Swedish Match.

General Snus® Patterns of Use Study

Wave 4 Technical Report — Final

Swedish Match North America Protocol Number: SMU 19-01 GENS

_ Protocol Number: 161103844

Sponsor Swedish Match North America (SMNA)
Two James Center
1021 East Cary Street, Suite 1600
Richmond, VA 27219

Vendor ©@

Document Version | Date Finalized

Version 1.0 | 04 November 2022

Principal Investigator

Document Author

Sponsor Contact

Tryggve Ljung, MD, PhD
Vice President

Swedish Match AB — Scientific Affairs

Phone:
Email:

Confidentiality Statement

This document and the information contained is confidential and the proprietary property of Swedish Match North America. The
information is not to be disclosed or transmitted to any party without the express approval of Swedish Match North America, or its parent
and affiliate companies, and any such unauthorized use or disclosure is expressly prohibited.



General Snus® Patterns of Use Study — Wave 4 Technical Report
FINAL — Version 1.0 — Issue Date: 04NOV2022

SIGNATURES OF RESPONSIBLE PARTIES

SWEDISH MATCH NORTH AMERICA

U Signer Name: Tryggve Ljung

Signing Reason: | approve this document
e 09-Nov-2022

Protocol Number: SMU 19-01 GENS

Tryggve Ljung, MD, PhD | Sponsor Signatory Date Signed
Vice President of Scientific Affairs

e
DocuSigned by:
((b)(6)

WU  signer Name: Brian Erkkila

Signing Reason: | approve this document

Brian E. Erkkila, PhD | Sponsor Signatory Date Signed
Director of Regulatory Science

04-Nov-2022

Date Signed

07-Nov-2022

Date Signed

Swedish Match North America

Page 1 of 43



General Snus® Patterns of Use Study — Wave 4 Technical Report Protocol Number: SMU 19-01 GENS
FINAL — Version 1.0 — Issue Date: 04NOV2022

EXECUTIVE SUMMARY

Swedish Match North America Page 2 of 43




General Snus® Patterns of Use Study — Wave 4 Technical Report
FINAL — Version 1.0 — Issue Date: 04NOV2022

Swedish Match North America

Protocol Number: SMU 19-01 GENS

Responsibility

Principal Investigator

Research Director

Research Advisor

Medical Writer

Statistics Advisor

Data Analysis

Statistics Advisor

Data Analysis

Document Management
Quality Assurance
Engagement Services
Research Operations
Research Advisor

Client Partner

Page 3 of 43



General Snus® Patterns of Use Study — Wave 4 Technical Report Protocol Number: SMU 19-01 GENS
FINAL — Version 1.0 — Issue Date: 04NOV2022

DOCUMENT HISTORY

Document Document Version Reason for and

Version Status Date Description of Change Changed By

Swedish Match North America Page 4 of 43



General Snus® Patterns of Use Study — Wave 4 Technical Report Protocol Number: SMU 19-01 GENS
FINAL — Version 1.0 — Issue Date: 04NOV2022

TABLE OF CONTENTS
SIGNATURES OF RESPONSIBLE PARTIES .....oooiiiiiiiiieeeee et e 1
SWediSh MatCh NOTTH AINEIICA......ccceiieieeeeeeee et e e e e e e e et e e e e e eeeeeeaeeeeeeeeseeeearaeeeas 1
(D) (8) oo I
EXECUTIVE SUMMARY ..ottt e e e e e e e e e e e e e e e e e e e e e eeeeseernnaeeeeas 2
(0) (B) e 3
DOCUMENT HISTORY .ttt e e e e e e e e e e e e e e e e e eeeeeee e eereeeeeseaeereneeaeeeas 4
TABLE OF CON T EN T S oottt e e e e e e e e e e e eeaeeeeeeeeeaaeaaeeeeeeesaanans 5
LIST OF ABBREVIATIONS ..ottt e e e e e e e et e e e e e e e e et aeeeeeeeeeaanaans 7
1. BACKGROUND & RATIONALE ....oooiiiieeeoeeeeee e e e e e e e e e e e e e e e eeeeeaeeaeaaan 8
2. STUDY OBIJECTIVES ... .ottt e e ettt e e e e e e s e e eaaaaeeeas 8
2.1 PrIMAry ODJECTIVES. .ecuiiiuiiiiieitieitieeteeiteeette et esteesteeeaeeseessaessaeesseesseessseenseeseesssessseeseesssesssennsenn 8
2.2 SeCONAATY ODJECIIVES. .. eetieuieiieieitieiestteteette e ete e et e st et e steestesaeeneesseentesseenseeseensesseenseeneensesnean 9
3. OVERVIEW OF RESEARCH METHODS ......oootieoooeeeeeeeeeeeeeee e eeeeeeeeeeeeeeeaeens 9
3.1 TNCIUSION CIIEEIIA .evvvvveeieeeee ettt e et e e e e e e e e e e e e e eeeeeaeeeeeeseesaenneeeeeeesenaas 10
3.2 EXCIUSION CIITEIIA cooveeieiiieieeeeeeeeeeeeeeeee e 10
4. OVERVIEW OF ANALYSIS METHODS ...ttt e 11
5. WAVE 4 FIELDING SUMMARY ...ttt eeee e e e e e e et eaeaeeeeeeeeennans 12
5.1 Study Fielding SUMMATY .........cocuiiiiiiiiiiieeieeeeeeee et ae et e e e naeennas 12
6. WAVE 4 STUDY RESULTS oottt e et e e e e e e e e e aeeeeeeeeeeeeeaaaas 13
6.1
6.2
6.2.1
6.2.2
6.2.3
6.2.4
6.2.5

Swedish Match North America Page 5 of 43



General Snus® Patterns of Use Study — Wave 4 Technical Report Protocol Number: SMU 19-01 GENS
FINAL — Version 1.0 — Issue Date: 04NOV2022

6.2.6

6.3  Wave 4 Results for Secondary ODJECHIVES ......c..ievieriieeiieieeiieeie ettt re e ees 33
6.3.1

6.3.2

6.3.3

7. SUMMARY OF WAVE 4 RESULTS ..ot 42

Swedish Match North America Page 6 of 43



General Snus® Patterns of Use Study — Wave 4 Technical Report

FINAL — Version 1.0 — Issue Date: 04NOV2022

Protocol Number: SMU 19-01 GENS

LIST OF ABBREVIATIONS
Abbreviation Definition
FDA FDA Food and Drug Administration
MRTP Modified Risk Tobacco Product
MRTPA Modified Risk Tobacco Product Application

| U.S.

‘ United States

PMTA Premarket Tobacco Product Application
SAP Statistical Analysis Plan
SMNA Swedish Match North America, LLC

Swedish Match North America

Page 7 of 43



General Snus® Patterns of Use Study — Wave 4 Technical Report Protocol Number: SMU 19-01 GENS
FINAL — Version 1.0 — Issue Date: 04NOV2022

1. BACKGROUND & RATIONALE

In November 2015, Swedish Match USA, Inc. (SMU) received market authorization for General Snus®, a
moist tobacco product placed under the upper lip that does not involve spitting or chewing. In its first
applications reviewed through the MRTP pathway, the FDA deferred final action on providing General Snus®
a MRTP designation, providing guidance on how SMU could amend their application to provide greater
support for a modified risk designation. SMU filed its amended MRTPA on 17 September 2018, and the FDA
granted the risk modification order on 22 October 2019. The General Snus® Patterns of Use Study (the study)

is for post-marketing surveillance reporting following the granted risk modification order.

2. STUDY OBJECTIVES

The overarching research questions for this study were the following:

2.1 PRIMARY OBJECTIVES

The primary objectives of the study were the following:
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2.2 SECONDARY OBJECTIVES

The secondary objectives of the study were the following:

3. OVERVIEW OF RESEARCH METHODS

Full details of all research methods and study procedures can be found in the General Snus® Patterns of Use
Study — Study Protocol.
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3.1 INCLUSION CRITERIA

Respondents had to meet each of the following criteria to be included in the study:

3.2 EXCLUSION CRITERIA

Respondents who met of the following criteria were excluded from the study:
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4. OVERVIEW OF ANALYSIS METHODS
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S. WAVE 4 FIELDING SUMMARY
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6. WAVE 4 STUDY RESULTS

6.1 DEMOGRAPHIC CHARACTERISTICS OF RESPONDENTS AT WAVE 4
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6.2 WAVE 4 RESULTS FOR PRIMARY OBJECTIVES
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7. SUMMARY OF WAVE 4 RESULTS
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