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Clive Bates, Director, Counterfactual Consulting Limited

Dennis Henigan, Vice President, Legal and Regulatory 
Affairs, Campaign for Tobacco-Free Kids

Raymond Niaura, Professor, Department of Social and 
Behavioral Sciences, New York University

Moderated by Robyn Gougelet, Senior Associate, Pinney
Associates, Inc.
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Robyn Gougelet, Senior Associate
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Disclosure

• PinneyAssociates consults for Reynolds American, Inc. (RAI), recently 

acquired by British American Tobacco (BAT), on noncombustible nicotine 

and tobacco products.

• Our work for RAI focuses on products, regulations, and policies related to 

tobacco harm minimization and smoking cessation; we do not work on 

combustible conventional cigarettes.
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FDA’s Advance Notices of Proposed 
Rulemaking for Tobacco Products

Clive Bates

Counterfactual, London
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Cigars
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Flavors
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Declining youth smoking

Most rapid drop yet in 
combustible product use

Fall in e-cigarette use

Decline in total use

Record low cigarette use

Falls in other tobacco product 
use
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Declining youth smoking

Rate of decline post 
2010 is 4 times 
1975-2010

3 times
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Declining adult smoking
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Flavors – an interrogation
1. What are “Kiddie appealing” flavors?

2. What is the behavior of concern?

3. Do flavors change youth behavior?
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Flavors – an interrogation
1. What are “Kiddie appealing” flavors?

2. What is the behavior of concern?

3. Do flavors change youth behavior?

4. If so, is that change good or bad?

Ambrose et al, JAMA, 2015 
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Flavors – an interrogation
1. What are “Kiddie appealing” flavors?

2. What is the behavior of concern?

3. Do flavors change youth behavior?

4. If so, is that change good or bad?

5. What effect does an FDA intervention have:
- on adolescents?
- on adults?

Use other 
Mix own and sell

Buy from China online
Smoke cigarettes

Marijuana, Meth, Fentanyl

FDA bans some flavors

Now 
what?

Abstinent? 

N

Y

Good boy!
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Reduced nicotine: 3 concerns

1. Breadth of analysis

2. Alternatives

3. Policy coherence
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Law 
enforcement

Legality
under TCAFarming

impact

Tax base

Supply chain 
reaction

Ethics of 
coercion

Vulnerable
groups

Behavioral
response

Reduced nicotine: 1. breadth

Level?
Scope?

Timing?

Testing?

Technology?
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Law 
enforcement

Legality
under TCAFarming

impact

Tax base

Supply chain 
reaction

Ethics of 
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Vulnerable
groups

Reduced nicotine: 2. alternatives

Level?
Scope?

Timing?

Testing?

Technology?

Behavioral
response

Taxation

Toxin / additives 
regulation 

Tobacco 
Control

Alternative policies
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Law 
enforcement

Legality
under TCAFarming

impact

Tax base

Supply chain 
reaction

Ethics of 
coercion

Vulnerable
groups

Reduced nicotine: 3. policy coherence

Level?
Scope?

Timing?

Testing?

Technology?

Behavioral
response

Taxation

Toxin / additives 
regulation 

Tobacco 
Control

Alternative policies

Taxation

Innovation

Flanking policies

ENDS

Communication
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Thank you

www.clivebates.com 

@clive_bates

clivedbates@gmail.com
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Gummy Bear Flavors – The New Candy Cigarette Scare
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Robyn Gougelet, Senior Associate
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Disclosure
• PinneyAssociates consults for Reynolds American, Inc. (RAI), recently acquired by 

British American Tobacco (BAT), on noncombustible nicotine and tobacco 
products.

• Our work for RAI focuses on products, regulations, and policies related to tobacco 
harm minimization and smoking cessation; we do not work on combustible 
conventional cigarettes.
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Robyn Gougelet, Senior Associate
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?



2018 FDLI Annual Conference | Access materials at fdli.org/annual2018



32

Gateway Critiques

11 hypothesized
mechanisms
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Policy Should Not Be Made Solely On The Basis Of Relative Risk
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OMG!
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E-cigarettes: The new marijuana?
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