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Agenda
• Update from Activities in Leiden

• Brief Response to Questions
1. Why is it important that this TG/Panel exists?

2. What have you done in the past 10 years?

3. What are the relevant methodological issues?

4. What do you still plan to do in the next three years?

5. What have been/continue to be the main challenges?

6. Does this TG/Panel still need to exist?



•Arrived with NO TG / panel collaborations

• Leaving with 5 (just a start!)

1. Glossary Panel
• Study design figures and terminology with variety of examples

• Specific to osteoporosis, target Osteoporosis International

2. TG4 (measurement error & misclassification)
• Large healthcare utilization (claims) data and validation

• Fracture examples, external data 

Update from Activities in Leiden



3. TG8 (survival analysis)
• Immortal time and other time related biases
• TG5 proposed new immortal time issue related to drug discontinuation

4. TG3 (IDA)
• Leverage IDA and SAPi and translate to osteoporosis field

5. Theme: Estimands and survival analysis
• Overview: ICH-E9, Causal Roadmap & Target Trial Emulation 

• Pull-in other TG5 members (e.g., Rima Izem)

• Translate with examples in osteoporosis field

Update from Activities in Leiden



•Strength in analytical thinking beings with 
study design!

•TG5

1. Why is it important that this TG/Panel exists?
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3. What are the 
relevant 

methodological 
issues?

Thinking / Planning



2. What have you done in the past 10 years?



2. What have you done in the past 10 years?

• Website

• Some conference presentations



5. What have been/continue to be the main challenges?

• Member engagement – pandemic did not help!

• Largely: Mitch, Peggy 

• Suzanne needed to finish self-controlled designs paper (outside STRATOS)

• 2024: new members!!



Ongoing TG5 Projects

1. Prognostic studies
• Lead(s): Peggy Sekula
• Status: under review by Publication Panel 

2. Long-term dynamic therapy [DM] on outcome [hip fracture] 
• Lead(s): Suzanne & Nicholas
• Status: full draft near ready for review by co-authors

3. Sample size: rare diseases, new considerations, e.g., hybrid designs
• Leads: Neus, Susan, Paola
• Status: planning stage



TG5 Ongoing Projects
Ideas (early discussions)

4. Challenges with ML/AI & How to Overcome Them
• Lead: Susan Halabi
• Status: idea stage

5. Hybrid Designs
• Lead(s): Rima and Paola
• Status: idea stage

• Rima Izem: recently presented on target trial/estimands: 
• EMA/HMA RWE methods meeting in Amsterdam (Joint HMA/EMA Big Data 

Steering Group workshop on real-world evidence (RWE) methods | European 
Medicines Agency (europa.eu))

https://www.ema.europa.eu/en/events/joint-hma-ema-big-data-steering-group-workshop-real-world-evidence-rwe-methods


4. What do you plan to do in the next 
three years?
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6. Does this TG still need to exist?

2026

Covered earlier 


