PHILIP MORRIS

PRODUCTS S.A.

February 8, 2017

Center for Tobacco Products
Food and Drug Administration
Document Control Center
Building 71, Room G335
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

Re: Clarification to Amendment dated 25 January 2017 to Modified Risk Tobacco
Product Application for Tobacco Heating System (THS) - IQOS system with
Marlboro HeatSticks (MR0000059, MR0000060, MR0000061, MR0000062)

Dear Sir or Madam,

Philip Morris Products S.A. (PMP S.A.) is submitting this clarification to the Amendment
dated 25 January 2017 to the Modified Risk Tobacco Product Applications (MRTPAs) for its
Tobacco Heating System (THS). The purpose of this letter is to clarify the products for which
PMP S.A. has submitted its MRTP application for review.

PMP S.A. is requesting that FDA review the Tobacco Heating System (IQOS system) as three
distinct products:

e 1QOS system with Marlboro HeatSticks

e IQOS system with Marlboro Smooth Menthol HeatSticks

e [QOS system with Marlboro Fresh Menthol HeatSticks

The elements of the IQOS system are listed in Appendix A. Additional items that may be
associated with the IQOS system are also listed.

PMP S.A. appreciates FDA’s consideration of this MRTPA clarification and is willing to
discuss any further questions or comments from the Agency.

Sincerely,

_ ® ﬂ /
golzata

2 ronowska, PhD
Director Regulatory and Scientific Affairs, Research & Development
Philip Morris Products S.A.

cc: Jeft Walker, US Agent
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APPENDIX A

1QOS System

Notes

1QOS system with Marlboro HeatSticks

1QOS Holder

Available in White, Slate, Red, Blue, Green, Gold, Silver, Gray

1QOS Charger*

Available in White, Slate, Red, Blue, Green, Gold, Silver, Gray

Marlboro HeatSticks

Pack of 20
Carton of 10 packs (200)

IQOS system with Marlboro Smooth Menthol HeatSticks

1QOS Holder

Available in White, Slate, Red, Blue, Green, Gold, Silver, Gray

1QOS Charger*

Available in White, Slate, Red, Blue, Green, Gold, Silver, Gray

Marlboro Smooth Menthol HeatSticks

Pack of 20
Carton of 10 packs (200)

IQOS system with Marlboro Fresh Menthol HeatSticks

1QOS Holder

Available in White, Slate, Red, Blue, Green, Gold, Silver, Gray

1QOS Charger*

Available in White, Slate, Red, Blue, Green, Gold, Silver, Gray

Marlboro Fresh Menthol HeatSticks

Pack of 20
Carton of 10 packs (200)

*classified as an Accessory according to 21CFR §1140.3

Other associated items

Notes

A/C power adapter

USB cable

Cleaning brush

Cleaning sticks

Desktop Disposal Unit

Available in White, Slate, Red, Blue, Green, Gold, Silver, Gray

Car Disposal Unit

Available in White, Slate, Red, Blue, Green, Gold, Silver, Gray

Clip-on Disposal Unit

Available in White and Slate

Pouch for charger

Available in White, Slate, Red, Blue, Orange, Pink, Green,

Gold, Silver, Gray

Leather pouch
(for charger & HeatSticks pack)

Available in White, Slate, Red, Blue, Orange, Pink, Green,

Gold, Silver, Gray

Hard case
(for charger & HeatSticks pack)

Available in White, Slate, Red, Blue, Orange, Pink, Green,

Gold, Silver, Gray

Sleeve for charger

Available in White, Slate, Red, Blue, Orange, Pink, Green,

Gold, Silver, Gray

Charging dock for | charger

Charging dock for 2 chargers

Charging dock for 4 chargers

Holder replacement caps

Available in White, Slate, Black, Red, Ruby, Blue, Orange,

Pink, Teal, Cyan, Green, Gold, Silver, Gray
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