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Regulatory Submissions

Phase 1

70% of drugs

Phase 2

33% of drugs

Phase 3

25-30% of 
drugs 

Source: Step 3: Clinical Research | FDA Source: 2024 New Drug Therapy Approvals Annual Report

https://www.fda.gov/patients/drug-development-process/step-3-clinical-research
https://www.fda.gov/files/drugs/published/new-drug-therapy-2025-annual-report.pdf


Roadblocks

Statistics

• Handling Miss ing/Partial Data

• Last minute Adhoc request
Statistical

Programming
• Integration of Mult i-source 

data

• Specification challenges

Data 

Management
• Data Discrepancy Resolution 

Delays

• Third party data Delays

Site
• Protocol Non-adherence

• Incomplete or Delayed Data Entry



Scenario: Site → Data Management

Site
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Statistical Programming

Programming→ Statistics



Statistics

Statistics→Medical Writing/DM



Collaboration?
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Role Rotation Model (RRM)



Role Rotation Model (RRM)

• Fosters Cross-Functional Understanding

- Enables team members to experience adjacent roles (e.g., Data Management, Biostatistics, 

Programming), building empathy and reducing misalignment.

• Improves Submission Quality and Timeliness

- Early involvement in feasibility reviews and mock TLFs helps identify issues before final 

CSR delivery, minimizing rework and delays.

• Promotes Shared Ownership of Data Integrity

- Encourages accountability across functions, ensuring consistent data quality and traceability 

throughout the submission lifecycle.

• Supports Agile Resource Management

- Cross-trained staff can flexibly support high-demand areas, reducing dependency on specific 

individuals and avoiding burnout.

• Drives Continuous Process Improvement

- Real-time feedback from rotators helps refine SOPs, streamline workflows, and foster a 

culture of operational excellence.



Implementation

Trainings Meetings DashboardsBatch Run

• SOP

• Practical Exposure

• From KoM to LLT

• Shared Repository

• Graphical Output

• Resource Management

• Alert Management

• Assign new resources

• Use Cross Departmental





Benefits of RRM 

01

02

03

05

06
Continuous

Feedback Loop

04
Early Detection of 

Compliance Risks

Integration
Enhanced Process 

Visibility
Shared Accountability 

for Data Quality

Agile Resource 

Allocation

Improved 

Communication 

Efficiency



Efficiency Gains

Early feasibility reviews and mock 

TLFs minimize rework and streamline 

submission timelines.

Unified Oversight

Centralized quality control 

ensures consistent compliance 

with CDISC and global 

standards.

Timely Delivery

Reduces late-stage surprises and 

supports submission-readiness 

through proactive planning.

Role Awareness

Encouraging cross-functional 

understanding through 

rotation builds empathy and 

reduces silos.

Shared Ownership

Promotes accountability for data 

quality across functions, not just 

within silos.

Learning Culture

Hands-on exposure to adjacent 

roles fosters continuous 

improvement and skill 

development.

Strategic Collaboration

Enhances teamwork and 

communication, aligning efforts 

from dry runs to CSR delivery.

ONE DELIVERY
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