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About LSK Statistics Dept.

- Optimal Solution for Clinical Trials - CDISC ADaM

Our Biostatics Team assists our clients in study
design, sample size justification, determination
of sample size, randomization, CDISC ADaM,
statistical analysis (double programming) and
preparation of statistical report and also offer
statistical consultation services.

- Compliance with the requirements of

FDA(U.S) and PMDA(Japan)

- Group sequential design
- Futility analysis

- Seamless phase I/l trials - Define-XML file and Reviewer’s guide

- Sample size re-estimation

Statisticians with Ph.D. in statistics and
managers with over 10 years of experience
work together to propose the study design opti-
mal for each project and to provide statistical
services necessary for IND and NDA submis-
sions, thus addressing the needs of our clients
accurately and swiftly.

- Statistical simulations

- Adaptive RDZ with IWRS

- Specialized in Statistical Programming - Stratified Block RDZ

- Functional expertsin the field of SAS- - Validated Randomization System

programming and CDISC data standards - Target IWRS (Target Health INC, US)

- Rave RTSM (Medidata, US)

Work Experience in Various Therapeutic Area

Therapeutic Area

- In-house Developed SAS Macro

Cardiovascular - Automated TLFs generation

Oncology

- Standardized QC process

Endocrinology

Infectious Disease
Gastroenterology
Neurology
Hepatology
Orthopedics
Rheumatology

» 516 Projects
Respiratory

Other 159
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- Improve Accuracy and Shorten Timeline

- IDMC Support
- Dry Run & Double Programming
- Secure STAT Server System

- Backup System for Disaster Recovery
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