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Essential Tools 
& Documents

• Protocol
• Case Report Form
• Informed Consent 

Document
• Investigator 

Brochure

Study Set-up

• IRB/IEC submission 
documents

• IRB/IEC queries and 
Investigator response

• Certificate of 
Approval (COA)

IRB/IEC Review & 
Approval • Site staff assignment 

& signature log
• CV or training 

records of site staff
• Study initiation 

meeting/ training

Subject Recruitment

Study Conduct

• Site selection & 
contract agreement
• Risk-based approach 

monitoring plan
• Data management 

plan
• Statistical Analysis 

Plan

• Screening Log
• Signed Informed 

Consent Document
• Subject 

Identification Log
• Source document 

records
• Protocol deviation 

log & CAPA Note to 
File

• IRB/IEC 
communication
• CRF completion
• On-site & remote 

monitoring
• Central statistical 

monitoring

• Trial drug/device supply
• Randomization system & blinding
• Lab tests set-up
• Lab normal range



Essential Tools 
& Documents

• Data entry & coding
• Source data 

validation
• Data cleaning
• Data query & 

response

Data Management & 
Quality Control

• Data analysis & 
report (Tables, 
Figures & Line 
Listing)

• Final study report 
completion

Final Study Report

• Manuscript writing
• Publication / 

presentation
• Implementation

Dissemination/ 
Disclosure

• Submit the summary 
final study report to 
IRB/IEC

• Document review & archive
• Trial database archive 



Protocol (Clinical Investigation Plan)

Protocol CRF
Case Report 

Form

ICD
Subjection 
Information 
Sheet & 
Informed 
Consent 
Form

Research question
Study objectives
Hypothesis testing

Comprehensive 
literature review
Scientific 
justification & 
rationale

Study design
Study method

Data collection
Statistical analysis

Subject 
recruitment 
method

Ethical 
consideration 
Risk minimization 
action

Data coding & 
Data dictionary

Annotated CRF 
&
Data validation 
plan

Study 
database 
structure

Statistical 
Analysis Pan



Case Report Form & Source Document

Source 
documents

CRF
Case Report 

Form
Use Subject 

ID

Subject 
Identification 

Log

Study 
database 
structure

Transcribe Data entry



Essential 
Document 
Filing & 
Archiving

� Trial master file

� Investigator file

� Available for audit and inspection

� How long to archive?

� Sponsor determine when to destroy


