
Conny Johansson

Philip Morris International R&D, Neuchâtel, Switzerland

Medical Affairs Strategic Summit East

April 26th 2017, Parsippany, NJ, US



2



Confidential - For discussion purposes only
www.pmi.com

http://www.pmi.com/


4
https://www.bloomberg.com/news/articles/2016-10-24/in-marlboro-country-a-big-money-race-for-the-new-smoke

https://www.bloomberg.com/news/articles/2016-10-24/in-marlboro-country-a-big-money-race-for-the-new-smoke
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Reduced-Risk Products (“RRPs”) is the term we use to refer to 
products that present, are likely to present, or have the 
potential to present less risk of harm to smokers who switch 
to these products versus continued smoking. 

We have a range of RRPs in various stages of development, 
scientific assessment and commercialization. 

Because our RRPs do not burn tobacco, they produce far 
lower quantities of harmful and potentially harmful 
compounds than found in cigarette smoke. 

https://www.fda.gov/downloads/TobaccoProducts/GuidanceComplianceRegulatoryInformation/UCM297751.pdf

https://www.fda.gov/downloads/TobaccoProducts/GuidanceComplianceRegulatoryInformation/UCM297751.pdf
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“It is primarily the toxins and carcinogens in tobacco 
smoke – not the nicotine – that cause illness and death.”

- NICE Public Health Guidance: Tobacco: Harm Reduction Approaches to Smoking (2013)

https://www.nice.org.uk/guidance/ph45/
https://www.fda.gov/downloads/TobaccoProducts/Labeling/RulesRegulationsGuidance/UCM297981.pdf
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• Commercialized in various markets under the IQOS brand name
• Heats tobacco without combustion
• Levels of HPHCs formation reduced on average by 90 to 95% 

compared to the smoke of a 3R4F cigarette
• Preserves elements of taste, sensory experience, nicotine 

delivery, and ritual of conventional cigarettes

Collection of smoke on Cambridge pad

Collection of aerosol on Cambridge pad

https://www.pmiscience.com/news/absence-combustion-
pmi%E2%80%99s-heated-tobacco-product-platform-1

https://www.pmiscience.com/news/absence-combustion-pmi%E2%80%99s-heated-tobacco-product-platform-1
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• Less smell, No ash
• Reduced formation of HPHCs
• No negative impact on

indoor air quality

Reduced toxicity
Reduced exposure 
to measured HPHCs

Reduced disease risk

Appeals to current legal 
age smokers and not to 

non-smokers and former 
smokers

http://dx.doi.org/10.1016/j.yrtph.2016.07.006
https://www.pmiscience.com/our-scientific-approach/learn-more

http://dx.doi.org/10.1016/j.yrtph.2016.07.006
https://www.pmiscience.com/our-scientific-approach/learn-more
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“Reduced Exposure Study Using THS 2.2 Menthol With 5 Days in 
a Confinement Setting and 85 Days in an Ambulatory Setting”

https://clinicaltrials.gov/ct2/show/NCT01970995

https://clinicaltrials.gov/ct2/show/NCT01970995
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“Reduced Exposure Study Using THS 2.2 Menthol With 5 Days in 
a Confinement Setting and 85 Days in an Ambulatory Setting”

https://clinicaltrials.gov/ct2/show/NCT01970995

https://clinicaltrials.gov/ct2/show/NCT01970995
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“Reduced Exposure Study Using THS 2.2 Menthol With 5 Days in 
a Confinement Setting and 85 Days in an Ambulatory Setting”

https://clinicaltrials.gov/ct2/show/NCT01970995

https://clinicaltrials.gov/ct2/show/NCT01970995
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http://ash.org.uk/media-and-news/press-releases-media-and-news/ash-reaction-to-new-philip-morris-iqos-heat-not-burn-product/

http://ash.org.uk/media-and-news/press-releases-media-and-news/ash-reaction-to-new-philip-morris-iqos-heat-not-burn-product/
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• Independently initiate, design, execute and 
publish the research with corresponding raw data

• Acts as study sponsor and assumes all legal & 
regulatory responsibilities

• Material Support 
(RRP product and equipment)

• Financial Support 
(fair market value for study procedures)

• Technical Support 
(access to critical PMI technology)
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Promote and support external RRP 
research that independently

advances and verifies PMI science
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 Study in scope
 No Conflict of Interest

Scientific strength 
Advancing/validating

Scientific credibility 
Investigator’s 

qualifications and 
expertise

Scientific impact
Type of study
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regulatory 
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Type of support 
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Scientific capability 
Resources 

capabilities, 
network

Scientific rigor 
Correctly designed, 

sample size

Quality standards
QMS, data integrity

IIS Program Lead → Check

Subject Matter Expert → Scoring

IIS Committee → Confirmation and decision



22

Individual IIS proposals are unsolicited (Submitted via PMI Science website IIS Portal)

PMI does not influence the study conduct or outcome (Final study design is with Investigator/Sponsor) 

PMI support shall be Fair Market Value (and limited to activities directly related to the study)

PMI will not review any manuscripts (Informed after journal manuscript acceptance)

PMI has no operational oversight or access to data (Investigator/Sponsor owns data)
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Study information is published on the PMI Science IIS website, including: 
Study number, study title, investigator name and amount of support

The investigator must disclose PMI support for the study (including 
study number) in publications

Paper(s) shall be published in a peer-reviewed international open 
access scientific journals, together with the raw data

The investigator has to register clinical studies on www.clinicaltrials.gov
(or similar)

http://www.clinicaltrials.gov/
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Explains the objectives 
& roles/responsibilities

Accepted when concept 
is submitted

Concept Template

Starting Point
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Similar objectives and strategies

Objective:
Independently advance and verify science 

on company’s products

Strategy:
Independent investigator initiated studies 
brings credible verification and innovation
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PMI Pharma
Funding

• Often sole supporter & funding source
• Often monetary & product

• Often several supporters & funding sources
• Often product/placebo 
• Sometimes financial support

Scope

• From basic chemistry to social sciences
• Mostly clinical
• Sometimes pre-clinical

Product

• Completely novel & unique product
• Investigators relatively naïve to product 

characteristics 
• Placebo typically not used

• Often relatively similar products
• Investigators often experts in the field and 

products
• Placebo often used
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PMI Pharma
Regulations

• Consumer Product: EC/IRB
• No Sunshine act
• High level of regulatory variability between 

jurisdictions

• Medicinal Product: EC/IRB, IND
• Sunshine act
• Reasonable level of regulatory alignment 

between jurisdictions

Industry Stigma

• Significantly limits number of investigators • May limit number of investigators



29PMI Science sbvIMPROVER

http://www.pmiscience.com/
https://www.pmiscience.com/our-goals/investigator-initiated-studies-program
http://www.sbvimprover.com/
https://sbvimprover.com/
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