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LSK Global PS
Epidemiological Research Dept.

Post Market Surveillance, Observational and Post Market Study Experts

LSK Global PS has established Epidemiological Research Department in the year 2010 to provide specialized
services such as rPMS (Regulatory Post-Marketing Surveillance/Re-examination Study) and Observational Study
(Prospective/Retrospective) for all process.

Understanding the distinctive attributes of non-intervention study and intervention study is crucial for the study
management and project team organization of non-intervention studies.

LSK Global PS ER department comprehends the difference between post-market trials from intervention studies
and effectively conducts rPMS, Observation studies and or Epidemiological studies.

Target Study

* Post Marketing Surveillance
+ Observational study without intervention

- Safety study

- Efficacy study

- Drug utility research
- Chart review study
- RWD study




The Strength of
LSK Global PS “Epidemiological Research”

. . . PMP for Effective
Rigf:g;‘oll&g':?tl s Project Lead for Study Management Project Conduct
X p and Communication Facilitation .
- . . Establishment of SMP (Site Monitoring Plan),
=R Spec:zl;sggr;cseigﬁ %xrcluswely PL (Project Lead) pro-actively leads and SAP (Statistical Analysis Plan), DMP (Data
r " manages the study progress Management Plan) for developing systematic
non-intervention study project management plan

1. Epidemiological Research Experts

Synergy between Epidemiology Research and Statistics

LSK ER department is an affiliated team of STAT/ER division cooperating closely with STAT department.
Collaborative teamwork with STAT team is essential because in epidemiological research a statistical approach for
research planning, data analysis, and data interpretation of the final result is imperative.

LSK ER department is consisted of experts with nursing/public health backgrounds which enables a comprehensive
understanding of the purpose of the research and project management producing the most scientifically optimized

research result.
ER department has developed ER SOPs which reflects different standards from intervention studies to conduct a more

suitable and efficient epidemiological research.

- Study Team Organization for Full Scope Service

ER SSUA
ERA
o CDA *
o DBA *x

Statistician

MW k%%

* CDA: data management of observational studies in CDM HQ (CRF development, DVS, Query issue, Medical coding, DBQC, DBL)
*+ DBA: system development of eCRF and programming/validation in CDM HQ
*xx MW: protocol development and medical writing of CSR in MW team
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2. Project Lead for Study Management and Communication Facilitation
Project Management by PL
LSK Global PS ER dept. provides PMP (Project Management Plan) development, project management, IRB affairs,
site contract, pre-study site visit (PSSV), site initiation visit (SIV), site monitoring, site close visit (COV), query resolution
support, and all service that are related to operating epidemiological research. Additionally, study protocol development,
data management (DM), statistical analysis (STAT) will be responsible by MW & RES (Medical Writing & Research),

CDM (Clinical Data Management), STAT (Statistical analysis) departments and with the cooperation of each professional
a full-service epidemiological research is administered.
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STAT, DM, MW

PL Sponsor
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ER SSUA ERA Back-up ERA

3. PMP for Effective Project Conduct

PMP (Project Management Plan) is developed for exnaustive project management and along with SMP (Study Monitoring
Plan), DMP (Data Management Plan), SAP (Statistical Analysis Plan), a more specific plan is prepared for optimum
conduct of epidemiological research.

+ Accumulated Research Experience Maximizes the Best Epidemiological Research Planning

S".AP Study

SAP : Management
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o Issue Handling
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Risk Management > Quality Management > Meet Study Goal



Project
Management

Plan
(PMP)

- Study
Roles and Responsibility Monitoring
Study Schedule Plan

(SMP)

Communication Plan
Staff Training
IRB Submission and Tracking
Patient Enrollment and Rentention Plan Data

SIV / Monitorting / COV
SAE Reporting Process

Payment Tracking

Document Management

Resource Change Process

agement

‘ ’ Man
Plan

(DMP)

( ’ Statistical

In-house
Monitoring Plan

SDV Plan

Data Cleaning
Process

Safety Data
Reconciliation
Process

Analysis Plan

Issue Handling Process Analysis
Transfer of Del bl d Archivi eon
ransrer or Deliveraples an rcnivin
9 (SAP) Mocktable
@ Excellent Monitoring Plan Development for Epidemiological Research
On-Site Monitoring Activities
L4 ® ®
s s s
Before Monitoring Visit Monitoring Visit Follow-up

In-house Data Review

o
» Enrollment /
Entry status
+ Query pending status

* Unreported SAE /
Protocol deviations /
Other issues

®
« Enroliment /
Entry status

+ Unresolved queries

* Issues
* Notification

* Document review
» Worksheet, EMR,

Questionnaire, Diary

* SAE reporting status

* Monitoring visit

report & F/U letter

* Findings summary
« Actions to be taken
+ Issue / protocol

deviation reporting

« Actions taken F/U
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Recruitment Plan

Recruitment
Strategy

* Regular contact with Pl or
site staff

- Regular request for screening /
enrollment logs

* Any delay or issue that impact
will be immediately escalated

« Tracking of screening failures
and drop-out with reasons

Recruitment Status Reporting

For non-performing sites,
* |dentify reasons

Site Specific Study Specific
Boosting Plan Boosting Plan
+ Regular email of site specific * Newsletter

recruitment status

- Enrollment Boosting visit /
Study retraining visit

* Monitoring visit

+ Competitive enroliment

+ Add sites or investigators

* Investigator meeting

* Increase investigational fee

+ Increase frequency. of contact with PI
- Boosting & Retraining visit / Newsletter & Encouragement email
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Issue Handling Process

Issue Detection
From Sites and Sponsor

Issue Identification
Classification of Critical / Major / Minor issues

Reporting and Sharing Internally

Reporting Critical / Major issues to PL — ERM
Action plan and possible solution

Escalation to the Sponsor

Reporting to the sponsor within 2 working days
Corrective action and preventive action (CAPA)

Issue Resolution & Prevention

Issue F/U and completion
Issue log and share study staff

_ _ Estimate Define Responses Minimize
Risks Prediction > Impacts > to Risks / Issues > Impacts
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About LSK Global PS
Epidemiological Research Department

In the dynamically transitioning pharmaceutical environment,
VI SIO N we provide the most precise and scientifically approved
solution for your research 00

1. Organization Structure
ER department is consisted of 4 teams under ER Director and ER Associated Director. ER Team 1, 2,
and 3 PL and ERAs are responsible for project management and operation. ER Team 4 SSUA (Site Start
Up Associate) handles IRB Submission.

ER Director

Associate
ER Director

ER Team 4

— fli\m I!( .‘



Role

ERM

Responsibility

Study overall management

Review of PMP

Review and approval of study materials
Study site co-visit

PL

Contact person with Sponsor

Preparation of study documents:
PMP, issue report, study status report, etc

Study overall management
Study document management

ERA

IRB affairs / Contract support

Site visit (staff training, study initiation,
patient enrollment encouragement, close-out,
Query resolution, etc)

Site communication
Query resolution support
Study document management

Operation Description

Study overall
Management
Site Management
(Documents,
Monitoring, Issues)

ER SSUM

Contact person with Sponsor about IRB &
Site Contract

IRB affairs / Contract management
Overall management of IRB affairs

ER SSUA

IRB affairs / Contract support
Site communication

Query resolution support
Study document management

Study Start-Up
Full IRB Support
(IRB submission &
Site contract)

W RT
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2. Extensive Experience

For more than 200 different types of non-intervention project experiences as of the year 2021 March.

PMS 108
Observational study 79
Epidemiology 8
Registry 7

Outcomes Research 3

Cohort study 3

As of March 2021

For more than 108 non-intervention projects of wide range of experienced areas including cardiovascular,
oncology, and endocrinology as of the year 2021 March.

Urology, 2 Psychiatry, 1

Ophthalmology, 2 Others, 1

Obsterics and Gynecology, 2
Immunology, 2 Cardiovascular, 18

Blood system disorder, 2
Anesthesiology, 2

Respiratory, 3

Nephrology, 3

Medical Genetics, 3

Infectious Disease, 3
Toral Oncology, 15

ENT, 3 108
Studies

Rheumatology, 4

Plastic Surgery, 4

Orthopedics, 4 Endocrinology, 11

Gastroenterology, 4

Neurology, 6 Vaccine, 7
Dermatology. 6 As of March 2021

3. High Client Satisfaction
According to our client satisfaction rate survey, the PMS and Observational Studies have received high
satisfaction results.

* Evaluation criteria: staff expertise/experience, responsiveness for each milestone and sponsor requests,
communication with the Sponsor, compliance with the expected timeline, service cost, quality of the
outcome.
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Epidemiological Research

“The Best Partner in Bio Pharma Industry”

0 1 LSK Global PS understands that the need and utilization of
Real World Data is emphasized in the industry. Along with
the ER dept., LSK PV, DM, STAT, and MW dept.
professionals will develop research plans and conduct your
study using RWD to provide ONE STOP FULL SERVICE for
your diverse types of research.

0 2 The drug development environment has rapidly changed
after the COVID-19 pandemic and LSK Global PS is capable
of quickly adapting to the circumstances and
acknowledging the needs of the Sponsors. With 20 years
of experience, LSK develops the specific service model and
programs for our sponsors for more efficient drug safety data.

03 Epidemiological research requires a more extensive amount
of expertise and experience in statistical data analysis due
to biases and confounding issues that are not considered in
intervention studies. LSK Global PS provides a great advantage
in epidemiological research design and data analysis with
the integrated operation of statisticians and epidemiological
researchers.

04 Complying with the new guidelines for the re-examination
of approved drugs in the year 2022 standards and the rapidly
evolving pharmaceutical industry, LSK provides the expertise
and transparent research result based on our years of
experience in various research areas.
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LSK Global Pharma Service

97 Toegye-Ro, Coryo Daeyungak Tower 16th FI.
Jung-Gu, Seoul Korea 04535

Main : +82.2.546.1008
Fax : +82.2.584.9008
E-mail : Request for Proposal_bd(@Iskglobal.com

General Inquiry_information(@lskglobal.com
Website : www.Iskglobal.com



