



































































































































































































































































































































































































































































































































	COVER
	CONTENTS
	Introduction
	PRE STUDY
	P1 Preparation of Clinical Trial Protocol and Protocol Amendments
	P2 Pre-Study Visit
	P3 Review and Validation of Clinical Trial Protocol
	P4 Review of Protocol Amendments
	P5 Review of Investigator's Brochure
	P6 Review of Case Report Form
	P7 Contracts and Budgets
	P8 Study Organisation and Planning
	P9 Study Team: Definition of Responsibilities
	P10 Recruitment of Subjects
	P11 Pre-Study Planning of Investigational Products and Devices
	P12 Pre-Study Planning for Laboratory Investigations
	P13 Independent Ethics Committee or Institutional Review Board
	P14 Investigator Meeting and GCPTraining
	P15 Pre-Study Checklist
	TRIAL OPERATION
	T1 Site Initiation Visit
	T2 Blinding: Codes and Code Breaking
	T3 Investigational Products Accounting and Dispensing
	T4 Case Report Form Completion
	T5 Obtaining Written Informed Consent
	T6 Adverse Event and Serious Adverse Event Reporting
	T7 Monitoring Visits
	T8 Data Clarification
	STUDY CLOSURE
	SC1 Study Closure Visit
	SC2 Archiving of Study Data
	QUALITY ASSURANCE
	QA1 Independent Data Monitoring
	QA2 Audits
	QA3 Inspections
	CLINICAL PROCEDURES
	CP1 Measurement of Blood Pressure
	CP2 Spirometry Testing
	CP3 Measurement of Body Weight and Height
	CP4 Venepuncture (Adults)
	APPENDICES
	A1 Preparation and Approval of SOPs
	A2 Format for Investigator's CV
	A3 Declaration of Helsinki
	A4 ICH GCP E6 Guidelines
	COVER BACK

