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Programming Milestones Puzzle
Collection, Storage and Tracking

     Impact

❖ Poor Resource Utilization
❖ Inaccurate Forecasting
❖ Risk to Project Timelines
❖ Compromised Decision Making

Chaos

❖Excel spreadsheets
❖Email chains
❖Manual tracking
❖Inconsistent formats
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The Ripple Effect
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The Pain Points
Why Traditional Methods Fall Short

Distorted Financial Projections

Resource Mis-allocations

Compromised Efficiency

Time Consuming Manual Efforts

Validation Difficulties
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Call for Unified Solutions

Unified Process

Automated 
Workflow

User  
Experience

✓ Dynamic Updates

✓ Automated Communications

✓ Definitions, timelines communicated

✓ Seamless Tools Connectivity

✓ Easy data entry and update

✓ Familiar Tools
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Step 1: Data Integration and Automated Communication
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Step 2: Filling in Programming Activity Milestones

Study Milestone Programming  Activity Milestone (PAM) PAM - Description Examples of activities

eCRF eCR F developm ent and review eCR F review, DTS revi ew

CSP/SAP
Date on w hich all required sig natures are obtained for the approval  of the Clinical Study 
Protocol  (CSP) and finalis ed CSP is publ ished. Same for SAP. CSP/SAP, Final CSP, Study Design

Study setup 

Establ ishing  teams , comm ittees , and s uppli ers, agreeing to deliverables, setti ng up 
operational  tools and global study system s, and providing study-specific trai ning as  
needed.

Kick off meetings (KOM), Enti mICE set up, chang e requests, create val idation logs, 
setti ng up raw, TPV (Third Party Vendor) data transfer agreements

TL F Shell/TOC TLF Table of contents and TLF shell review TLF shell  revi ew, m ock shell  review

FSI  (First Subject In) FSI
Date the first parti cipant is Consented/Screened and provided with a Subject ID 
(previously referred to as  Enrolment Code) FSI  (not a programm ing activity milestone)

FSD(First Subject Dosed) FSD First Subject Dosed FSD (not a programming activity m ilestone)

SDTM setup SDTM spec developm ent/review  and programmi ng setup
Annotation eCRF, SDTM, SDTM preparation, SDTM s et up, m apping Specifications 
Review, SDTM specifi cati on

ADaM setup ADaM  s pec development/review and programm ing s etup
ADaM, ADaM preparation, ADaM set up, ADaM specifi cati on, Efficacy ADaM, ADaM 
batch n

TL F Setup CSR TLFs  programm ing s etup TLF Programming, TL F set up, TLF preparation, IA TLF 
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Step 3: Real-Time Dashboard
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User Satisfaction Results and Impact

70%
Liked New 
Interface

62%
Increased 

Data 
Accuracy

92%
Overall 

Experience

Use of AI, 
Training, 

Expansion

Enhanced Decision Making
Improved User 

Satisfaction

Better Resource 
Allocation, Forecasting 

Accuracy

Increased Team 
Collaboration
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Lessons Learnt and Future Vision

Scalability
• Modular Architecture, AI

• Consult and Collaborate

TrainingFeedback
• Continuous, Periodic 

• Data Quality 

• Extensive Documentation

• Audience Targeting
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Q & A

 Maciej Wysokiński, Biometrics, Late-stage  
 Development, Late Oncology, Oncology R&D,  
 AstraZeneca, Warsaw, Poland 

 Email: maciej.wysokinski@astrazeneca.com

 Hitesh Thacker, Biometrics, Late-stage Development, 
 Late Oncology, Oncology R&D, AstraZeneca, Cambridge, 
 United Kingdom

 Email : hitesh.thacker@astrazeneca.com
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