & | sessions.
““ | using active clarity of exchanged
listening. messages.

0

THE OHIO STATE UNIVERSITY

CENTER FOR CLINICAL AND
TRANSLATIONAL SCIENCE

Advancing Today’s Discoveries to Improve Health



Team Competency
Defining Trust in CRPs

__ Demonstrates Consistently Models shared
Actively g listening to others’ engages members T decision-making for
Include E ideas and E to share thoughts e | how best to
Team 4 solutions. = | and opinions. S accomplish team
Members E 2 goals.

0

THE OHIO STATE UNIVERSITY

CENTER FOR CLINICAL AND
TRANSLATIONAL SCIENCE
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JTF Clinical Trial Competency Framework

Scientific 1

Concepts and
Research Design

Ethical and
Participant Safety
' Considerations 2

Investigational
Products

compet_ency Development
Domains and
Regulation
for the
Clinical Research
Professional

Communications
and Teamwork

Leadership and
Professionalism

Clinical Study
Operations
(Good Clinical
Practice)

Data Management
and Informatics 4

Study and Site
Management
W, [ MULTI-REGIONAL
CLINICAL TRIALS
THE MRCT CENTER of
BRIGHAM AND WOMEN'S HOSPITAL
and HARVARD

THE OHIO STATE UNIVERSITY

CENTER FOR CLINICAL AND
TRANSLATIONAL SCIENCE

7 Leadership & Professionalism

1
Scientific
Concepts &
Research
Design

6 2

Data Bioethics &
Management Participant
& Informatics Safety

8
Communication
& Teaming

3

5 Investigational
Study & Site Product
Management Development

& Regulation

4
Clinical
Study
Operations
(GCPs

(McCormack and Kolb, UFL, 2017)
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Accreditation of Academic
Programs in Clinical Research

Stephen Sonstein, PhD

Chair, Committee on Accreditation of Academic Programs in Clinical
Research (https://www.caahep.org/CAAPCR.aspx)



https://www.caahep.org/CAAPCR.aspx

Evolution of Education and Training
in Clinical Research

e Informal training: coaching, tutoring
e Short term courses: how to do it
e Professional bodies (training, support)

e Academic involvement: Standards and competencies
e e Formal Curriculum: short and long term programs
DIE{O[oII=8 « National accreditation and certification

e International Standards/Harmonization of Training/mutual recognition
e International Certification/Specialization?
Profession IS Maintenance through CPD
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Consortium of Academic Programs in Clinical Research
(www.coapcr.org)

Founded in 2003 - Mission

*To provide a medium for communication among educators of clinical research
professionals.

*To encourage and support the development and maintenance of academically based
clinical research educational programs to meet the needs of the clinical research
community.

*To foster inter-institutional articulation among educational institutions, clinical
institutions, professional associations, and industry.

*To initiate and/or support research and studies relating to the educational, manpower
and service needs of clinical research professionals.

Currently over 100 academic programs globally that educate clinical research professionals

One of the founding priorities of COAPCR was the development of an accreditation process for academic

programs in clinical research


http://www.coapcr.org/
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QA Commission on Accreditation of

IN CLINICAL RESEARCH Allied Health Education Programs

@|e

-

2013, COAPCR sponsored the creation of a Committee on Accreditation of Academic Programs in
Clinical Research (CAAPCR).

The Commission on Accreditation of Allied Health Education Programs (CAAHEP) was chosen as
the umbrella accreditation body to house CAAPCR

Standards and Guidelines for the accreditation process were based on the JTF Core Competency
Framework and approved by CAAHEP in April, 2017

In order to become accredited a program must have at least one learning objective which maps to
each of the 8 JTF Core Competency Domains

Currently 4 academic programs are accredited and 8 additional programs are in process



A RI SE @ Nallonal Center lor Global Health and Medicine

How we can develop competent clinical research
professionals in LMICs? :

Promotion of the JTF Core Competency
Framework in Asia and Africa.

Miwa SONODA
RN, MPH, GDip(Clinical Trial), GDip(Global Health)

Medical Science Liaison

Department of International Trials

Center for Clinical Sciences

National Center for Global Health and Medicine

May 20, 2022

© 2018 National Center for Global Health and Medicine
NCGH



ARO Alliance for ASEAN & East Asia (ARISE)

ARISE Chief Representative @

NCGM

ARISE Secretariat D-l

Fn”fiii’iiiﬁr';"&iﬁfjf{é&lN) 1 <. .o Investigator-Initiated Trials
E ~~ “Cooperation > %~ = .. s Research Strategy
= ecrm Cooperatlon ‘with . with Japanese b"lq'sl?ﬂhﬁtii‘?&ﬂﬁ; '+ Capacity Development
ey global clinical : ./organ|zat|ons P B e[ o DAPPS

AMED

research networks * Regulatory Consultation

( C[im"éal Research-Uitigtive: for

~~flobal Health (CRIGH)| ~ * N .
. L CRIGH l AR' SE o HCA Accelerate in Asia -+~ Quality Management
- * Health Diplomacy

Research coIIaboratlon W|th AS|an countries
Establlshment of NCGM offices in Asia

Indonesia office, Vietnam ofﬂce Philippine office, Thai office, Faculty of
University of Indonesia Bach Mai Hospltal University of Philippines Medicine Siriraj Hospital, B
© 2018 National Center for Global Health and Medicine Man”a Mah|d0| Un|VerS|ty ARISE Members

NCGH



Ongoing activities: Competency Survey and Competency Translation in ARISE

network countries

1.Competency
assessment survey

2. Language of
Competency Translation

Cooperative organization

ARISE/ NCGM | Thai

Thal

Mahidol University, Faculty of Medicine Siriraj Hospital

e Leader: Mr. Allan Wirsdorf of F-CRIN

* Global Survey was done by Harvard MRCT Center
(2016. 2020)

2021~2022 Indonesia Indonesia The University of Indonesia, Department of Pharmacology and
Therapeutic Pre-Clinic

@ Z Vietnam Viethnamese Bach Mai Hospital

NCGHM ADE The Philippines (English) The University of Philippine Manila, National Institute of Health

DRC (French) The University of Kinshasa, faculties of Medicines and Pharmaceutical

Science

CRIGH Project 2 @) Japanese NCGM, Osaka University, NCC

(2016~) & (published in 2019)
CRIGH

French draft translation by F-CRIN (France) — Proofread by KCE (Belgium), LIH (Luxembourg), SCTO
(Switzerland) and IRESSEF (Senegal) - Contacts currently being identified for proofreading by Morocco
and Canada

Portuguese draft translation by PtCRIN (Portugal) — Proofread by Fiocruz (Brasil) — To be proofread by CISM
(Mozambigue) and Angolan contact currently being identified

Italian draft translation by Mario Negri and ISS (ltaly) — Proofread by IFO - Regina Elena and San Gallicano
Research Institutes (Italy) — To be proofread by SCTO (Switzerland — Lugano CTU)

Spanish translation by APEIC (Mexico) of v3.0 already available (APEIC contacted for complementary v3.1
translation) — To be proofread by Spanish professionals

German translation team currently being set up (Austria, Germany, Luxembourg and Switzerland (the last two
having agreed to participate))

Russian draft translation by ACTO (Russia) / Proofreading ongoing

Korean contacts currently being identified (KoNECT)

@ © 2018 National Center for Global Health and Medicine
NCGH




Study Flow

Stepl: Questionnaire translation
(and Competency Translation)

® Forward Translation into local
languages by each country’s
translation team.
N
® Back Translation from local languages
into English by a professional
translator other than the translation
team
N
® Discrepancies will be discussed and
addressed among each country’s
translation team.

@ © 2018 National Center for Global Health and Medicine

NCGH

Step3: Competency Survey using

Step2: Pilot-test : i
translated questionnaire

® Pilot-testing will be conducted to

@® Participant Recruitment (Announcement

assess the clarity of the competency from a main sites to network sites in the

and questionnaire for at least 10 country)
staffs in each country J

d @ Obtaining informed consent
Cognitive interview will be g
conducted to assess their ® E-Surve\{ (at least 150 staffs in each
understanding of the competency country
and questionnaire N

J ® Data Analysis

Respondents feedback will be » Self- perceived competence level

considered to modify the wording
by each country’s translation team

» Self- perceived relevance to positions
across each of the competency

» Self-reported learning needs across each
of the each of the competency



Survey: Self-Assessment of Clinical Research Competence

Study objective:

To investigate

~ the competency level of clinical research professionals (Applied the questionnaire developed by MRCT Center)

- the relationship between each competency and job function httes://vwesurveymonkey

com/r/FKUI?lang=id

- the training needs of each competency.

noGH

9_‘59 ARiSE
Numbers of survey responses As of 14th May o=_on
No. of Survey response
_ _ Completed all/
Country Local Primary Investigator Provided Consent
(Completion rate %)
Indonesia Dr. Wawaimuli Arozal, University of Indonesia
Philippines Dr. lan Cabulana, Univeristy of Philippines Manila
. 832/1015
Thailand Dr.Kulkanya Chokephaibulkit, Mahidol University (81.9%)
Vietham Dr. Dao Xuan Co, Bach Mai Hospital
DRC Dr. Tona Lutete Gaston, The University of Kinshasa

© 2018 National Center for Global Health and Medicine

NCGH




Competency Translation

Japanese Version

websitehttps://mrctcenter.org/clinical-trial-
competency/framework/translations/japanese/

Vietnamese Version

ABOUT | F K | RESOURCES | NEWS

P NHOM CONG TAC CHUNG MR I)l:lu\u:"\m(‘ “u::‘(':»w'
JTF Competency Framework - Japanese ¢ ) VENGLvCTI F‘]q; e

e« beaeremnrk L bameaoek Lambiias » B
Khung Nang lyrc C5t 15i dng cii bd Nghién ciru
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chuyén nghiép

po S 8

QNCGH sz ¢ u‘wm ThiLs

Khung ning e cBt 18 ¢ thé nhp o, i xudng, v cic aum ik két 105 nlns e duor nang cip,
trén teang web cla T (1 finical-tri
nl ! -ul le 16i dia chi mv; ﬂ;mn hgwilg £dy,

a5
31 gur y kién § mnw
hona 4 53 dung 3t Ky mo1

Indonesian Version

2. Translated competency document (draft).

ro Satuan Tugas Gabungan
5§ Kompetensi
¥ Uji Klinis

MULTI-REGIONAL
CLINICAL TRIALS
THE MRCT CENTER of

Kerangka Inti Kompetensi Bertingkat untuk Peneliti Klinik Profesional Versi 3.1 yang
Termasuk Perubahan dalam Satgas - Proyek itian Klinik

Domain Kom

Peneliti Klinik

Thai Version

\>’

SICRES

nisumstoueni dufunAumsilnutesdn asffus.a

e fhug sl une Uiy

¥ T OREL T

AL fuf sl e

Uwinnan Aneananddeduunsfne iy Maumime{ e mauwradmundan
mwdidulunitinimn e manfiy

nandtn hnsfnenanginam manf
nidur

B2. €z nwhm

waenanmnnBndoafftitun dm g mvdnfuninaurndearamiin i wun rdan s deyamnmannimdnenimd
amzuned aronf
el sanmnus fungarsn e dnitig waelmdanasam manuu A niid

am
i+
Az, s Bawdnsfugrun fiva s

feaniliussmntamsatoal

Plan: Make available in 2022 on the website at each country & the MRCT Center

© 2018 National Center for Global Health and Medicine
NCGH
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Summary

Good points..
e Our activities are well organized, based on the existing research network in Asia and Africa.

* Technical supports by the MRCT Center and JTF members is highly beneficial to proceed
the activity in LMICs.

* Being a part of global coordinated work motivates us, and it helps to expand new
collaborative works.

Toward next steps...

e To promote the dissemination of translated
competencies in each country.

* To utilize the survey results in planning trainings
programs in the future.

© 2018 National Center for Global Health and Medicine
NCGH



Deploying the JTF framework across
the world - Translations and
applications

Allan WILSDORF, F-CRIN/CRIGH

JTF — Strategic Global Meeting
May 20™ 2022

©

20th May, 2022



Translations

/\

20th May, 2022 CRIGH



E Canada
. Tunisia === Managed by MRCT
: Rep..Congo === Managed by CRIGH
. Ongoing work (CRIGH)
. Belgium
. Luxembourg Angola
- Senegal | Mozambique
. Spain Switzerland [ Brazil ] Switzerland ACTO
l l l | |
. | Proofreading |
o | | | | |
. v3.1in v3.1in v3.1in v3.1in v3.1in v3.1in Uganda
. Japanese Spanish French Portuguese ltalian Russian
. I South Africa
- a Y
| v3.0in 9
. Spanish New Zealand
E Japan Mexico France Portugal ltaly Russia Rep..lreland
. I | I I I I
. | Translation | | Critical reading |
Transl.q’rlon : [ JTF-MRCT Competency Framework ] K )
versions . N
CRIGH

20th May, 2022



Additional translations considered

* Finalise the setup of the German franslation group:
o Agreement of LIH (Luxembourg) to participate to the translation

o Agreement of SCTO (Switzerland) to participate to the
proofreading

o Austrian and German contacts currently being identified
» Setup of a Korean franslation group
» Setup of a Chinese translation group

« Assist the Thal, Indonesian and Viethamese translations
within ARISE (ARO Alliance for ASEAN & East Asia) led by =
NCGM (Japan)
©
C

20th May, 2022 RIGH




Perspectives for 2022

* Publication of the French translation before the summer
(finalised in May 2022)

* Finalisation and publication of the Porfuguese and Italian
translations by the end of the year

» Support on-going translations and translation group setups

@

20th May, 2022



Applications

/\

20th May, 2022 CRIGH



Example of a survey set up in France

» Targeted to clinical research professionals based in French

hospitals
* Questionnaire based on the JTF framework:

IDENTIFICATION DU PERIMETRE DES BESOCINS (1/8)

DOMAINE 1 : CONCEPTS SCIENTIFIQUES ET CONCEPTION DE LA
RECHERCHE

Ce domaine englobe la connaissance des concej

conception et I'analyse d'essais cliniques
‘o0 }— Self evaluation of the interest for the domain (1 to 5)

D [r—
= - Selection of the competency statements for which the participant
= has the most interest
=
......... —
S— Free-text comments

N\
« 297 answers collected between January and July 2021 ()
CRIGH

20th May, 2022



Lessons learned

1.

The answers collected enabled to highlight, for each function
(investigator, clinical research assistant,...), the three domains of
strongest interest among the eight domains of the framework

It was noticed that certain functions shared common or even
identical areas of inferest. From these shared interests, it was
possible to form six function groups

For each domain, the competency statements of strongest

iInterest (top 3) are, overall, independent of the level of intferest of
the participant for the domain

It was noticed that certain function groups showed some

:sgrecifigr:i’ries regarding the competency statements of strongest
interes

= D2-2.1 “Differentiate between standard of care and clinical stud

activities” for the group comprised of the study nurses and clinical s?/udy N
technicians ( \

20th May, 2022 CRIGH




JTF: Envisioning the Future

Barbara Bierer, MD
Stephen Sonstein, PhD
Co-Chairs, JTF
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JTF: Future Plans

JTF Core Competency Framework for
o Clinical Research Professionals

Concepts and
Research Design

* Future updates and JTF development
- * Professional Development

Communications

and Teamwork

Competenc Products .
S o Development * Further translations
- IaRggulation o . .
for the * Training and education assets and resources
e Clinical Research e Governance and organization
s 8
Professional

Clinical Study
Operations
(Good Clinical

6 y / Practice)

Data Management 4
and Informatics £ 0
Study and Site | 4
g MULTI-REGIONAL
CLINICAL TRIALS
Clicking on each domain above will show

Management
the specific competency statements which
detail the core competencies required at the

Basic, Skilled and Expert levels. https://mrctcenter.org/clinical-trial-competency/
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JTF: Future updates and JTF development

JTF Core Competency Framework for
Clinical Research Professionals
* Future updates and JTF development

» Given translations, need to manage and limit
updates to only major changes

Competency
Domains
for the

Clinical Research

Professional

* Topics to consider

Diversity, inclusion, and equity

Cultural considerations

Privacy and confidentiality

Participant and community engagement
Vulnerable populations considerations
Novel technologies and changes in research
Data security, storage, and transfer
Transparency

VVVYVYVYYVYYVYY

https://mrctcenter.org/clinical-trial-competency/
20 May 2022 OMRCT Center
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JTF: Professional Development

JTF Core Competency Framework for
Clinical Research Professionals

Competency
Domains
for the

Clinical Research
Professional

* Professional Development

- » Career pathways
CEE > Portfolio template

| » Job Description templates

- -1l » Mapping of competencies to role and responsibilities
on team
» Self-evaluation tool
» Performance evaluation template

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

20 May 2022 ©MRCT Center
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JTF: Translation

JTF Core Competency Framework for
Clinical Research Professionals

ENGLISH SPANISH JAPANESE
View the English version Vea la traduccién al espafiol. BAREOMIRERTLET.
Find a full list of domains here. Encuentre una lista completa de CCTRAMVOREBIARERRELT
dominios aqui <EEEL,

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

20 May 2022

Translations: In progress

French
Italian
Portuguese
Russian

Translations: to consider

Arabic
German
Chinese
Hindi
Other?

©MRCT Center

Thai
Viethamese
Indonesian
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JTF: Training and education

Competency
Domains
for the

Clinical Research

Professional

Clicking on each domain above will show
the specific competency statements which
detail the core competencies required at the
Basic, Skilled and Expert levels.

JTF Core Competency Framework for
Clinical Research Professionals

* Training and education assets and resources
» Need for curation of any training assets
» Significant effort to develop roadmap for curriculum
» Translation
> Utility

* Potential role of educational institutions, accreditation
organizations, and professional certification bodies, among
others

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

20 May 2022
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JTF: Governance and organization

Competency
Domains
for the
Clinical Research

Professional

Clicking on each domain above will show
the specific competency statements which

the core competencies required at the
Basic, Skilled and Expert levels.

JTF Core Competency Framework for
Clinical Research Professionals

* Governance and organization
» Organization
» Representation
» Coordination
» Communication

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

04 March 2022

©MRCT Center
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Questions, Comments, Suggestions

tenki 5 SaNSUAMAN wa CNACNBO kam sah hamnida
A3AKYIN 2 CU“ n 1T "\ dhanyavadaqalu

blagodaram
gracuas_% ranmet emag >

"3 mochchakkeram truqarez O

angato ch dankekop khun krap foofetal lava

Questions and discussion
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§ ) s 2 ekun Carmen Aldinger, PhD
aciu )b\mamqun - u A caldinger@bwh.Harvard.edu
é qraa 23 Barbara E. Bierer, MD

E Sekkur edenmt\mrs{af‘ Obl'l ada 5 bbierer@bwh.Harvard.edu
—é-, Suknya Obrlqadotd:krane - Stephen Sonsltein, PhD
© tenma kasuh O welalin mercenajis uke ..d \ ssonstein@gmail.com
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