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Background

=

Tobacco
Harm
Reduction
(THR)

Smoking is a cause of
serious diseases in
smokers, due to

burning tobacco

and inhaling smoke




Consumer Acceptance of NGP* is Essential for THR

> THR refers to strategies designed to reduce the health risks associated with tobacco smoking

Tobacco Harm =
Harn? Reduction onsumer
Reduction 5 A Acceptance
(THR)

THE HARM REDUCTION EQUATION:
HARM REDUCTION CAN ONLY WORK, IF NGP ARE POTENTIALLY LESS HARMFUL THAN
SMOKING AND USED BY THE CONSUMER

*NGP Next Generation Products B ANDE SCIEN D

D PULZE




Effective THR Products Should Appeal to Adult

Smokers but Importantly, not Unintended Populations

Tobacco
Harm
Reduction
(THR)

Harm
Reduction

CONSUMER ACCEPTANCE

Adult Adult _ :
Smoker Smoker Unintended Unintended

Acceptance Usage Appeal Use

Maximising Minimising
adult smoker switching unintended use

*such as never smokers, ex-smokers or youth
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Imperial Brands Scientific Assessment Framework (SAF)

Evaluating product safety and assessing the tobacco harm reduction potential of our NGP

PRODUCT SAFETY EVALUATION AND THR SUBSTANTIATION 0

Learn more about
our SAF here:
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Clinical Studies Provide Key Data to Assess the THR

Potential of the NGP

Do NGP cause any short-term
adverse effects on the body?

Are
consumers
actually
exposed to
less harmful
chemicals
than
smoking
cigarettes?

Do NGP
effectively
deliver
nicotine?

After we've estabﬁshed there ‘aré no concerns
in laboratory tests, we recruit adult smokers for
clinical studies. These assess short-term safety,

tolerabili erformance and acceptance of NG
bt i il , prance of NS

HOW?

Pharmacokinetic (PK) and
Pharmacodynamic (PD) studies
to evaluate how the body absorbs,
distributes, and responds to
nicotine
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Assessing Abuse Liability Potential of PULZE 2.0 and

ID/ISENZIA

This study aimed to:

Characterise the PK and PD profiles of PULZE 2.0 and
ISENZIA/ID in comparison to cigarettes.

Assess the acceptability of these products for current
smokers and, as such, their potential as harm reduction
alternatives to smoking.
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Study Products

ISENZIA: Tea based substrate; 2.7mg
nicotine per stick

P
i @)

HEATING MODE
o 4 ’

? { iD: Reconstituted tobacco substrate;

4.6mg nicotine per stick

SESSION o
e

PULZE 2.0 Heating System, that heats
— but does not burn — either iD or
iISENZIA consumables

Comparator: Subject’s Own Brand Cigarette
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Study Overview for Assessing Nicotine Delivery in Novel

Heated Products

STUDY DESIGN STUDY POPULATION STUDY PRODUCTS

o O . ov———- 8
A randomised, open-label, @[«m\ Sample Size HTP Pulze 2.0 Device with iD Balanced Blue stick

crossover clinical trial to
assess nicotine delivery of Male & female healthy HHP  Pulze 2.0 Device with iSENZIA Forest Berry stick
PULZE 20 heatlng SyStem adUIt SmOkerS HHP Pulze 2.0 Devic_:e with iISENZIA Summer
with iD and iISENZIA in Age R
comparison to cigarettes 21-65 years Cigarette  Subject’s Own Brand Cigarette (OBC)

n — 25 HTP Pulze 2.0 Device with iD Rich Bronze stick

Subject Subject

Chegk-in 6 Day Confinement Period Discharge

Safety
Day -1/Product Follow-up

Screening Familarisation Phone Call

- —-
7 Days Post Study
Study Day 1 through 5

Assigned 1 of 5 study product sequences
PK samples and questionnaire administration
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PULZE 2.0 and ISENZIA/ID Deliver Nicotine Efficiently
with Reduced Abuse Liability Compared to Cigarettes
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Baseline-adjusted plasma nicotine concentrations over time following
controlled product use in the outcomes population

Cmax

—o— PULZE 2.0 iD Balanced Blue Stick

PULZE 2.0 iD Rich Bronze Stick
—o— PULZE 2.0 iSENZIA Watermelon Summer Stick
—e— PULZE 2.0 iSENZIA Forest Berry Stick

—e— Subjects' Own Brand Cigarette

—e—

120 144

Time (minutes)

C,..x (ng/mL): maximum
concentration of nicotine
observed in the blood
T,,..x (Min): time at which
the C,,,, of nicotine is
reached in the blood

Heated products potentially
have lower abuse liability
compared to cigarette
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PULZE 2.0 and ISENZIA/ID Reduced the Urge to Smoke

Urge to Smoke

p—
o
o

(o]
o

Cigarette > iD > iSENZIA

B
o

—e—PULZE 2.0 iSENZIA Forest Berry Stick

—o— PULZE 2.0 iSENZIA Summer Watermelon Stick
PULZE 2.0 iD Rich Bronze Stick

—o— PULZE 2.0 iD Balanced Blue Stick

—e— Subjects’' Own Brand Cigarette
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Results Indicate PULZE 2.0 Heated System™ Offers a
Satisfying Alternative to Cigarettes for Adult Smokers

Product evaluation scores were comparable 36%-52% of subjects indicated they were likely to
among heated products use PULZE 2.0 and iD/iSENZIA again

m PULZE 2.0 1D Balanced Blue stick PULZE 2.0 1D Rich Bronze stick
m PULZE 2.0 ISENZIA Forest Berry stick B PULZE 2.0 iISENZIA Summer Watermelon stick
B Subjects’ Own Brand Cigarette

I
L

Satisfaction Psychological reward Relief Easy to Use

*PULZE 2.0 device used in combination with iD or iSENZIA B’EEWSE SCIEN D ::) PULZE




Clinical Data Confirms Favourable Short-Term Safety
Profile for the Assessed Heated Products

observed following the use of PULZE 2.0
and iD/iSENZIA sticks

in blood pressure, pulse, heart measurements, or general
wellbeing

PULZE 2.0 and iD/iSENZIA sticks were under study conditions

<

(e.g., dizziness,
nausea and headache)
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Conclusions

4 )
Overall, PULZE 2.0 and iD/iSENZIA sticks could potentially be

acceptable alternatives to cigarettes for adult smokers, while having

L potentially lower abuse liability compared to cigarettes y

Tobacco
Harm Consumer
Reduction Acceptance
(THR)
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IMB Acknowledgements
= PG s C iz N Co) wwo @ Thomas Nahde
Alvaro-Flavio Marinas Lacasta
Matthew Stevenson
Xavier Cahours
GSRA

OUR NEXT GENERATION PRODUCTS OUR SCIENCE OUR INNOVATION PRESS OFFICE OUR THOUGHTS ABOUT US

M IMPERIAL

= E—
ZR PR celerion

Linked [f}] imperial Brands Science

MARBE SCIENCE | DPULZE




	Slide 1: Heated Tobacco and Heated Herbal Products Provide Adult Smokers with Satisfactory Nicotine Delivery: A Pharmacokinetic Study
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15: THANK YOU FOR YOUR ATTENTION!

