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Create map view outline (including time, # of slides, survey Q)

Outlines

Introductions (3 slides,10mins): survey Q1

Evolution of statistical programming and drug development

SA role in real-world setting 

Case study: a hybrid SA project in target therapy oncology (3 slides,10 mins)

Outcomes: bridging analysis to strategy (2 slides, 8mins)

Analytics implementation: testimony and stories (8mins) :  survey Q3

Conclusions/takeaways (2mins)
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Statistical Analyst (SA) role changes 
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SA: being a strategic role?

AI innovator

developer
Data-scientist 

Open-source 
programming

SA~ 

2000-

2010

2015-2025

Unchanged: An evidence-based approach Data
Decision 

making

Clinical trial for drug development 

Source: Partially from Sascha Ahrweiler, 2015
 

2015 2025

Changed: endpoints (composite, surrogate); adaptive designs; precision medicine; continuous phase/study; 
phase-II open label approval, “Agnostic” (indications, chemo-lines)



Is analyst a strategic role in clinical trial development?

Strategic roles in clinical trial development 
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How bridging analysis to strategic role?  
Data 

interpretations
Analysis 

strategy/execution

Evidence-

based drug 

development 



Is real-world SA reflecting emerging trends in pharmaceutal

Statistical Analyst role in real-world settings  

Combined responsibilities in real-world

Study design

Analysis: strategy and execution

Data activities

Decision supports 

Less focused:

Standardized programming

Reporting 

Data package for submission
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Source organizations evaluated: 
• Institute for Clinical Evaluative Sciences (ICES)

• Cancer Care Ontario

• Canadian Institute for Health Information
• University Health Network

 



Case Study 1 - Design: A hybrid SA project inTarget Therapy
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Case Study 2 – Candidates
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Case Study 3: Results
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Biomarker and CDx

Case Study 4: Develop Analytical Documents 
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Extended, beyond, upskilled

Outcome 1: Extended Strategic Analytical Mindsets via Analytics
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Sci
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Methodology

HA guidance
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tech

Decision

Analysis

data
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Patient  &
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Regulatory
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Beyond

Upskills

1. Analytical skills
2. Analytical strategy

• Develop analysis docu

• Result communication
• CSR/publications



Note: re-design: ‘guide’ also in analysis-decisions, move ‘tool box’ to assist all other 4-components; provide recommendations (maybe in a different slide, 
see the draft in a paper)

Knowledge: in guide, analysis, decision components

Outcome 2: Methodology-Data-Analysis-Decision Foundation

11

Analytics Community: Enhance analytics framework and build analytics guidance



Ask these questions 

Capability Extensions 
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Survey

Example 1: Data Exploring

How do you get these numbers in your practice? 

Total enrolled (ENRLFL)

Total randomized (RANDFL)

Total treated (TRT01FL)

Total safety pop (SAFFL)

Total efficacy pop (EFFFL)

/// 13

Option 1: 

Open the dataset (ADSL) and find the numbers

Option 2: 

Option 3: 



Story: EMA oral presentation in 2019 

Example 2: Health Authority 
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Example 3: Learn from Reading (CSR and publications)

Story: EMA oral presentation in 2019 



Takeaways: 

Build strategic mindset and methodology-data-analysis-decision foundation

Develop analytical guidance documents (methodology, algorithm) in addition to specs

Learn from scientific publications (CSR, posters, proceedings, journals) then guide TLF  

Upskill being analytical 

Collaboration extensions with strategic stakeholders 

Communicate with common literacy language instead of programming, variable names, data domain names
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Q&A 
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