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Topics  Presentation Overview 

1. What is QC? 

2. What is Phase 1 Trial? 

3. What are the Differences between Phase 1 and late 
Phase Requirements for QC? 

4. What to take into consideration for Quality 
Improvement? 

5. Take Home Message 



Quality control is a process by which entities review 
the quality of all factors involved in production. 
Wikipedia, the free encyclopedia 

 
 

QC is the real time, on-going (day-to-day) 
operational techniques and activities that are 
undertaken to verify the requirements for quality 
trial-related activities. 
National Institutes of Health 

 



Why Site need to do QC? 
• Effective protocol implementation 
• Assure compliance with GCP, Sponsor and 

applicable regulatory requirements 
• Assure correct Timing of trial tasks 
• Verify data accuracy 
• Avoid protocol deviation 
• Avoid Harm to Subjects 
• Assure Trial integrity 
• Identify areas in need of corrective action 
• Assure a constant state of readiness for an 

external audit or monitoring visit 
 
 



Reference From Association of the British Pharmaceutical Association 2007  



Healthy Subjects 
Eeasier to find 
Free of other medicine 
More likely to respond uniformly 
Better at completing long and complex trials.  
Tolerate IMPs better  
 
Patients with Target Disease 
Cytotoxic drug 
Gene therapy 
  



The Quality depends a lot on how the Site conducts the 
Study. 
 
Sponsor 
Feasibility 
Pre-study audit 
 
Site 
Plan based on the design and complexity of the study 
protocol and data to be collected  
Prepare and check each stage of the trial to ensure 
applicable standards are followed and that the data 
generated are correct. 
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Phase 1 Site Facilities 





Medical Coverage? 
 
Available at Dosing 
Hospital Medical emergency & code-blue 



Sufficient Manpower 
-To cover all study activities 
-To cover day and night shift 
-To cover weekends & public holidays 
 

Staff are qualified 
 
Staff Training & Competency 
 
 
 





How to QC who the subject is and is the 
same person that attends all the visits? 
 
How to QC subject is third generation 
Chinese? 
 



What Documents to draft? 
Work Allocation 
Source Document 
Logs  
 
Checked against what? 
Applicable Standards 
Correct version of the Study Protocol 
Study Manuals 
CRF 
 
Should have doc control, vetted and approved for use! 

 











Importance of maintaining clinical trial quality and 
keeping accurate records throughout the life--cycle of 
a clinical trial for 
 
Decision making  by stakeholders 
Dose escalation? 
Stopping the trial? 
Proceed/discontinue with the IP development? 
To use the Site again? 
 



Advice to CRCs  
 
Be Aware of your role & responsibility 
Learn from mistakes 
Learn from the audits and inspections 
Learn the Corrective & Preventive Actions 
Refer to the relevant Documents 
Be resourceful, Consult when in doubts 
Communicate proactively 
Identify and highlight problems and concerns early 
 



Deming's PDCA cycle 

Plan: The plan to retrain the persons 
who have committed the error 
 
Do: Do the planned changes.  Retrain 
the persons who have committed the 
error 
 
Check: to check whether the errors 
continue 
 
Act: If errors disappeared, apply the 
plan to the whole team.  If the errors 
persist, the cycle is repeated. 



 

 




