
Design, initiation & oversight of clinical studies, progressing 
from early safety evaluation to large-scale e�cacy testing. 
This includes clinical protocol development, brie�ng 
booklets, regulatory submissions, ethics approval, patient 
recruitment, dosing, monitoring & endpoint analysis.

3. Clinical Trials I, II & III

De�nition, selection & analysis of  
1o & 2o endpoints.  This ensures 
endpoints are clinically meaningful, 
measurable & statistically valid. 
They must align with regulatory 
expectations with data capture 
across sites & patient populations.

1. Clinical Endpoints

Assessment of therapeutic bene�t & risk through prede-
�ned endpoints while monitoring for adverse events. This 
includes safety reporting, Data Safety and Monitoring 
Board (DSMB) coordination & integration of clinical �ndings 
to support decision-making at each development stage.

4. Efficacy & Safety

Trial design is grounded in statistical power calculations 
to detect meaningful di�erences.  This involves popula-
tion selection, sample size determination, randomisa-
tion strategy & minimising bias to ensure results are 
robust and interpretable to reach clinical conclusions.

2. Powered Trials

Clinical 
Development 
& Monitoring

5. Site Management & Monitoring
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Engagement, training & oversight of clinical sites ensures 
protocol adherence, data accuracy & patient safety. This  
includes source data veri�cation, compliance checks, 
query resolution & real-time monitoring to maintain 
study quality and integrity.


