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WHAT IS A COMPETENCY ?

• A competency is a cluster of related knowledge, skills, abilities, 

and characteristics that are related to the performance of a 

significant aspect of the practice of a profession. (HPRA, 2014)

2https://www.hrpa.ca/Documents/Designations/Professional-Competency-Framework.pdf



3http://exeqserve.com/iceberg-need-build-competency-model-ed-ebreo/



Regulatory Competency
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Regulatory competency 

of personnel is involved 

in all stages of drug 

product life cycle



Regulatory Competency - Reviewer
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Competency Building - Reviewer

Training for Reviewer

• Drug law, regulations, and policy

• Relevant Guidelines for Drug review

• Training for Good Review Practices (GRevPs)

• Hand-on training 
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Competency Building - Reviewer

Training based on Good Review Practices (GRevPs)

• Fundamental Values and Principles of a Good Review;

•Managing review;

•Communication in review process (Written and Oral);

•Critical thinking development;

•How to conduct a review (Review strategy)
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Competency Building - Reviewer
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Mentoring System

- On-the-Job training

- Case-based learning

- Consultation
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Competency Building – Internal Reviewer



Competency Building – Internal Reviewer

10

Technical 

Competency

Competency 

Development 

Plan

Gap Analysis 

Mapping

Individual 

Development 

Plan

Internal Reviewer Roadmap
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“Thank You”


