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Introduction to NHG Research Quality Management 

RQM 

Quality 
Assurance 

Quality 
Improvement 

Quality Control 



HBRA Requirement 

Scope of Research Institution (RI) Responsibilities 

Adapted from MOH Stakeholders Consultation Version 4 Feb 2016 
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Objectives 

The objectives of the NHG Monitoring Programme for HBR studies are to: 
 
i.Safeguard the safety and well-being of the research participants; 

 
ii.Ensure good quality and integrity of the research data; 

 
iii.Ensure the conduct of the study is in accordance to applicable regulations, 
policies and guidelines; and to 

 
iv.Fulfill the responsibility of the RI according to HBRA 
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Selection of Studies 

• Risk-based approach 

Studies to be monitored 

Is consent 
required? 

Experience 
of PI 

Nature of 
study 
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Extent of monitoring 

*Unregistered or registered with HSA under Class B, C or D. 
o Studies with Industry-Monitoring available will not be selected under this Programme. 
o Studies may be upgraded/ downgraded in their risk category subject to certain conditions. 

For studies conducted in NHG Institutions: 



Mode of Monitoring 

• Using NHG RQM PI Self-Assessment Form PI Self-Monitoring 

• Conducted at the research site 

• Involves review of ICFs, source documents,  
safety reporting, Investigational Products, 
study database and essential documents 

On-Site 
Monitoring 

• Typically conducted off-site 

• Monitor will discuss study conduct with the 
study team to check on compliance 

Remote 
Monitoring 
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A Collaborative Effort 

NHG RQM NHG Institutions 
• Programme 

development 
• Training support  

to Monitors 
• Reporting to 

Research institution 

• Site management 
activities 
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Implementation & Challenges 

Challenges 

Variation in 
practices 

across NHG  

Classification 
of Studies 

Manpower 
Resource 

Infrastructure 

Outreach 

Programme was implemented from March 2017 (Tier 2B) and April 2018 (Tier 3A & 3B). 

CONFIDENTIAL [10] 



Teamwork 

This Photo by Unknown Author is licensed under CC BY 
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http://fabiusmaximus.com/2012/12/31/internet-communities-47427/
https://creativecommons.org/licenses/by/3.0/


www.research.nhg.com.sg  
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http://www.research.nhg.com.sg/


QUESTIONS? 
ResearchQuality@nhg.com.sg  
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THANK YOU! 
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