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MODULE 1: ADMINISTRATIVE
Section Section Name File Name

1.1 Cover letter 1-1-cover-ltr
1.2 Tables of Content and Index 1-2-toc-and-index
1.2 Tables of Content and Index 1-2-1-main-toc-index
1.2 Tables of Content and Index 1-2-2-index-all-studies
1.3 General information 1-3-general-info
1.3 TPMF Cross Reference Table 1-3-1-TPMF-cross-ref-table
1.4 Correspondences between industry and FDA Regarding Application 1-4-correspondence-industry-fda
1.5 Industry Periodic Report 1-5-periodic-report
1.6 Product Labels and Labeling 1-6-labeling
1.6 Product Labels and Labeling 1-6-packaging-attachments
1.7 Pre-existing Tobacco Product Evidence 1-7-pre-existing-tobacco-product-evidence
1.8 Product Promotional Material 1-8-promotional-material
1.9 Masterfile Authorization 1-9-masterfile-authorization
1.9 Masterfile Authorization 1-9-1-loa-2024-01-30-l t
1.10 Health Documents [904(a)(4)] and Requested Documents [904(b)] 1-10-health-docs-requested-docs
1.11 Requirements Fulfilment section [911(d)5)] 1-11-fulfilment-docs

MODULE 2: SUMMARIES
Section Section Name File Name

2 Integrated Summary 2-integrated-summary

MODULE 3: PRODUCT DESCRIPTION AND MANUFACTURING
Section Section Name File Name

3 Product Description and Manufacturing 3-product-description-and-manufacturing

MODULE 4: NONCLINICAL
Section Section Name File Name

4 Nonclinical 4-nonclinical

MODULE 5:  CLINICAL - PRODUCT IMPACT ON INDIVIDUAL HEALTH
Section Section Name File Name

5.1 Clinical Individual Health Studies 5-1-clin-indiv-health-stud
5.2 New Clinical Cross-sectional Biomarker Study SM 22-03 5-2-cross-sec-biomarker-study
5.2 New Clinical Cross-sectional Biomarker Study SM 22-03 5-2-1-csr-sm22-03-appendix-16-1
5.2 New Clinical Cross-sectional Biomarker Study SM 22-03 5-2-2-csr-sm22-03-appendix-16-2
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5.2 New Clinical Cross-sectional Biomarker Study SM 22-03 5-2-3-csr-sm22-03-appendix-16-3
5.2 New Clinical Cross-sectional Biomarker Study SM 22-03 5-2-4-sm22-03-csp-final-v1-09nov2022
5.2 New Clinical Cross-sectional Biomarker Study SM 22-03 5-2-5-sm22-03-csr-final-v2-06dec2023
5.3 Adverse Experience Reports 5-3-adverse-exp-rpt
5.3 Adverse Experience Reports 5-3-1-adverse-exp-rpt-data-attachment
5.3 Adverse Experience Reports 5-3-2-case-00521418-case-notes

MODULE 6:  CLINICAL – PRODUCT IMPACT ON POPULATION HEALTH
Section Section Name File Name

6.1 Clinical Population Health Studies 6-1-clin-pop-health-stud
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-tob-prod-percep-intent-study
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-1-pdt-exempt-determ-notice
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-2-shelf-set-figure
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-3-control-concept
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-4-test-concept
7.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-5-1-control-table-for-submission-sas
8.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-5-2a-final-data-5240072
9.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-5-2b-final-data-5240072
10.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-5-2c-final-data-5240072
11.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-5-3-macro-sift-vars-sas
12.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-5-4-macro-table-vars-sas
13.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-5-5-proc-cport-final-sas
14.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-5-6-test-tables-for-submission-sas
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-5-7-total-tables-for-submission-sas
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-6-5240072-icf
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-7-5240072-study-protocol
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-8-5240072-qre
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-9-5240072-sap
6.2 Tobacco Product Perceptions and Intentions to Use (TPPI) Study 6-2-10-5240072-report-03222024

MODULE 7: ENVIRONMENTAL IMPACT
Section Section Name File Name

7 Environmental Impact Assessment 7-env-imp-assess
7 Environmental Impact Assessment 7-01-coolmint-3mg-ea
7 Environmental Impact Assessment 7-02-coolmint-3mg-conf-app
7 Environmental Impact Assessment 7-03-coolmint-6mg-ea
7 Environmental Impact Assessment 7-04-coolmint-6mg-conf-app
7 Environmental Impact Assessment 7-05-peppermint-3mg-ea
7 Environmental Impact Assessment 7-06-peppermint-3mg-conf-app
7 Environmental Impact Assessment 7-07-peppermint-6mg-ea
7 Environmental Impact Assessment 7-08-peppermint-6mg-conf-app
7 Environmental Impact Assessment 7-09-spearmint-3mg-ea
7 Environmental Impact Assessment 7-10-spearmint-3mg-conf-app
7 Environmental Impact Assessment 7-11-spearmint-6mg-ea
7 Environmental Impact Assessment 7-12-spearmint-6mg-conf-app
7 Environmental Impact Assessment 7-13-wintergreen-3mg-ea
7 Environmental Impact Assessment 7-14-wintergreen-3mg-conf-app
7 Environmental Impact Assessment 7-15-wintergreen-6mg-ea
7 Environmental Impact Assessment 7-16-wintergreen-6mg-conf-app
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7 Environmental Impact Assessment 7-17-citrus-3mg-ea
7 Environmental Impact Assessment 7-18-citrus-3mg-conf-app
7 Environmental Impact Assessment 7-19-citrus-6mg-ea
7 Environmental Impact Assessment 7-20-citrus-6mg-conf-app
7 Environmental Impact Assessment 7-21-coffee-3mg-ea
7 Environmental Impact Assessment 7-22-coffee-3mg-conf-app
7 Environmental Impact Assessment 7-23-coffee-6mg-ea
7 Environmental Impact Assessment 7-24-coffee-6mg-conf-app
7 Environmental Impact Assessment 7-25-cinnamon-3mg-ea
7 Environmental Impact Assessment 7-26-cinnamon-3mg-conf-app
7 Environmental Impact Assessment 7-27-cinnamon-6mg-ea
7 Environmental Impact Assessment 7-28-cinnamon-6mg-conf-app
7 Environmental Impact Assessment 7-29-smooth-3mg-ea
7 Environmental Impact Assessment 7-30-smooth-3mg-conf-app
7 Environmental Impact Assessment 7-31-smooth-6mg-ea
7 Environmental Impact Assessment 7-32-smooth-6mg-conf-app
7 Environmental Impact Assessment 7-33-chill-3mg-ea
7 Environmental Impact Assessment 7-34-chill-3mg-conf-app
7 Environmental Impact Assessment 7-35-chill-6mg-ea
7 Environmental Impact Assessment 7-36-chill-6mg-conf-app
7 Environmental Impact Assessment 7-37-menthol-3mg-ea
7 Environmental Impact Assessment 7-38-menthol-3mg-conf-app
7 Environmental Impact Assessment 7-39-menthol-6mg-ea
7 Environmental Impact Assessment 7-40-menthol-6mg-conf-app
7 Environmental Impact Assessment 7-41-original-3mg-ea
7 Environmental Impact Assessment 7-42-original-3mg-conf-app
7 Environmental Impact Assessment 7-43-original-6mg-ea
7 Environmental Impact Assessment 7-44-original-6mg-conf-app
7 Environmental Impact Assessment 7-45-classic-3mg-ea
7 Environmental Impact Assessment 7-46-classic-3mg-conf-app
7 Environmental Impact Assessment 7-47-classic-6mg-ea
7 Environmental Impact Assessment 7-48-classic-6mg-conf-app
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MODULE 1: ADMINISTRATIVE
Section Section Name File Name

1.6 Product Labels and Labeling / 1-6-packaging-attachments chill-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments chill-6mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments cinnamon-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments cinnamon-6mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments citrus-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments citrus-6mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments coffee-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments coffee-6mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments coolmint-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments coolmint-6mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments menthol-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments menthol-6mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments peppermint-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments peppermint-6mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments smooth-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments smooth-6mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments spearmint-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments spearmint-6mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments wintergreen-3mg-packaging-nosnipe
1.6 Product Labels and Labeling / 1-6-packaging-attachments wintergreen-6mg-packaging-nosnipe

Confidentiality Statement: Data and information contained in this document are considered to constitute trade secrets and confidential commercial information, and the legal 
protections provided to such trade secrets and confidential information are hereby claimed under the applicable provisions of United States law. No part of this document may be 
publicly disclosed without the written consent of Swedish Match USA, Inc.

Swedish Match USA Inc.
ZYN 3 mg and ZYN 6 mg MRTPAs

Module 1: Administrative Information
1.2 Tables of Content - Index

section 1-6-packaging-attachments




