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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1.3 — Letters of Authorization Version 1.0

Module 1: General Information

1.3 Letters of Authorization

Certain proprietary information and data applicable to this Application has been provided by
means of the Tobacco Product Master File (TPMF).

An overview of TPMFs and respective Letters of Authorization (LoAs) applicable to this
Application is provided below.

1) TPMF(b) (4) from(b) (4)

The(b) (4)  contains information regarding test methods used for analysis of Droplet Size
Distribution (DSD) of the aerosol.

The LoA provided with the supplemental PMTA for PM0000634 remains valid.

2 TPMF(b) (4) from(b) (4)

The(B) (4)  contains information regarding test methods used for analysis of Harmful and
Potentially Harmful Constituents (HPHCS) in the aerosol (PMI-58 and FDA 18 + 6).

The LoA provided with the original MRTPA for MR0000133 remains valid.

3) TPMF(b) (4) from(b) (4)

The(B) (4)  contains information regarding test methods used for analysis of biomarkers
of exposure to HPHCs during PMI’s clinical studies.

The LoA provided with the original MRTPA for MR0000133 remains valid.
4 TPMF(b) (4) fromPMPSA.

The(B) (4)  contains information regarding the composition of the authorized HeatSticks.
The LoA provided with the original MRTPA for MR0000133 remains valid.
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