Temporary Compliance Waiver Notice

The linked files may not be fully accessible to readers using assistive technology. We regret any
inconvenience that this may cause our readers. In the event you are unable to read the
documents or portions thereof, please email AskCTP@fda.hhs.gov or call 1-877-287-1373.
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2.2 Index of Files

Section File Name Directory | Document
Number Status
MODULE 1: COVER LETTER
11 m1-1-cover_ltr m1l New
1.2 m1-2-general-info ml New
1.3 m1-3-LoA ml New
MODULE 2: TABLE OF CONTENTS, GLOSSARY, SUMMARY
2.1 m2-1-tocs m2 New
2.2 m2-2-index m2 New
2.3 m2-3-glossary m2 New
24 m2-4-executive_summary m2 New
MODULE 3: PRODUCT DESCRIPTION
3.1 m3-1-prod-formulation m3 New
3.2 m3-2-manufacturing m3 New
MODULE 4: LABELING, ADVERTISING

4.1 m4-1-labeling m4 New
4.2 m4-2-marketing-plans m4 New
4.2 A4-2-1-iqos-30day-notification-2020-07-27 m4 New
4.2 A4-2-2-iqos-30day-notification-2020-10-30 m4 New
4.2 A4-2-3-quarterly-reporting-30Apr2020 m4 New
4.2 A4-2-4-quarterly-reporting-30July2020 m4 New
4.2 A4-2-5-quarterly-reporting-300c¢t2020 m4 New
4.2 A4-2-6-quarterly-report-amendment-9Dec2020 m4 New
4.2 A4-2-7-quarterly-reporting-29Jan2021 m4 New
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5 m5-EIA m5 New
MODULE 6: RESEARCH
6.1 m6-1-health-risk-investigations m6 New
6.2 m6-2-conclusion m6 New
MODULE 7: STUDY ANALYSES
7 m7-study-analyses m7 New
MODULE 8: POST MARKET INFORMATION
8.1 m8-1-PMSS-Plan m8 New
8.2 m8-2-adverse-experience-rep m8 New
MODULE 9: REFERENCES
9 m9-references m9 New
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