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Reduced-Risk Products is a Consumer Category of its Own
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Note: Reduced-Risk Products ("RRPs") is the term we use to refer to products that have the potential to reduce individual risk and population harm. The RRPs depicted are subject to ongoing 

development and therefore the descriptions are illustrative and do not necessarily represent the latest stages of product development



Leadership in Reduced-Risk Products
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Agenda

ǒR&D capabilities and assets 

ǒRRPs portfolio

ǒScientific substantiation
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Best-In-Class R&D Capability in the Industry

ǒPMIôs long experience in RRP

ǒSince the spin, PMI has significantly enhanced its R&D capabilities 

ǒInvested approximately $2 billion

ǒHired over 300 scientists with deep expertise in key fields
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PMI R&D Centers and Global Partnerships Network 
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Technology and Scientific Network (2014)

2 R&D Centers

Major partners and service providers



RRPs Development and Scale-up

ǒHeat-not-burn consumables:

- Internally developed and manufactured

- New factory (30 billion units by the end of 2016)

ǒDevices:

- PMIôs technology developed with external partners

- Scale up and manufacturing by third-party

- Manufacturing for pilot launches commenced

Bologna, Italy
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Long-Term RRPs Pipeline

ǒPortfolio of over 500 granted patents worldwide

ǒPipeline of around 1,000 pending patent applications

ǒBasis for long-term RRPs pipeline to address range of adult smoker 

preferences
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Developing Robust Evidence to Support a Claim of Reduced Risk

ǒLeading RRPs science

ǒState-of-the-art product assessment

ǒSharing and collaborating with the scientific community and regulators

ǒ80 peer-reviewed scientific publications

ǒClinical studies registered on ClinicalTrials.gov 
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Agenda

ǒR&D capabilities and assets 

ǒRRPs portfolio

ǒScientific substantiation
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RRPs: Our Product Platforms

11

Platform 2Platform 1

Heated Tobacco Products Nicotine Containing Products

Platform 3 Platform 4

Note: Reduced-Risk Products ("RRPs") is the term we use to refer to products that have the potential to reduce individual risk and population harm. The RRPs depicted are subject to ongoing 

development and therefore the descriptions are illustrative and do not necessarily represent the latest stages of product development



Platform 1: Precisely Controlled Electrically-Heated

Tobacco System

ǒHeater maintains tobacco temperature below combustion

ǒCustom designed HeatStick tobacco stick

ǒAerosol delivers volume, flavor and satisfaction

12Source: Baker R. R., 1975, High Temp. Sci., 7, 236-247 and PMI Research & Development



Platform 2: Heat-Not-Burn with Combustible Cigarette Ritual

ǒPressed carbon heat source

ǒTobacco temperature control by design:

- Physically separated to prevent tobacco combustion

ǒProprietary blend & flavor system

ǒPlan to start clinical studies in 2014

ǒManufacturing synergies with Platform 1

ǒCity launch in 2016
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Platform 2



E-Vapor Products

ǒCurrent e-vapor product challenges:

- Satisfaction

- Consistency

- Manual manufacturing

ǒPMIôs approach:

- Enter e-vapor product category in 2014

- Develop innovative NCP delivery technology addressing current challenges
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Platform 4: Innovative Technology

ǒNovel aerosolization technology:

- Proprietary cartridge-battery combination

- Improved e-liquid

- Automated manufacturing

ǒConsistency of aerosol delivery

ǒNicotine delivery profile superior to existing products

ǒPilot city test in H2, 2016
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Platform 3: Effective Delivery of Nicotine Salt Aerosol 

ǒProduct development on-going

ǒOrganic acid and nicotine contained in separate sections

ǒNicotine salt is formed in a visible aerosol

ǒProvide nicotine delivery and satisfaction similar to combustible cigarettes

ǒInitial pre-clinical testing ongoing
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Agenda

ǒR&D capabilities and assets 

ǒRRPs portfolio

ǒScientific substantiation
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ǒDeveloping robust evidence packages based on state-of-the-art science and 

best in class data

Post-Market Studies 

& Surveillance

Consumer Perception and 

Behavior Assessment

Substantiating Reduced Risk
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Physics

Product Design and 

Control Principles

Note: HPHCs stands for Harmful or Potentially Harmful Constituents



Substantiating Reduced Risk

19

Aerosol Chemistry and 

Physics

Standard Toxicology 

Assessment

Clinical Trials

Systems Toxicology 

Assessment

Consumer Perception and 

Behavior Assessment

Post-Market Studies 

& Surveillance

Reduced Risk in Laboratory Models

Reduced Exposure & Risk

Reduced Population Harm

Reduced Toxicity in Laboratory Models

Reduced Formation of HPHCs
Product Design and 

Control Principles



Substantiating Reduced Risk
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Substantiating Reduced Risk

21

Product Design and 

Control Principles

Aerosol Chemistry and 

Physics

Standard Toxicology 

Assessment

Clinical Trials

Systems Toxicology 

Assessment

Consumer Perception and 

Behavior Assessment

Post-Market Studies 

& Surveillance

Reduced Risk in Laboratory Models

Reduced Exposure & Risk

Reduced Population Harm

Reduced Toxicity in Laboratory Models

Reduced Formation of HPHCs



Substantiating Reduced Risk
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Substantiating Reduced Risk
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Substantiating Reduced Risk
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Cessation: The "Gold Standard"

ǒWe apply the US Institute of Medicineôs "gold standard" for assessing risk 

reduction: comparability to cessation
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Note: Reduced-Risk Products ("RRPs") is the term we use to refer to products that have the potential to reduce individual risk and population harm. The descriptions in the chart are for illustrative 

purposes only

Source: IOM (Institute of Medicine), 2012, Scientific Standards for Studies on Modified Risk Tobacco Products. Washington, DC: The National Academies Press
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Evidence Package
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Reduction of Toxicity in Heat-Not-Burn Platforms

ǒCompared to combustible cigarette smoke:

- reduces biological activity (in vitro / in vivo) 
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Source: PMI Research and Development



Source: PMI Research and Development

Systems Toxicology-Based Risk Assessment

ǒIntegrated large scale molecular measurements with advanced computational 

models of disease mechanisms

ǒAbility to quantify the perturbation of the core mechanisms leading to disease
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Note: CC is a 3R4F reference combustible cigarette

Source: PMI Research and Development

Compare Heat-not-Burn Platforms with Continued Smoking and 

Cessation in Mouse Model: Impact on Disease Mechanisms
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Compare Heat-not-Burn Platforms with Continued Smoking and 

Cessation in Mouse Model: Impact on Disease Mechanisms
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Compare Heat-not-Burn Platforms with Continued Smoking and 

Cessation in Mouse Model: Impact on Disease Mechanisms
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Note: These data alone do not represent a claim of reduced

exposure or reduced risk. Prototype of Platform 2 

Source: PMI Research and Development

Compare Heat-not-Burn Platforms with Continued Smoking and 

Cessation in Mouse Model: Impact on Disease Mechanisms
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Compare Heat-not-Burn Platforms with Continued Smoking and 

Cessation in Mouse Model: Impact on Disease Mechanisms
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PMIôs Approach to Clinical Assessment
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Platform 1 Clinical Assessment: Pharmacokinetic

Preliminary Results
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Platform 1 Clinical Assessment: Reduced Exposure 

Preliminary Results
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ǒ 160 adult smokers

ǒ Confined & Ambulatory

ǒ Exposure to  harmful and potentially harmful 

constituents, product use

ǒ Multiple countries and ethnicities

Platform 1 Clinical Assessment: Reduced Exposure: Ambulatory 

and Exposure Response Study
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ǒ Primary endpoints: 5 biomarkers of exposure

ǒ Secondary endpoints: additional biomarkers 

of exposure and clinical risk endpoints

Reduced Exposure Studies 

(3-month Ambulatory) 

ǒ Primary endpoints: 8 clinical risk endpoints

ǒ Secondary endpoints: additional biomarkers 

of exposure and clinical risk endpoints

ǒ 950 adult smokers

ǒ Ambulatory

ǒ Changes in clinical risk endpoints, functional 

health markers and blood chemistry, product 

use

ǒ Multiple ethnicities

Exposure Response Study

Source: PMI Research & Development



Evidence Package
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Consumer Perception and Behavior Assessment 

ǒBased on FDA guidance

ǒDesigned to assess consumer perception and understanding of RRPs

ǒAssess label, labeling and marketing material

ǒAssess intent to use among adult consumer groups

ǒProgressing according to plan

43Note: Reduced-Risk Products ("RRPs") is the term we use to refer to products that have the potential to reduce individual risk and population harm



PMIôs Post-Market Assessment

ǒSurveys and surveillance to:

- Understand how product is used 

- Monitor spontaneous health events (safety surveillance)

ǒUnder development; to be initiated as of pilot market launch
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Evidence Package
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Reduced-Risk Products: R&D
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R&D and Scientific Substantiation

ÅReady for RRPs era

ÅStrong product portfolio and innovation pipeline

ÅIndustry-leading risk assessment capabilities
RRPs 

Regulation

Marketing and 

Commercialization

Note: Reduced-Risk Products ("RRPs") is the term we use to refer to products that have the potential to reduce individual risk and population harm



Reduced-Risk Products: Regulation

47
Note: Reduced-Risk Products ("RRPs") is the term we use to refer to products that have the potential to reduce individual risk and population harm. The RRPs depicted are subject to ongoing 

development and therefore the descriptions are illustrative and do not necessarily represent the latest stages of product development

RRPs

Regulation

R&D and

Scientific Substantiation

Marketing and

Commercialization

Reduced-Risk Products ("RRPs")

Platform 1 Platform 2 Platform 3 Platform 4

Heated Tobacco Products Nicotine Containing Products



Reduced-Risk Products: Regulation

ǒAdvocating rigorous regulatory standards, which can provide:

- Assurance to regulators and the public

- Confidence for consumers

- Clarity for the marketplace

ǒMomentum for evidence based RRPs regulation
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Reduced-Risk Products: Regulation

ǒUS FDA:

- Statute and MRTP Draft Guidance

- "Deeming Regulations"

ǒEU Tobacco Products Directive:

- E-cigarettes regulated as tobacco-related products

- "Novel Tobacco Products"
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Reduced-Risk Products: R&D
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RRPs Regulation

ÅUncharted territory

ÅCan provide assurance to 

regulators, public and 

consumers

ÅClarity for marketplace

ÅPMI well-positioned
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Substantiation
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Commercialization

Note: Reduced-Risk Products ("RRPs") is the term we use to refer to products that have the potential to reduce individual risk and population harm
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Reduced-Risk Products: Commercialization
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