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Biostatistics Services Case Studies


[image: ]
Independent Data Monitoring Committees (IDMCs)

IDMC support for a study assessing a novel therapeutic for severe COVID-19.


Topic: Clinical Trials | IDMC support
Therapeutic area: Respiratory Disease
View Case Study 






24 January 2024

Independent Data Monitoring Committees (IDMCs)
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Functional Service Provision

Functional service provision to support a vaccine clinical trial.


Topic: Clinical Trials | Functional Service Provision
Therapeutic area: Immunology
View Case Study 






15 January 2024

Functional Service Provision
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Orphan Drug Designation

Generating a statistical evidence package to support orphan drug designation.


Topic: Clinical Trials | Orphan Drug Designation
Therapeutic area: Orphan or Rare Disease
View Case Study 






8 March 2021

Orphan Drug Designation
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Early Phase Oncology Trial

Biostatistics support for an early phase oncology clinical trial.


Topic: Clinical Trials | Early phase studies
Therapeutic area: Oncology
View Case Study 






20 October 2020

Early Phase Oncology Trial
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Implementing external controls

Generating synthetic control arms to repurpose treatments for patients with severe COVID-19.


Topic: Clinical Trials | Synthetic control arms
Therapeutic area: Respiratory
View Case Study 






20 March 2024

Implementing external controls
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Biomarker Evaluation

Establishing biomarkers of treatment efficacy in liver disease.


Topic: Clinical Trials | Biomarker identification
Therapeutic area: Hepatology, NASH
View Case Study 






5 February 2021

Biomarker Evaluation
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Go/No Go Decision-Making

Creating Go/No Go decision-making criteria for early-stage studies.


Topic: Clinical Trials | Early phase study decision-making
Therapeutic area: Hepatology, NASH
View Case Study 






14 January 2021

Go/No Go Decision-Making
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Composite Biomarker

Building and validating a composite biomarker model to predict emphysema progression.


Topic: Clinical Trials | Biomarker validation
Therapeutic area: Respiratory
View Case Study 






20 September 2020

Composite Biomarker
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Real World Evidence

Simulating patient level outcome data to inform clinical trial design based on real-world, clinical trial and literature data.


Topic: Clinical Trials | Using Real World Evidence
Therapeutic area: Haematology
View Case Study 






20 September 2020

Real World Evidence
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Precision Medicine

Effective precision medicine strategies with KerusCloud.


Topic: Clinical Trials | Precision medicine
Therapeutic area: Central Nervous System
View Case Study 






20 September 2020

Precision Medicine
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Identifying Best Strategy

Identifying the best overall strategy for study designs and drug development pathways.


Topic: Clinical Trials | Development strategy
Therapeutic area: Respiratory
View Case Study 






20 September 2020

Identifying Best Strategy
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Bayesian Extrapolation

Bayesian Extrapolation to Evaluate Efficacy in Pediatric Subjects using Adult Data.


Topic: Clinical Trials | Extrapolating drug efficacy
Therapeutic area: Cardiovascular
View Case Study 






20 September 2020

Bayesian Extrapolation
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Enabling Early Approval

Enabling early approval with a smarter approach to generating robust clinical evidence.


Topic: Clinical Trials | Optimising development strategy
Therapeutic area: Infectious Disease
View Case Study 






9 September 2020

Enabling Early Approval
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The Pulmonary Suite Data Models

Identifying disease areas and endpoints that best demonstrate treatment efficacy.


Topic: Clinical Trials | Pulmonary disease data models
Therapeutic area: Respiratory
View Case Study 






16 January 2024

The Pulmonary Suite Data Models
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Generating a Synthetic Control Arm using RWD

Constructing a synthetic control arm for a study with a small population.


Topic: Clinical Trials | Synthetic control arms
Therapeutic area: Oncology, Orphan Diseases
View Case Study 






13 July 2023

Generating a Synthetic Control Arm using RWD
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Adapting to recruitment difficulties

Identifying an adaptive trial design to maximise success with a smaller sample size.


Topic: Addressing recruitment issues
View Example 






3 November 2022

Adapting to recruitment difficulties
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Re-evaluating design of an initiated trial

Adapting to new information to identify a hidden risk, the impact of correlations.


Topic: Adaptive clinical trial design
View Example 
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