

















































































































































































































































	Title Page
	Table of Contents
	List of Addresses
	Signature Page
	Synopsis
	List of Abbreviations and Definitions of Terms
	Introduction
	Background and Rationale
	Study Purpose

	Study Objectives
	Primary Objective
	Secondary Objectives

	Investigational Plan
	Data Management and Statistical Analysis
	Supply of Data
	Interim Analysis
	Subject Populations for Analysis
	Intention-to-Treat Population

	Analysis
	Primary Outcome Endpoint
	Secondary Outcome Endpoints
	Potential Confounding Variables
	Testing for Failure of Randomization
	Meta-Analyses
	Additional Analyses

	Checking

	Reporting
	References
	Apppendix 1. Study Protocol No. SM 08-01
	Table of Contents
	List of Addresses
	Signature Page
	Synopsis
	List of Abbreviations and Definition of Terms
	Introduction
	Background and Rationale
	Ethical Considerations
	Study Purpose

	Study Objectives
	Investigational Plan
	Description of Overall Study Design and Plan
	Selection of Study Population
	Inclusion Criteria
	Exclusion Criteria
	Removal of Subjects From Therapy or Assessment

	Interventions
	Desription of Study Products
	Dosage Adminstration and Blinding
	Unblinding
	Method of Random Assignment
	Product Packaging and Labeling
	Storage and Handling of Study Products
	Prior and Concomitant Illnesses and Treatments


	Subject Events
	Assessments By Visit
	Screening (Up to 2 Weeks, Week-2)
	Study Product Test Period (Week 1 Through Week 4)
	Intervention Phase (Week 5 Through Week 16)
	Follow-Up Phase (Week 17 Through Week 28)

	Description of Assessments
	Data Management and Statistical Analysis
	Study Management
	References
	Appendices
	Appendix 1. Detailed Description of Study Products
	Appendix 2. Fagerström Test for Nicotine Dependence
	Appendix 3. Minnesota Nicotine Withdrawal Scale [Self-Report]
	Appendix 4. Counseling Guidelines


	Appendix 2. Study Protocol No. SM 07-01
	Title Page
	Signature Page
	Synopsis
	Table of Contents
	List of Abbreviations and Definition of Terms
	1. Introduction
	2. Study Objectives
	3. Investigational Plan
	3.1 Description of Overall Study Design and Plan 
	3.2 Selection of Study Population
	3.2.1 Inclusion Criteria
	3.2.2 Exclusion Criteria
	3.2.3 Removal of Subjects From Therapy or Assessment

	3.3 Treatments
	3.3.1 Details of Study Treatments
	3.3.2 Dosage Schedule
	3.3.3 Treatment Assignment
	3.3.4 Product Packaging and Blinding
	3.3.5 Treatment Compliance
	3.3.6 Prior and Concomitant Illnessess and Treatments

	3.4 Assessments
	3.4.1 Schedule of Assessments
	3.4.2 Description of Assessments
	3.4.3 Appropriateness of Measurements


	4. Data Management and Analysis
	4.1 Determination of Sample Size
	4.2. Study Population
	4.3 Background and Demographic Characteristics

	5. Study Management
	5.1 Approval and Consent
	5.1.1 Regulatory and Consent
	5.1.2 Research Ethics and Approval By Irb/Iec
	5.1.3 Informed Consent

	5.2 Disconitinuation of the Study By the Sponsor
	5.3 Study Documentation
	5.4 Study Monitoring and Audting
	5.5 Rentention of Records
	5.6 Use of Study Findings
	5.7  Publications

	6 References
	7. Appendices




