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- Safety study

- Efficacy study

- Drug utility research
- Chart review study
- RWD study
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- Study Team Organization for Full Scope Service

PMPE S5t S80I
TEHE A3

SMP(Site Monitoring Plan), SAP(Statistical
Analysis Plan), DMP(Data Management Plan) I}
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CDA *

DBA **

Statistician

MW ks

* 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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Project Management by PL
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Risk Management > Quality Management > Meet Study Goal



Project
Management

Plan
(PMP)

(©) orste10 2= 5k8t Monitoring Plan 48

In-house Date Review

- Study

Role and Responsibility —_—
H Monitoring
Study schedule Plan
(SMP)

Communication plan
Staff training
IRB submission and tracking
Patient enrollment and retention plan Data

SIV / Monitorting / COV

SAE reporting process

Payment tracking

Document management

Resource change process

agement

‘ ’ Man
Plan

(DMP)

( ’ Statistical.

Issue handling process Analysis
Plan
Transfer of deliverables and archiving (SAP)

Before Monitoring Visit

On-Site Monitoring Activities

Monitoring visit

In-house
monitoring plan

SDV plan

Data cleaning
process

Safety data
reconciliation
process

Analysis plan

Mocktable

Follow-up

o
» Enrollment /
Entry status
+ Query pending status

* Unreported SAE /
Protocol deviations /
Other issue

®
« 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

Site Specific
Boosting Plan

+ Regular email of site specific
recruitment status

- Enrollment Boosting visit /
Study retraining visit

* Monitoring visit

Recruitment Status Reporting

For non-performing sites,
* |dentify reasons

+ Increase fraquency. of contact with PI
- Boosting & retraining visit / Newsletter & Encouragement email
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Study Specific
Boosting Plan

* Newsletter

+ Competitive enroliment

+ Add sites or investigators

* Investigator meeting

* Increase investigational fee

Site A SiteB SiteC Site D

Site E SiteF SiteG SiteH Sitel
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SiteJ SiteK SiteL SiteM SiteN



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
Foresee Risks > Impacts > to Risks / Issues > Impacts
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About LSK Global

PS

Epidemiological Research Department
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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, Issue)

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

20214 33 JIZ 20024 0149 [hst HISTHH 2 (non-interventional study) Z&E B0t ASLILE

PMS
Observational study
Epidemiology 8
Registry 7

Outcomes Research 3

Cohort study 3

79

2021& 38 JIE

20218 38 JIE & 108219 PMSQ| 28 Zed0] AU, Cardiovascular, Oncology, Endocrinology S

et Xzx 2 38S 2Rt AsULL

Urology, 2 Psychiatry, 1

Ophthalmology, 2 Others, 1
Obsterics and Gynecology, 2
Immunology, 2
Blood system disorder, 2

Anesthesiology, 2
Respiratory, 3

Nephrology, 3

Medical Genetics, 3

Infectious Disease, 3
Toral
ENT, 3 108
Studies

Rheumatology, 4

Plastic Surgery, 4

Orthopedics, 4

Gastroenterology, 4

Neurology, 6
Dermatology, 6
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Cardiovascular, 18

Oncology, 15

Endocrinology, 11

Vaccine, 7
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Main : 02.546.1008
Fax : 02.584.9008
E-mail : ZXZ9| bd@Iskglobal.com
2HH29| information(@Iskglobal.com
Website : www.Iskglobal.com





