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Key Points

1. e-Nicotine Technology (eNT) is a science-based compa'ny
founded by pharmaceutical industry executives with no
ties to the tobacco industry

Y can mdum smoking urg
g a fraction of the
igarette am@ none @‘? the carcinogens

2. Our mmmmf@

development plan
However, forcing products like ours down a PMTA or MRTP
pathway will push innovations like ours — including the job
creation, taxation, and public health benefits — overseas
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Our Mission

eNT Is a healthcare company committed to
reducing the harm associated with tobacco
products by delivering nicotine aerosols with
carefully confrolled particle sizes fo enable
deep lung delivery and thus rapid nicotine
delivery, helping individuals fransition from

smoking

CMB Meeting — 18 Dec2013 e-Micotine Technelogy, Inc.



We are changing nicotine delivery
from this...
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Using Our Innovative
Nicotine Delivery Technology

Reusable controller

<

Consumable dose
cartridge (with 500-
1000 inhalations)

v Deep lung delivery
of nicotine

v Proprietary eHealth
tools to help
smokers reach their
goals
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Pharmaceutical Experienced
Management Team

Yrs .
Personnel History

Exp

ALEXZA

Summit L Science
Partners

e Nlcotme and smoking cessatlon expert'
N e FDA approval {Savella®, milnacipran),
o 3:'20 CMO _more than 100 publications & patents -
St 3 1_9_years experience-in application b
~development for mobile computing =~ -

Michael Hufford,

PhD
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Experienced Commercial Product
Experienced BOD / Investors

bﬁizfﬁ brenner

anner

* Don Watkins (Chair)
* Rich Brenner

* Fraser Bullock

* Chris Munday |
e Jeff Williams HandStands#{

* Michael Hufford, PhD

"OLIFE SCIENCE ANGELS

invesiing For Life
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We Have our Work Cut Out for Us
vs. Big Tobacco
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~Key Points

e-Nicotine Technology (eNT) is a science-based comp
founded by pharmaceutical industry executives with no ties

to the tobacco industry

Our innovative technology can reduce smoking urges
almost immediately, while delivering a fraction of the
nicotine of a cigarette and none of the carcinogens

eNT has met with the CTP, and they ag

ree with our

However, forcing products like ours down a PMTA or MRTP
pathway will push innovations like ours — including the job

creation, taxation, and public health benefits -~ overseas

OMB Meeting — 18 Dec2013 e-Micotine Technology, Inc.

14



Data Driven: eNT-101 Clinical Trial
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/};

KN=12per
grou

Ascending Dose Sequence

Practice

7( Group §1: Placebo

h 4

Inhatations #1 — #10

f {Gmup #2: Vehicle

1 mg propylene EIYCQ:E}&{ Practice '—-x»

Inhalations #1 — #10 }\

Practice '-’

25 g Inhalations #1 — #10 }\

/{Gmuw #3: 250 ug

v

B&feﬁy & Tolerability Reviow —l

K

Practice

50 pg Inhalations #1 — #10 }——'-

¥

_S.afet'; & Tolerability Review —I

Practice

75 pg Inhalations #1 — #10

v

] Safety & Tolerability Review ]

\\

A tolerability, liking,

Post-Dose
Assessments
to Determine

MTD

craving reduction

OMB Meeting — 18 Dec2013

e-Nicotine Technology, inc. |

11



Smoking Urge:

% Change from Baseline

Baseline 1-Min Post 15-Min Post 30-Min Post
0 % ’ 77 — —
\2“@{@{:& T _»e;®
e
% -‘é- -30
wn
o v %
g o
S5 50 \®
4= o
c
&S -60
o
e £
S& 70
X
-80
-90
-100

OB Meeting — 18 Bec2013

e-Nicotine Technology, Inc.

sz PBO

12



Smoking Urge:
% Change from Baseline

Baseline 1-Min Post 15-Min Post 30-Min Post
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Smoking Urge:
% Change from Baseline
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Blood Nicotine Levels

Nicotine (ng/mL)
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Key Points

1. e-Nicotine Technology (eNT} is a science-based company
founded by pharrn eeeaﬁwe% industry executives v ?E%% no ties

to the tobacco industry

meveﬁwe technology can reduce smoking urg

Imost immediately, while delivering a fraction of fﬁhe

nicotine e?? a cig |

3. eNT has met with the CTP, and they agree W|th our
development plan

However, forcing products like ours down a PMTA or MRTP
mmwey wa@ push innovations like ours — including the job

creation, taxation, and public health benefits — overseas
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FDA Meeting Details

* Date: October 10, 2013
~* Location: CTP headquarters (Rockville, MD)
* Attendees: eNT — Hufford, Wensley and Williams
~ CTP — 20+ attendees
* Context: PMTA meeting (pre-market new tobacco
product)
* Timeline:

— QOriginal meeting request submitted: 5-Dec-2012
— Follow-on request submitted: 21-Jun-2013

— Meeting granted: 26-Jul-2013 |
— Briefing book submitted: 22-Aug-2013

— Meeting held: October 10-Oct-2013
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Prepared Detailed: FDA Briefing Book

« 120+ pages, including:

Product rationale

Safety and toxicity of nicotine
and propylene glycol

Nonclinical development plan
Clinical development plan
Abuse liability assessment plan
Quality system

Commercial device
development

Risk mitigation strategy

TP Brieting Book HTCHIONSE)

Center for Tobacco Products Meeting:
Meeting Information Package for
e-Nicotine Technology’s
Planned Premarket Tobacce Product Application
(PMTA}

October 107, 2013

e-Micotine Technology, Inc.
13512 8, Afntrew Ave,
Elyaper, LT B4020

Conrtaets Mickaet R, Huffird, Fh.D.

. Chief Medicat Officer
e-Nigoting Teclmology
00 E, Wihimore Averme
Chaped Hill, NC 27516
{919 £44-2514 — office
(S5 BED-1 446 - fx
mheforddenicotinetechnology Lo

e-Nicotine Technolopy Confidential Page f of 123
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CTP Agreed with our Development
Plan for Approval as a PMTA

f,

a
. . r 5- BEPARTMERT OF HEALTH & HUMAN SERVICES
rovi w4
Food and Drug Admiisiraton
. . Certter fov Tabacos Products
9200 Comotate Bautevard

Rockville, b0 20850-3228

helpful input on our — e
p p Submission Tracking Number (STNY: TCO000551

e-Nicotine Technology
Attention: Michaef Hufford, Ph.D., Chicf Medical Officer
449 E. Winmaore Avenue

development plan,

Dear Dy, Haflord:

Flease refer tr your December 5, 2012, meeting request to discuss the development path of your

' " -
a n d t e r e S e a r C elcotronic niroting delivery device (ENDDY, currently designated s the “eNT- 106" infialer.

A eopy of the official minutes of the meeting, held on October 10, 2013, is atached Far your
infommation. Please notify vs of any significant differences in understanding reparding the
meeting ouicomes.

. . .
p l a n O u t I I n e d I n t h e 1€ yor: kave any questions, call Panl Aguilar, Regulatory Heabth Project Manager, at
{240) 402-6353.

Sincerely,

Digitally signed by David Ashley -5
Eate: 2673.11.20 08:38:25 -95'00°

application appears | bt oo

Thirector
Office of Science
Center for Tobacco Products

reasonable...”

Enelogre: Mecting Misutes
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NICOT is a science-based company
founded by pharmaceutical industry executives with no ties

to the tobacco industry

2. Our innovative technology can reduce smoking urges almost
immediately, while delivering a fraction of the nicotine of a

igarette and none of the carcinogens
eNT has met with the CTP, and they agree with our

development plan

urg

4. However, forcing products like ours down a PMTA or MRTP
pathway will push innovations like ours - including the job
creation, taxation, and public health benefits — overseas
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FDA (US) vs. MHRA (UK):
Overview

(market 5|ze).

% smokers

' | E C|gs may be harmful E -cigs are much safef

- they may act as a then smokmg, most of
S ‘gateway to smokmg_'_'-__' their use is by smokers
General regulatory amOng children, they  to help them quit, they
attitude toward e-cigs ~ must be provento be  need to be regulated but
-~ safeandeffective, nicotine is not bad for
~ smokersshouldguit ~~ you |
~ completely o

OMB Meeting — 18 Decl013 e-Nicotine Technology, Inc. 2%



FDA (U.S.) vs. MHRA (U.K.):
Specifics

= - US: UK:
PMTA pathway through Medicinal product through

CTP MHRA

~ Clinical, nonclinical, abuse -

T.YP.e o_.s-t'Udlfes_ "~ -liability, health outcomes '

PK and aerosol analysis

“Fees for review =~ - -

Time for regulatory review

-. 100d"“vs .
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FDA (U.S.) vs. MHRA (U.K.):
FDA longer and more costly

us: UK:
PMTA pathway through Medicinal product through

RLID

A Y

Typeofstudies

: EVen’f{'_Ual-_m'a rké_t'_in g _claim'

‘Fees for review
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We Do Believe ENDDs Should be
Sensibly Regulated

* Electronic Nicotine Delivery Devices (ENDDs) should
receive an appropriately abbreviated and expedited

~ review if they are shown to deliver far fewer harmful
or potentially harmful constituents as compared to
conventional cigarettes

e Excessive regulation will prevent innovations in
nicotine delivery to helping the US public, and push
jobs and taxable revenues overseas
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