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only by individuals with the appropriate ethics and scientific
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Presenter Notes
Presentation Notes
The Joint Taskforce for Clinical Trial Competency (JTF) identified the knowledge and skills required for safe,
ethical and high-quality clinical research

https://mrctcenter.org/clinical-trial-competency/
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JTF Core Competency
Framework

Competency Domains

Scientific Concepts and Research Design

Ethical and Participant Safety Considerations
Investigational Products Development and Regulation
Clinical Study Operations (Good Clinical Practice)
Study and Site Management

Data Management and Informatics

Leadership and Professionalism

Communications and Teamwork



JTF Core Competency Framework

Example:

1. Scientific Concepts and Research Design
Fundamental Level

1.1 Recognize the need to apply scientific principles to
studies

Skilled Level

1.2 Identify parameters or endpoints that will be used in data
analysis

Advance Level

1.3 Develop protocol or source...
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Competency survey in Low- and Middle
Income Countries

 Study objectives:
* To investigate the competency level of clinical research professionals
* To investigate the relationship between each competency and job function
* To investigate the training needs of each competency

* Participating countries: Indonesia, Democratic Republic of Congo,
Philippines, Thailand and Vietnam
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Self-assessed Competency Survey among Clinical
Research Professionals in the Philippines

e E-survey using the JTF Core Competency Framework for
Clinical Research Professionals.!

* Snowball sampling

* 175 clinical research professionals were able to complete
the survey.

Stephen A. Sonstein, PhD; Jonathan Seltzer, MD, MBA, MA, FACC; Rebecca Li, PhD; Honorio Silva, MD; Carolynn Thomas Jones, DNP, MSPH, RN; Esther
Daemen, BSN, PG, PMP, MBA. Moving from Compliance to Competency: A Harmonized Core Competency Framework for the Clinical Research
Professional. Journal of Clinical Research Best Practices. 10(6) 2014



Participants’ Profile (n=175)

X

® Principal Investigator/Co-Investigator
m Clinical Research Associate/Monitor

m Other

= Project Manager/Research Manager

m Clinical Research Coordinator/Study N..
» Educator/Trainer

m Bjostatistician

m Data Management Professional

m Regulatory Affairs Professional

m Pharmaceutical Physician

Source: Cabaluna I., Sonoda M., Ruamero E. et al. 2022. Philippine Data on Self-Assessment of Clinical Research Competence: An Online Survey of

Clinical Research Professionals in In Low- and Middle- Income Countries in Asia and Africa. Unpublished.
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Participant’s Primary Organization (n=175)

A m Academic

m Contract Research Organization

m Private Clinical Site

m Corporate Pharmaceutical/Biotech
m Public Hospital/ Clinical site

m Research Institute

®m Non-profit Organization

® Government body

So:ilg gi' fzglzygluna l., Sonoda M., Ruamero E. et al. 2022. Philippine Data org .?g(/ﬁégsessment of Clinical Research Competence: An Online Survey 0{3
Clinical Research Professionals in In Low- and icr)gye- Income Countries in Asia and Africa. Unpublished.



Competency Domains

0 1 2 3 4 5 6 7 8 9 10

Scientific Concepts and Research Design

Ethical and Participant Safety Considerations

Investigational Products Development and
Regulation

Clinical Study Operations

Study and Site Management

Data Management and Informatics
Leadership and Professionalism

Communications and Teamwork

Fundamental Skilled Advanced

Self Assessed Competency Level

50%76:’2' /Sz%rzwgda M., Cabaluna I., Ruamero E. et al. 2022. Philippine Data on Sre(I{-Assessment of Clinical Research Competence: An Online Survey 0{4
Clinical Research Professionals in In Low- and icr)g}e-e Income Countries in Asia and Africa. Unpublished.


Presenter Notes
Presentation Notes
Domain 1 Scientific Concepts and Research Design Encompasses knowledge of scientific concepts related to design and analysis of clinical research -  develop protocol or source document checklist that identifies scientific questions (hypotheses), primary objectives, secondary objectives and associated parameters/endpoints
Domain 2 Ethical and Participant Safety Considerations Encompasses care of patients, aspects of human subject protection, and safety in the conduct of a clinical research – evaluate study protocol or additional safeguards are needed
Domain 3 Investigational Products Development and Regulation Encompass knowledge of how investigational products are developed and regulated – oversight and training
Domain 4 Clinical Study Operations (Good Clinical Practice) Encompasses study management and GCP compliance; safety management (e.g., adverse event identification and reporting, post-market surveillance, and pharmacovigilance), and handling of investigational product 
Domain 5 Study and Site Management Encompasses content required at the site level to run a study (financial and personnel aspects). Includes site and study operations (not encompassing regulatory/GCPs) 
Domain 6 Data Management and Informatics Encompasses how data are acquired and managed during a clinical research, including source data, data entry, queries, quality control, and correction and the concept of a locked database 
Domain 7 Leadership and Professionalism Encompasses the principles and practice of leadership and professionalism in clinical research Fundamental Level 
Domain 8 Communications and Teamwork Encompasses all elements of communication within the study team and between the team and the community, sponsor, CRO, and regulators. Understanding of teamwork skills necessary for conducting a clinical research 
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Presenter Notes
Presentation Notes
Low scores for educator and trainer : need to investigate this. 
Dom 3 is low



Domain scores according to years of experience
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Community Engagement

Community Engagement Activities
Takes part in delivering a community engagement plan

Takes part in the public promotion of research through giving talks or visiting
Encourages contributions and involvement of study participants/patients, key opinion leaders, and
community elders or chiefs in all areas of research activity

Plans a community engagement policy for a study, research center, or program
Delivers community, or one to one, meetings with community leaders to introduce a study and
answer guestions

Conducts community perception appraisal activities such as interviews and focus group discussions

Designs the approach of introducing a study within a healthcare setting or community

Designs and coordinates community sensitization materials or activities (community meetings,
educational plans, advertising, leaflets, letters)

Sets up and manages a Community Advisory Board

Sets up a network within the community to facilitate ongoing engagement

Scores (1-5)

2.32
2.3

2.36
2.01

2.16
2.17

2.15

2.07
1.42

1.71



TRAINING NEEDS

Communications and Teamwork 3.8
Leadership and Professionalism 3.8
Data Management and Informatics 3.8
Study and Site Management 3.7
Clinical Study Operations (Good Clinical... 3.8
Investigational Product Development... 35
Ethical and Participant Safety... 3.6

Scientific Concepts and Research Design 35

1 15 2 25 3 35 4 45 5

Source: Sonoda M., Cabaluna I., Ruamero E. et al. 2022. Philippine Data on Self-Assessment of Clinical Research Competence: An Online Survey of
Clinical Research Professionals in In Low- and Middle- Income Countries in Asia and Africa. Unpublished.
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Presenter Notes
Presentation Notes
1=Not at all necessary
2=Slightly necessary
3=Moderately necessary
4= Very necessary
5= Extremely necessary


Limitations

* Not representative of all clinical research professionals in the country.
* Need to be validated with objective measures.



Conclusion

* Clinical research professionals in the Philippines rated themselves as
skilled but not advanced in doing clinical research.

* They scored higher on domains on 1. Leadership and Professionalism
2. Communications and Teamwork 3. Ethical and Participant Safety
Considerations

* They scored lower on 1. Investigational Products Development and
Regulation, 2. Data Management and Informatics, and 3. Scientific
Concepts and Research Design

* The study identified areas where we can train our professionals.
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