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LSK CDISC & Analysis Services in Clinical Trial

Automated Approach SDTM
Streamlined Processes CDISC Study Data
& Systems Tabulation Model

ADaM Analysis Outputs
CDISC Analysis Dataset Tables, Figures
Model & Listings

Standardization of study data is needed for
submission to regulatory authorities or to integrate
with other systems such as data warehouses.

SDTM Specification SDTM Define. XML
SDTM Conversion Study Data Reviewer's Guide
SDTM Annotated CRFs

SDTM N

___ADaM 3

Analysis data are needed for submission to regulatory
authorities and the generation of analysis outputs
(Tables, Figures and Listings) for a clinical trial.

ADaM Specification
ADaM Conversion
ADaM Define. XML

Analysis Result Metadata
Analysis Data Reviewer's Guide

We Started CDISC since 2010!

SDTM Studies 200 + Experience 13 years +

ADaMStudies 50+ CDISC Specialist 30 + ]

E

Therapeutic Areas

Oncology

Cardiovascular disease
Metabolic disease
Gastroesophageal reflux disease
Musculoskeletal diseases
Neurology

Endocrinology

Chronic inflammatory disease
Gastrointestinal disease
Mental illness

Vaccine

Others
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Reliable CRO

Our Vision

LSK Global PS contributes to the
entry of domestic and global
pharmaceutical industry

into the world market with competi-
tiveness and expertise.

~ Experience by Therapeutic Area ~

% I
Technically Ethical Quality Oriented
Advanced CRO & Transparent CRO Full Service CRO

A Leading CRO in Asia-Pacific

Compliance with Global Standard Quality
Strategic and High-Quality Planning

Effective Project management

Rich Experiences with Global and Local Studies
Technically Advanced Data Management
Systematic and Professional Staff Training

&)

CRO going Global
with Competitive
Service Delivery

One-Stop Full Service

Provision of One-Stop Full-Service for
entire cycle of clinical trials.

Expertise spanning phases IV clinical
trials in all major therapeutic areas
across drug, biologic, diagnostic, and
device.

Pediatrics, 1% CONTACT
Blood system disorder, 1% INFORMATION
Obstetrics and Gynecology, 1%
Immunology, 1% Address:
ENT, 1% —‘ Others, 8% '

Plastic surgery, 1% —| 97 Toegye-Ro, Coryo Daeyungak
Nephrology 1 % Tower, 16TH Fl, Jung-Gu, Seoul
Psychiatry, 2% 04535 Korea

Medical Genetics, 2% — Tel : +82-02. 546. 1008
Rheumatology, 2% — Fax: 02. 584. 9008
Hepatology, 3% ) . E-mail :
Therapeutlc Area Cardiovascular, 14% Estimation
Dermatology, 3% (2000,\,2023.09) (bd@Iskglobal.com)
0 General Inquiry
%
Ophthalmology, 3 ' (information@Iskglobal.com)
Respiratory, 3% . Website : www.Iskglobal.com
inology, 9%
Urology, 4%
Infectious Disease, 4%
. Neurology, 6% ’
Vaccine, 4% I I
Gastroenterology, 5% Orthopedics, 5% I'SK G ona Ps
/




LSK CDISC and Analysis Process
Seamless SDTM & ADaM to Analysis: Elevate Your CDISC Experience with Us

l@ Glohal PS

About LSK Statistics Dept.

LSK Statistical Programming

Ph.D statisticians, alongside team leaders with 15+

Module to generates
Define XML

Auto-generation based

on Spec.

Annotated CRF ADaM Specification
Our Biostatics Team assists our clients in study design, E;f;;‘;ﬁ;‘;‘;‘;fjnﬁsgublz Effec“":[;‘;‘,fg';etg create Highly qualified experts specialize in statistical
sample size justification, randomization, CDISC SDTM & i programming and CDISC data standards for clinical trials.
ADaM, statistical analysis, IDMC and provide statistical CDISC programmers are committed to adhering to CDISC
consultation services. Define XML & Validation ADaM Creation guidelines and maintaining full compliance with the

requirements of the FDA in the United States and the PMDA
in Japan.

years of expertise, collaboratively craft tailored study CDISC . Standard macro system for Analysis & QC
designs for projects and deliver precise statistical services & AnaIyS|s y ) y
crucial for IND and NDA submissions, ensuring swift and S DTM ADa M Automated conversion to SDTM & ADaM
accurate fulfillment of our clients' requirements. Automation LSK CDISC Part : Group of CDISC Experts
- ~ SDTM Creation Platform Define XML & Validation - ~

Auto-generation based

STAT Experience on Spec.

Module to generates Define XML
Data Validation by using Pinnacle

Global Regulatory Submission

SDTM Specification Analysis TFLs Generation
724 Projects Effective module to Generate consistent TFLs su‘;(ceS.Sﬂ:"z. exesc l;ted l;l 7 gIObazl fr egurllatory sugnFISSIEn
(As of Sept. 2023) create SDTM Spec. by SAS Standard System tasks, including 8 for the FDA, 2 for the EMA, 3 for the
PMDA, and more (as of 2023.03)
250
205
o Streamlined Services from SDTM & ADaM to Analysis -
CDISC Experience
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89 ADaM ADaM - —
100 82 24 Connect | | RawData SDTM Auto . omap"_ ADaM Auto Verifion. CDISC Specialist Submission
59 CRF to SDTM Generation Annotated ance Generation Define tion
- N 49 Spec. - Code CRF Check Code XML Program 30 + 17 +
6 17 6 Intuitive Effecti Automatic Auto Check Automatic A ) Accurate
I I review by t;ctlve SAS Code Generation program SAS Code Gutomaltlc Verification
0 - - connecting e;;g?g?f Generation Program c?:;?:tﬁn Generation eS:frie:]téon Program for
o CRFto In SAS Based on ) In SAS Double
@ ° i % E g '§ ? 3 '§ % specifications Tool Enterprise Excel :,(i)twmf?ji Enterprise Based on SAS Programming
£ 888 & 353%3E8
o T E g g g = g q N .
& 3 8 o . o o ) ] Automation Time Saving
8 & 8 2 Reduce 30% of the Study Timeline and Significant Increase in the Quality .
g = © Utility & Tool 30% ‘
2 Effective CDISC modules from consistent generation of datasets to TFL generation 0
© Accelerate progress and increase traceability by leveraging faster automated system modules






