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“| Deleted: While Philip Mcrris USA
produces over 230 hrands of cigarettes in
various lengths and packings, the
company is also committed to a
systematic reduction in cxposure, risk,
and harm te izs adult consumers. Civen
the established relelionship o smoking
and various diszase conditions, it would
seam desirable to reduce the risk of these
diseases by avoiding smoking dltogether
or stopping smoxing as soon as possible.
However, smoking behavior is a cerrplex
psychological, sociological, and physical
event that may be very difficult for some
mndividuals tc cvercome. Fewer thar
10% of smokars wao attempt to quit each
year succeed.” Although the zoal for
most smokers is 10 achieve a minimum
risk of smoking-related diseases through
smoking cessation, for some individuals a
reduction in ris< while continuing to
smoke may bz a possible alternative. The
harm reduction pregram at PM TUSA
_ncludes the prevention of youth smcking
(decrensed n tigticn), clinical and nen-
clinical exxposure and toxicity studies,
new potentially reduced exposure product
(PREP) development, modifications to
existing products that may decreese risks
(ol all types), and improved, ransparent
communication wizh our consumers. T

1

The PM USA Market surveillance -eport
summarizes ennually the results of
combined company-wide cfferts towards
harm reduction.{
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| BACKGROUND AND INTRODUCTION " (Deteted: - )

In 2005, Philip Morris USA initiated a system for market surveillance. The PM USA Market | +*Quener 204

Survcillance System represents structured processes for the sysicmatic colleclion, analysis, AN Toemed: | }
intcrpretation., and reporting of information about products marketed in the U.S. by PMUSAand . | f

adults who smoke them as it relates to smoking and health. PM USA agrees with the Deleted: While Philip Morris USA
overwhelming medical and scientific consensus that cigarette smoking causes lung cancer, heart 1?;;1?@?;;;; ;:f;ﬂﬂfn‘;f;w s n

discasc, emphyscma and other scrious discases in smokers. Smokers are far more likely to

develop serious diseases. like lung cancer. than non-smokers. There is no safe
cigarette. [http://www.pmusa.com/health issues/cigarette smoking and discase (Accessed June 5,

2004).

Philip Morris USA is committed to developing new mcthods and technologics having the
polential lo reduce harm associated with cigaretle smoking, responsibly marketing these products
for adult smokers, and accurately communicating the health effects of these products. The
Company has in place a harm reduction evaluation process requiring incremental approvals
informed by sound science as potentially reduced exposure, reduced risk and reduced harm
products are developed. PM USA's Reduced Harm Evaluation Process is graphically depicled in
Figure 1.

Toxicological . .
Acceptability Testing

‘Reduced Risi Product

“Human Exposure’
Stidies

Sensory Evaluation  Human Hédlth Effect smujeéi i

 Market survelllance system; e

oNMoachuman: b Fuman

| Figure 1: A Consistent Harm Reduction Evaluation Process
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The PM USA framework for reducing exposure, risk and harm as well as its Harm Reduction " [ Deteted: - J

Evaluation Process is supported by a Market Surveillanice System. For PM USA products g;ﬁjﬂ?ﬂng S‘)"‘gf;;";:{;'}g“;i‘g;

marketed with claims, Market Surveillance System activities represent an alert system or sensor .. | 4* Quarter 2004,

Lo detect changes in smoking behavior that may impact cxposure and monitor complaints and " " Deleted: efort is hur one aspect of the

other developments in the marketplace that may signal product misusc and/or the need to modify harm reduction program at PM USA

which also inclades the preventicn of
youth smoking (decreased initiation),
clinical and non-clinical exposure and

communications about the product. For all cigarette products marketed in the US by Philip |
Morris USA, the Market Surveillance System is designed to monitor changes to cigaretie

. di I . £: . d . hs : \ toxielty studies, new potentially reduced
ingredicnts, smoke constituents, manufacturing proccsses and consumption that mayv impact \ exposure product (PREP) development,
€xposure. ' modifications to existing products that

. | may decrease risks (of all types), and
_mproved conrmnication with our

The PM USA Market Surveillance System represents a collaborative effort among multiple | ;‘tmwmm 1

functions and disciplines across the Company to include PM USA’s Quality Systemy/Quality | The objective of the PM TS Market

Systems Intceration and Control, chemistry, toxicology. clinical studics, bchavioral psychology, | Surveillanc System

markeling, and communicalions. Deleted: s tc co.lect and report
evalving, scientifically-substantiated and

- S P Iy qualitative information about PM USA-

For guidance in the development of its Market Surveillance System, PM USA engaged external . marketed products and the adults who

stakeholders (... public health ofTicials, academicians, and other scientists) and presented plans . | Jo 05 e st witl vty

for implementation of its planned market surveillance svstem al a public conference organized * ' | suide decis-on-raking as it relates to new

and cxisting products, and the

by renowned professionals sharing the common goal of reducing exposure, risk and harm from communications or claims about them, |

cigarette smoking, (Reference science website where SRNT poster presentation is posted). N ( Formntied: Font: Not Bod 1

{ Deleted: After sceking guidance from |

Ultimately, PM USA embraced the spirit of principles outlined in the 2001 Institute of Medicine
(IOM) Report entitled Clearing the Smoke; Assessing the Science Base for Tobacco Harm

Reduction® for development of its Markct Surveillance System, | . - | Deleted: auttorttics and advocacy
- groups, PM UISA has embraced the

elements outlined by the Institute of
Medicine in tae report “Clearing the
Smoke”, which :dentifies the following
activities for a surveillance program:
monitoring tchaseo consumption;
monitoring changes to and having
nformation available about tohacco
product ingredients and smoke
constituents; demonstrating clarity and
transparency in marketing and claims
concarning PREDs, asscssing biomarkers
of exposure through clinical (human?
studies; assessing personal woacco
preduct use axd smoking behavier; and
studying disease outcomes

'Kathleen Stratton et al. (Eds.). (2001). Clearine the Smoke: assessing the science base for
Lobacco harm reduction. Washingion, D.C. National Academy Press. - { De;eted:(analytical epiderriological
”””””””””” studies)
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To implement its Market Surveillance System. PM USA organized cross-functional teams and 4% Quarter 2004,

applicd existing proeesses for market surveillance of ¢xisting cigarcite products marketed
without any claims of rcduced exposure or reduccd risk and developed additional surveillance
processes for market surveillance of potential reduced exposure products (PREPs) marketed by
Philip Morris USA with claims of reduced exposure or reduced risk.

The PM USA Market Surveillance System is comprised of six elements;

1. Monitoring national trends in tobacco consumption (¢.g., publications of the United — <--- [Formatted: Bullets and Nurmbering ]
Statcs Department of Agriculture: U. S. Tobacco Production. Consumption and Export
Trends: Federal Trade Commuission; “Tar,” Nicoline and Carbon Monoxide ol the
Smoke of 1294 Varieties of Domestic Cigarettes; Management Science Associates’

Year End Shipment Volumes: and American Lung Association: Trends in Tobacco
Use):;

2. Monitoring changes to and making information available about tobacco product
ingredients and smoke constituents from information published on the PM USA
website as well as additional information provided by divisions within PM USA (i.e..
Product Integrity and the Product Tesling Laboratory);

3. Evaluating clarity and {ransparency in marketing and communications [or producls
marketed with claims from information published on the PM USA website and

information provided by PM USA’s Marketing Department;

4A. Measuring population exposures from human studies (i.e., the 'I'otal Exposure Study”) «- - - T Formatted: Indent: Left: 0.25", }
gonducted by PM USA’s Clinical Evaluation division; Hanging: 038

2 The primary objectives of this studyare: - [ Formatted: Font: 10 pt ]

L. _To estimate the exposure of U.S. adult cigarette smokers to cigarette smoke constituents using selected - - [Formatted: Bullets and Numbering }

biomarkers of exposure wnd biologically effective dose.

2. To investigate the relationship between cigarette smoke exposure of U.S, adult smokers and tar delivery
(Tederal Trade Commission [I'TC] methed).

The secondary objectives of this study are:

1. To evaluate smoking behavior as it relates to cigarette smoke exposure.

2. To compare selected biomarkers of U.S, adult smokers to adult non-smokers.

3. To investigate the relationship between selected biomarkers of potential harm and cigarette smoke exposure.

4 - -~ -~ 7 Formatted: Indent: Left: 0.25",
First line: 0"
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4B. Estimating individual exposures among market surveillance participants from self-
reports of brand(s) smoked and consumption levels;
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5. Monitoring personal lobacco product usc and measuring aspects of smoking behavior < - {Formaued, Bullets and Numbering ]
(c.g.. from information in the public domain (¢.g.. thc Behavioral Risk Factor
Surveillance System) and responses to questionnaires administered to (#) adult smokers
recruited for participation; and

6.__Reviewing the scientific literature on disease gutcomes and disease trends.

Adult smokers of products marketed in the US by PM USA were recruited for possible
participation in market surveillance by MRSI. A baseline questionnaire was administered and
follow-up questionnaires at quartcrly intcrvals by Guardiant, LLC. Participants were given the

option of supplying responses 1o the survey on-line. by telephone. or mail. Responses (o
questionnaires were bv de-identified by Guardiant prior to receipt by PM USA.
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DISCUSSION
Tobacco Smoking in the United States (Element 1), < -~ { Formatted: Normal )

- { Deleted: 5.1 [ﬁw
Peaking in 1981 at consumption of approximately 640 billion cigareftes. gjgarette consumption ___{p Cigaret:e consumption has
has declined nearly every year as shown in Figure 2 (Economic Research Service, 2001. declined neatly every year since its peak

. . . \ . . . . n 1981 at &40 billion cigarettes.

Briefing room. [online] Available: http://www.econ.ag.gov/briefing/tobacco). Varkedly higher prices in 1999 resulted

ma 6.5-percent decline, but during each
of the previous 10 years, consumption fell
between 0 end 3.1 porcent. Cigarette
consumption conlinues Lo decline @
shown in Figure 1 (BR S (Feonomic
Regearch Servie=). 2001. Rriefing room
[online] Availasle:

http//www.ceon.ag. gcv,%dcﬁng/t{ﬁ

| Philip Morris brands account for approximately 48% of all cigareties sold in the US (See Figure - { peleted: )

3). Ref MSA shipment Data)

Figure 2

Distrbulion of  Cigaelle Sales Manulacluiel
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In 2001, an estimated 46.2 million, or 22.8% of adults (age 18+) were current smokers. Smoking
prevalence was highest among people aged 18-24 vears (26.9) and lowest for thosc greater than
65 years of age. The percentage of smokers was significantly higher in males (25.5%) than in
females (20.7%). Between 1965 and 2001 smoking rates decreased 51.4% among men and
38.9% among women, and 46.2% overall. The trend in cigarette smoking by sex is depicted in
Figure 3 (American Lung Association. 2003. Trends in Tobacco Use. [online] Available:
http://www.lungusa.org) Accessed June 2003,

FIGURE 2 CURRENT CIGARETTE SMOKING [N PERZONS AGE 15 YEARS AND
OLDER BY SEX, 1965-2001 {1.2}

PERCENT OF POPULATION
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ILis reasonable 1o conclude thal decreases in the prevalence of smoking and levels of
consumption will evidence decreases in exposure at the population level over time.

Social and regulatory faclors (hat polentially impact consumption and other aspects of adulls’

smoking bchavior were monitored to include increascs in cigarctte price and taxcs, passage of
[ Deleted: — Philip Morris W ebsites
!

tobacco control legislation, studies conducted and reports generated externally (e.g.. public
! [ Deleted: A new website design on't
/

health entitics. academici
impact on purchase and consumption of brands marketed with claims, ,‘jl[ Deleted: .nl.des
; ’/‘ [ Deleted: allows users to look for

While Philip Morris USA did not conduct consumer research to support this hypothesis, many in =~/ "( Deleted: by any sarticular

the public health area contribute reduced consumption to increased cigarette price and taxes. . /f’{ Deleted:
st
ol Deleted: . Visitors can also sce alist of

//‘,/ ‘| all the tobaccn and non-tobacco
¢ ¢, | mgredients used mall of the PM USA

Cigarette Ingredients and Smoke Constituents (Element2y 13| brands. A link frem the page makes i
"1yt | easy to traval directly to the "Tar and

Y

oy o7 Ll . A
1y Nicoline Numbers" pages of
iy

A )

philipmorrisuse.com, where consumers

Tobacco products manufactured and marketed by Philip Morris USA are blended with varving

proportions of different grades of flue-cured, burley, Maryland and oriental tobaccos. The Philip ’/’/,,"f/ can find the

Morris USA website (www philipmorrisusa.com) provides a "Search for Ingredients” link that /i { Deleted: nurbers )

documents cigarette jngredients by prand and packaging as well as far and nicotine yields for all_ /-~ {Detered: )

PM USAmanufactured cigarettes. , . - 7 - { Deleted: bancs )
o { Deleted: ]

| C.R Adams DRAFT. FORDISCUSSION ONLY  Confidential ~Rev 2.1 Page
[Page]

PM3008354610
3008354610



http://www.cds
http://philipmornsLKt.com

- {Deleted: Thisisam
Fo. ‘[Deleted: m

\ \\[ Deleted: s
\\{ Deleted: r

A A

. Deleted: panneil implemental-on ol

. . . p 1o market surveillance system during 3" or

demonstrates patterns of reduction are similar for PM USA as compared to reductions across the | | 4*Quaner 2004,
industry in general,

I Deleted: ¢
< T
i
‘A )
v \ 1
PM TUSA Science Webhsite(
Figure 4 i Zhilip Momris USA has created @ new
FTC "Tar” Levels by Year: o “nternet webstte that brings together
Sales-weighted averages of Philip Morris USA Brands V) scientific }nformatmn related to the
and Other Tobacco Industry Brands I ompany s processes, products and
i technologies n orcer to share that
20 | nlormation with and invile peer-review
210

o Zrom gcient:sts and the public health
- Vit community -
e S e
150 s

S

W The content cf the new website is
! technical in natere and is not intended Cor
use by the general sublic or by
\ | consumers, The website features
7o seientific infermation on PM USA’s
TR T T S S S S S S S oo ! \\\ cigarette harm reduction efforts; a listing
il O I e g i g G gt i g ! \\\\ of scientific and technical articles
Time 1t | authored or co-authored by Philip Morris
: V‘\\\ “TSA and Phi'ip Morris TTSA affi’iate
V| scientists; and scientific information on
toxicolopical assessments of ¢iparette
mgredients. §

e
R Y i e R gy

5

PR
BT R E  E RE

I
1y Smoke Constituentsy
i
" |
Figure 5 i\ Deleted: The FTC = ]
FTC "Tar" and Nicotine by Year \\ N
Sales Weighted Averages of Combined Industry Brands | \[ Deleted: ]

/

Deleted: content of cigarettes has

I| declined steadily over the last 10 to 15
yaars

f.

[N

ONERXORETRN
-

e ]

e MM

(mareig)

FTC “Tar"

(mglcig)

Deleted: . toth for the entire tobacco
-ndustry averages and for Philip Morris,
gures X & Y show declines in “tar™ and
nicotine by Philip Morris brands as well
~ N ~ a N as averages o other company brands!
g0 G0 0 GO G0 GO P P o P B P P P S £ i l

{Formatted: Font: Bold ]

FTC Nicotine

k- o el R g
ohkrnooRmBo

“Data on the health impact of low-vield products are conflicting, part due to a lock of systematic
and comprehensive study eatly in the production of these products. Most . . . data suggest,
however that low-yicld products arc associated with f(ar Icss health bengefit than predicted bascd
on FTC-assav-gencrated tar, CO, and nicotine levels * Itis generally belicved that smokers
switching to a cigarette lower in tar “compensate” or change their smoking behavior 1o extract

*Kathleen Stratton et al. (Eds.). (2001).
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were de-identificd when reported to PM USA (Sec Element 3 for a discussion).

Philip Morris USA conducted a study to obtain baseline measures of exposure among a sample

(insert correct terminology) (See Element 4 for a discussion).

PM USA’s market surveillance practices include evaluating non-tobacco ingredients potentially

impacting exposure and harm, In June 2004, one hundred eleven (111) Philip Morris brands .- { Deleted:
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The Master Settlement Agreement (200?), entered into by the States’ Altorneys Generals and the
tobacco industy (inscrt correet ferminology) detail requircments for the responsible marketing of
tobacco products (Go to http://www.pmusa.com for information on the Master Settlement
Aprcement). Compliance precludes (inscrt correct wording). Philip Morris USA rcmains in
compliance terms set forth in the Agrecment.
In addition to the Master Settlement Agreement, Philip Morris USA’s marketing activities are in
compliance with the requirements of the Federal Trade Administration and other regulations
Marketing stratcgics cmployed by Philip Morris USA (Inscrt cxamples demonstrating
responsible marketing practices).
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Obtaining accurate measures of exposure from smokers is an integral part of smoke exposure and
cigarctic harm reduction cvaluation. From (Insert date) (o (Inscrt date), Philip Morris USA
conducted a study to obtain bascline measures of cxposurc among a (random sample - Insert
correct terminology) of 4, adult smokers and 1. adult non-smokers [i.e., the Total
Exposure Study (TES)]. Table 1 lists exposure biomarkers.

Biomarker of Exposure Smoke Constituent
Carboxyhemoglobin Cco
4-Amenobiphenyl 4-Amenobiphenyl
Cotinine Nicotine

Nicotine Equivalents Nicotine

NNAL and NNAL-glucuronides NNK
3-Hydroxypropylmercapturic acid | Acrolein
1-Hydroxypyrene PAHs

1,3-Butadiene metabolites 1,3-Butadiene

v

(Candace to 1nsert summary of antlcmated fl dings re: differences in exposure by gender,
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bmnds smoked, 10 include tar levels, and levels of consmm)lion. Comparison 10 population
measures obtained from TES among participants who switch to another conventional brand or
onc marketed with claims cvidence a (%) decreasc in nicotine cquivalents, a (%) decrcasc in
carboxyhemoglobin, and a (%) decrease in NNAL when smoking the product with claims.

Participants who switched to a conventional cigarctte lower in tar than their previous brand
evidenced a (%) decrease in nicotine equivalents. a (%) decrease in carboxvhemoglobin. and a
(%) decrease in NNAL,

Information on Smoking Behavior (Element 5)

Philip Morris USA conducted a study of smoking behavior as it relates to exposure during the
Total Exposurc Study. Morc than 4,000 adult smokcrs who participated in the study were
administered a survey to test a model of adult smoking. Behaviors believed to operationalize a
model of adult smoking formed the basis for questions comprising the Adult Smoker Survey.
The model. developed from theories of adult smoking and prior research, will be tested to
determine whether a pre-defined pattern of relationships exists. Model testing refers to the
process of conducting statistical analyses to determine whether the operational definitions and

their interrelationships reflect the pallern of responses [or data collecied [rom respondents.

The current model advances theory and research conducted by M. A. H. Russell et al. (1974) and
is based on the theory that adult smoking is a multi-dimensional, multi-faceted, highly

C.R Adams DRAFT. FOR DISCUSSION ONLY  Confidential Rev 2.1 Page
[Page]

- {Formatted: Bullets and Numbering
[ Deleted:

Ll

)

)

‘ { Deleted: s among 1

+ [ peteted: - ]

{ Deleted:; as 1

[ Deleted: comparcd to bascline }
estimates

{Formatted: Bullets and Numbering ]

"~ { Deleted: Marker Surveillance
Participant Characteristics

{Formatted: Font: Bold

PM3008354614

3008354614


http://lliepn.es

interactive phenomenon involving demographic, smoking history. psychosocial, sensory. and
pharmacological factors. These [actors and their consiructs are:

= Dcmographics
o Agc
o Gender
o Ethnicity
o Race
u __Education
0 Income

a__Living status
o Urban status

= __Smoking Hislory (Questions 2.1-2.55)
Brand name and brand descriptors of regular and alternate cigarette smoked
Number of vears regular brand smoked
Reason [or alternate brand choice
Number of vears ol regular smoking,
Average mumber of cigarettes smoked per day
_Smoking history over past 3 vears
Smoking history over the past 3 months
_Place /Occasion of smoking
Important characteristics for smoking
Average number of cigarelles smoked per day over the past 3 months

U000 0LC|00DD

= __Psychosocial
u  Affect
o Cognition
u_Social factors

= Sensory
w__Chemoreceptors
o Scnsorimotor
a__Hedonics

= __Pharmacological
o Euphoria
o Sedation
o Stimulation
o Withdrawal relief

Statistical tests were completed to examine relationships between nicotine equivalents and model<-- -

variablcs as well as carboxvhemoglobin and 3-HPMA and modcl variables. From their
responses, smokers were classified by “typolo

[Candace to insert hypothetical interpretation of data.]
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The survey developed Lo test a model of adull smoking contained the Fagerstrom Test for
Nicotine Dependence (FTND). TES study participants” responses were scored.

[Insert hypothetical interpretation of Fagerstrém data.|

A baseline and follow-up questionnaires developed by Philip Morris USA were administered to
market surveillance participants. The questionnaire contains a reduced sct of questions from the
Total Exposure Study questionnaire to measure smoking behavior as well as questionnaire items
from national survevs (e.g.. The Behavioral Risk Factor Surveillance Svstem (BRFSS).

v -

Smoking is proven to be a critical risk factor for cancer, chronic obstructive pulmonary discase
(COPD), cardiovascular disease. and reproductive health. In the past year PM USA scientists
have wrillen (#) manuscripts published in relereed journals and (#) presentations lo exiernal
stakeholders for each of the above-listed disease areas.

Research conducted by Philip Morris USA has resulted in the development and validation of (#)
's used in clinical studies. [Insert hypothetical implications.

Finally, Philip Morris USA rcvicwed the scientific litcrature 10 monitor trends or changes in
health outcomes not covered by the disease areas listed above. Preliminary evidence suggests
(fill in the blank) may prove worthy of further study to assess the potential impact
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Cigarette consumption has declined nearly every vear since its peak in 1981 at 640 billion
cigarettes. Markedly higher prices in 1999 resulted in a 6.5-percent decline, but during
each of the previous 10 years, consumption fell between 0 and 3.1 percent. Cigarette
consumption continues to decline as shown in Figure 1 (ERS (Economic Research
Service). 2001. Briefing room. [online] Available:

http://www.econ ag.gov/briefing/tobacco)

U.S. cigaretts consumption, 1990.2000
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Philip Morris brands account for approximately 48% of all cigarettes sold in the US.
(Figure 2) (Ref MSA shipment Data)
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Reduced Exposure Products
Several clinical studies (human smoking) are currently underway to assess US smokers’
exposure.

Total Exposure Study — The purpose is to estimate exposure of adult US
cigarette smokers to cigarette smoke constituents using selected biomarkers of exposure
and biologically eftective dose. A study sample of 5000 subjects Preliminary data are
expected in August.

Potentially reduced exposure products (PREP) Studies — A series of clinical
studies examining PREPs are underway to determine whether there are differences in
exposure using a special activated carbon filter as compared to conventional lit-en
comparable tar delivery cigarettes. The following graphs shows preliminary data
illustrating a reduction in certain biomarkers of exposure approaching the levels of the
No smoking group when these cigarettes are smoked as compared to the control cigarette.
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3-Hydroxypropyl mercapturic acid
(excreted in urine over 24 hrs)
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