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The Public Health Grand Rounds is a manthly series created to further strenagthen CDC's common
scientific culture and foster discussion and debate on major public health issues. Each session of the
Public Health Grand Rounds will focus on key issues and challenges related to a specific health topic,
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recommendations for future research and practice.

Grand Rounds sessions are typically held on the third Thursday of every month at Royhal's Glabal
Communications Center, Auditorium A, between 9-10 a.m. Forthose unahble to attend, the sessions
will be available on COC [PTY.

2

http://intranet.cdc.gov/od/odweb/about/directorGrandRounds.htrﬁij ’_\‘/g‘ CDC



PUBLIC HEALTH GRAND ROUNDS

CDC Home

I Centers for Disease Control and Prevention

_ Your Onling Source for Credible Health Information

About CDC

About CDC

About CDC > Conferences & Events

CDC Director

CDC Leadership P UBL I C H E A L TH G R A ND R O UNUD S
CDC Organization ’ r . TS

CDC Diversity ' i '

Advisory Committees

Business Practices

Conferences & Events

FGrand Rounds Grand Rounds

Archives The Public Health Grand Rounds is 3 monthly series created to further strengthen CDC's
common scientific culture and foster discussion and debate on major public health issues. Each

bl bl L ST L session of the Public Health Grand Rounds will focus on key issues and challenges related to a

Our History - Qur Story specific health topic, including cutting-edge scientific evidence and potential impact of different
Pandemic Infuenzs interventions. The sessions will also highlight how CDC is already addressing these challenges
Storybook and discuss the recommendations for future research and practice.

Public Affairs in Health

State of CDC Annual
Report

More Ahoot CTC

http://www.cdc.gov/about/grand-rounds




PUBLIC HEALTH GRAND ROUNDS

AcCcess

Available on IPTV : http://intra-apps.cdc.gov/itso/iptv/iptvschedule.asp
IPTV link also available on Grand Rounds intranet site:

http://intranet.cdc.qgov/od/odweb/about/directorGrandRounds.htm

For those outside of CDC, a broadband link is available at:
http://www.cdc.qgov/about/grand-rounds (Grand Rounds internet site)



http://intra-apps.cdc.gov/itso/iptv/iptvschedule.asp
http://intranet.cdc.gov/od/odweb/about/directorGrandRounds.htm
http://www.cdc.gov/about/grand-rounds/

Continuing Education Credits

@Drlgmalaﬂ«r’[ls’[ . i
Heproduction rlghta Dhtamahle fram Star“ng IN January 2010

vy, CartoonStock com Credlt HOUfS
will be available for:

Physicians (CME)
Non-Physicians (CME)
Nurses (CNE)

Certified Health Education
Specialists (CECH)

"First they make you button your own shirt, g Other Protessionals (CEU)

then they make you tie your own shoes.. you Veterinarians
gotta ask yourself — where's this all heading?"” (AAVSB/RACE)

- Pharmacist (CPE)

COo0D




CME Planning Committee

John Iskander, MD, MPH, Chair

Office of the Chief Science Officer

Sharon Hall, RN, PhD

Office of Workforce and Career Development

Elaine Miller, RN, MPH

National Center for Prevention, Detection and Control of Infectious Diseases
Patricia Thomas, M(ASP), MPH, CHES

Office of Workforce and Career Development

Nadine Shehab, PharmD, MPH

National Center for Prevention, Detection and Control of Infectious Diseases
Jennifer Wright, BS, DVM, MPH

National Center for Prevention, Detection and Control of Infectious Diseases




We Welcome Any Feedback!

At —

— . -, -
_Feproduction rights'obtainablexfraom
L CarinonStock corm e

e

“U'm glad I put up a suggestion box for
my patients, but now I’m a little

concerned.”

For information about the Grand

Rounds or to suggest future
topics, please contact
Dr. Tanja Popovic at
tpopovic@cdc.qgov.

If you have specific questions
about the broadband link and
other connectivity issues, or if
interested in receiving future
CDC Public Health Grand
Rounds announcements, please
contact Shane Joiner at

sjoiner@cdc.gov.



mailto:tpopovic@cdc.gov
mailto:sjoiner@cdc.gov

Public Health Impact of
Tobacco Product and Advertising Regulation

E e

= i~

Office on Smoking and Health
National Center for Chronic Disease Prevention and Health Promotion
NCCDPHP



Presenter
Presentation Notes
Hello, I am Lorna English, Deputy Director of the Office on Smoking and Health. We are excited to have this opportunity to discuss tobacco regulation and its importance. 



Over the next hour, we will address what regulation entails in more detail and how it will play an integral role in reducing tobacco use nationwide.


Family Smoking Prevention and

Tobacco Control Act of 2009

- On June 22, 2009, President
Obama signed legislation
granting the FDA the authority
to regulate:

» CONTENT of tobacco products
» MARKETING of tobacco products
» SALES of tobacco products



Presenter
Presentation Notes
On June 22, 2009, President Obama signed legislation granting the Food and Drug Administration the authority to regulate the content, marketing, and sales of tobacco products. Tobacco regulation is a key component of comprehensive tobacco control and is expected to have a significant impact on the tobacco epidemic. 






Centers for Disease Control and Prevention

) Lead federal agency for comprehensive tobacco
prevention and control

J FY 09 Tobacco Control funding - $106.2 M

» $85 M — National Tobacco Control Program (NTCP) to support
all 50 states, D.C., U.S. territories, and national organizations

- Goals
» Preventing young people from starting to smoke
» Eliminating exposure to secondhand smoke
» Promoting quitting among young people and adults
» ldentifying and eliminating tobacco-related health disparities
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In its role as the lead Federal agency for tobacco use prevention and control, CDC provides approximately $85 million to states, territories and other national partners. 



The goals are to:

Prevent youth initiation

Eliminate secondhand smoke exposure

Promote Quitting, and

Identify and eliminate tobacco-related disparities






Roles for CDC in Tobacco Product Regulation

- Provide technical assistance and guidance =T

to FDA 5
> Laboratory (NCEH) A
» General tobacco control (OSH)

- Maintain comprehensive tobacco control
programs

» Coordinate national and state regulation efforts

J Conduct post-marketing surveillance of effects of the
tobacco product regulation
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As elements of regulation become effective over the next many months, CDC will play a role in supporting FDA.



CDC will provide technical assistance and laboratory support to FDA as they build capacity. In addition, we will conduct post-market surveillance to monitor the impact of tobacco regulation.



In addition, we will continue ongoing activities: funding and supporting comprehensive tobacco control programs in states and communities, including coordinating their efforts to support FDA. 



As we move forward, surveillance will be key to understanding the impact regulation has on prevalence of tobacco use and industry practices. In collaboration with FDA, we will evaluate changes in product constituents; the public attitude about tobacco use and regulation; and changes in smoking rates and cessation attempts.








Outline

. Terry Pechacek, PhD, Office on Smoking and Health
» Overview of Tobacco Control in the United States

- CAPT Matthew McKenna, MD, MPH, Office on Smoking and Health
» International Advances in Tobacco Control through Policy and Regulation

0 CAPT David Ashley, PhD, National Center for Environmental Health
» Product Regulation — Does it Fit into Tobacco Control?

 Lawrence Deyton, MD, MSPH, Food and Drug Administration
» Qverview of the Family Smoking Prevention and Tobacco Control Act



Presenter
Presentation Notes
Today will wear hear:



 An overview of the burden of tobacco use and the impact of tobacco control in the United States



About the global burden and progress at the international level



About the importance of laboratory research in tobacco product regulation



And finally, a perspective from the director of FDA’s new Center for Tobacco Products.



I would now like to introduce Terry Pechacek, Associate Director for Science, Office on Smoking and Health. He will talk about the evidence and effectiveness of comprehensive tobacco control programs.


OVERVIEW OF TOBACCO CONTOL
IN THE UNITED STATES

CANCER DE BOCA E PERDY r =
DOS DENTES 3

.

Terry F. Pechacek, PhD
Associate Director for Science
Office on Smoking and Health, NCCDPHP
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Good morning.


About 443,000 U.S. Deaths Per Year

Attributable to Cigarette Smoking

Stroke Other cancers
15,900 35,500

Other diagnoses Every year: _
44,000 $96 billion in medical costs

$97 billion in lost productivity

Chronic
Obstructive Lu:gscsgger
Pulmonary |
Disease
92,900

Ischemic Heart Disease
126,000

*Average number of deaths, 2000-2004.

g Source: MMWR 2008;57(45):1226-1228.
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Presentation Notes
Tobacco use is the single most preventable cause

of disease and death in the United States: 

About 443,000 Americans die annually from tobacco, and another 8.6 million have a serious illness caused by smoking. 

Smoking costs the United States $96 billion dollars in medical costs and $97 billion dollars in lost productivity each year.
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Trends in Current Cigarette Smoking by High School
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Although adult smoking rates have declined over the last three decades, the adult decline has stalled during the past 5 years. In fact, the 2010 Healthy People objective of 12% tobacco use among adults is becoming unattainable, unless dramatic action is taken. 



Certain populations continue to be disproportionately using tobacco. According to data CDC released last week, smoking was higher among adults living below the federal poverty level (31.5%) than among those at or above this level (19.6%). Smoking prevalence was highest among adults who had earned a General Educational Development (GED) certificate (41.3%) and those with 9–11 years of education (35.7%) and lowest among adults with a graduate degree (5.7%). And among the different racial/ethnic groups, American Indians and Alaska Natives (32.4%) had significantly higher prevalence than other racial/ethnic groups. 



The gold line on this chart shows that youth numbers are better.  There was a spike in youth smoking in the 1990s, and several factors contributed.  Low tobacco control funding had an impact, and promotions like Joe Camel targeted youth.   



By 2007, though, only 20% of high school students were current smokers, so trends suggest we may attain the 2010 Healthy People Objective for youth smoking – which is 16%.

�


Evidence-Based Interventions

Reducing Tobacco Use
A Repaort of the Sarpeon Geeral

1 Sustained funding of T Com My
comprehensive programs e s

J Excise tax increases

1 100% smoke-free policies | TOBACEO PROSLEM

J Comprehensive ad restrictions Jactices

J Aggressive media campaigns

] Cessation access

Natieas! Cancer Instituta
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We know exactly what to do if we want to cut tobacco use.  

We have to fund comprehensive tobacco control on a sustained basis;

We need to raise tobacco prices, to decrease youth smoking and promote quitting;

Smoke-free policies eliminate exposure to secondhand smoke, encourage quitting, and change social norms; 

We need to restrict advertising, promotion, and sponsorship, which can reduce tobacco’s appeal;

Aggressive media campaigns prevent initiation and encourage smokers to quit; and 

Cessation programs help more smokers quit.

So, let me tell you a little bit about each of these interventions.

http://www.nap.edu/catalog/11795.html

Total Funding for State Programs

Adjusted to FY2008 Dollars
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Triangle Institute; University of lllinois at Chicago; University at Buffalo, State University of New York
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Presenter
Presentation Notes
As state investments in tobacco control increase, youth smoking rates decrease. Also, states that have made larger investments in comprehensive tobacco control programs, such as California and Maine, have seen cigarette sales drop more than twice as much as in the United States as a whole. 



States such as Maine, New York and Washington, have seen 45 to 60 percent reductions in youth smoking with sustained comprehensive tobacco control programs.
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State Status Toward Reaching CDC-Recommended

Funding Levels —FY2009

M >80% (n=1)
B 60-79% (n=5)
B 40-59% (n=5)
) 020-39% (n=12)
* [ <20% (n=28)

Source: CDC, Office on Smoking and Health.
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This map shows current state funding for tobacco control efforts.



CDC recommends that states spend between $9 and $16 per capita on tobacco control. This investment would counter the nearly 13 billion dollars in advertising and promotions spent by the tobacco industry.



As you can see from the light colors on this map that indicate funding level below 40% of recommended level, currently, states are not spending enough. 



In fact, they could fully fund tobacco control -- at CDC’s recommended levels -- if they used only 15% of their annual revenue from tobacco excise taxes and the Master Settlement Agreement. At those funding levels, in only 5 years, an estimated 5 million fewer people would smoke, and hundreds of thousands of premature deaths would be prevented. However, over half the states are funded at less than 20% of CDC recommended levels. And without any changes in state investments, only North Dakota will be funded at CDC’s recommended level in 2010.
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Increasing the price of tobacco products is key to reducing tobacco use. One of the most direct ways to increase the price of cigarettes is to increase the excise tax.

We know that a 10% increase in tobacco prices reduces consumption by about 4%, and can have an even greater effect among youth, low-income and other price sensitive populations. 

While price increases will reduce cigarette consumption among low-income smokers, we continue to stress the importance of funding smoking cessation to address the greater financial burden felt from price increases.


State Cigarette Excise Tax Rates - 2000

B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
~ [] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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State excise tax rates is one area where significant progress has been achieved.



Since 1995, there have been 117 increases in state excise tax rates, with most of these happening since 2000.  



 Over the last 15 years, the average state tax has gone up just over a dollar. 



Starting with this map of the status in 2000, I will show the progress over time. You will see the states which raised their tax rate get darker in color.  



[begin clicking animation to reveal maps from 2000-2009]




State Cigarette Excise Tax Rates - 2001

Bl $2.00+ per pack
B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
~ [] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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You will notice that Maine and Rhode Island got darker green as their state taxes increased.



In 2001, however, 31 states are still in the lightest color with taxes at 50 cents or less per pack. 


State Cigarette Excise Tax Rates - 2002

B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
[ ] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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Notice we’re getting a couple of darker colors in the middle of the country like Nebraska and Kansas.


State Cigarette Excise Tax Rates - 2003

B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
[ ] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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Notice the west is getting greener, but the southeast remains light green.


State Cigarette Excise Tax Rates - 2004

B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
[ ] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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We now can see that several states like Michigan and New Jersey have eclipsed $2 tax per pack, the darkest green color.


State Cigarette Excise Tax Rates - 2005

Bl $2.00+ per pack
B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
[ ] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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More cigarette excise tax increases across the country.


State Cigarette Excise Tax Rates - 2006

Bl $2.00+ per pack
B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
[ ] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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By 2006, there were 20 states with excise tax rates at $1 or above.


State Cigarette Excise Tax Rates - 2007

B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
[ ] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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By 2007, there were 8 states with tax excise rates of $2 or more, but once again, the southeast remains light green.


State Cigarette Excise Tax Rates - 2008

B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
[ ] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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By 2008, the northeast is becoming very green.




State Cigarette Excise Tax Rates - 2009

B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
[ ] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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As of April 2009, when the federal tax was increased by 61 cents to $1.01, we surpassed the Healthy People 2010 objective to have an average federal and state tax of more than $2 per pack. 



Today, 15 states have excise tax rates over $2.00 per pack; and Connecticut and Rhode Island are now more than $3.00 per pack.



And while some southeastern states have made progress with small tax increases, most of the southeast remains below 50 cents per pack.




State Cigarette Excise Tax Rates - 2009

B $1.50-$1.99 per pack

[ $1.00-$1.49 per pack
[] 50-99 cents per pack
[ ] <50 cents per pack

Source: CDC, Office on Smoking and Health. State Tobacco Activities Tracking and Evaluation (STATE) System.
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 While not all communities have the ability to levy local tobacco taxes, some do. 



When combined with the state, county and local tax, Chicago at $3.66 per pack and New York City at $4.25 per pack have the two highest cigarette tax rates in the country.



To put this in perspective, a smoker in New York City pays more in tax than a smoker in Kentucky or North Carolina pays for an entire pack of cigarettes.



It is important that tax increases continue to keep up with inflation, and continue to impact the affordability of cigarettes.  By not indexing tobacco taxes to inflation, there is a gradual erosion of health and economic benefits.  The ultimate goal of overall pricing and marketing strategy is to reduce the affordability of tobacco.
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Indoor Air Quality Before and After Implementing

a Smoke-Free Law
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Smoke-free policies are also a key part of effective tobacco control. They improve indoor air quality, reduce negative health outcomes among nonsmokers, decrease consumption, encourage smokers to quit, and change social norms regarding the acceptability of smoking.  



In many cases the air quality in a smoky bar or restaurant is 10 to 15 times more hazardous than the healthy level the EPA has established for outdoor  air. 



This graph shows how dramatically the dangerous small particulate matter levels drop after smoke-free laws are implemented. 


=)
Smoke-Free Policies Reduce Hospitalizations for

Acute Myocardial Infarctions

StudyName
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NOTE: Weights are from random effects analysis
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Source: Lightwood, J. M. et al. Circulation 2009;120:1373-1379.
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Effect Size
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Two recent meta-analyses independently concluded that communities with smoke-free policies see a drop in heart attack hospitalizations. This graph is from one of these studies showing an average reduction of 19% (Lightwood)  

One of these analyses estimated that if all states were smoke-free, nearly 155 thousand heart attacks could be averted annually, saving billions of dollars in direct medical costs.

 

Sources: 

Lightwood JM, Glantz SA. Declines in acute myocardial infarction after smoke-free laws and individual risk attributable to secondhand smoke. Circulation. 2009 Oct 6;120(14):1373-9. Epub 2009 Sep 21.



Meyers DG, Neuberger JS, He J. Cardiovascular effect of bans on smoking in public places: a systematic review and meta-analysis. Am Coll Cardiol. 2009 Sep 29;54(14):1249-55.
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Institute of Medicine Report: Secondhand Smoke

Exposure & Cardiovascular Effects

J Purpose
» To assess the relationship between secondhand
smoke exposure and acute coronary events
] Conclusions
» Secondhand smoke causes heart attacks PO W\ ...

» Even brief secondhand smoke exposure could deii s bl
trigger a heart attack

» Smoke-free laws prevent heart attacks and save
lives

J Concurred with 2006 Surgeon General’s
Report

» Secondhand smoke exposure increases the risk of
coronary heart disease by 25-30 %
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Last month the IOM released a report on secondhand smoke and cardiovascular effects.  The report concluded that secondhand smoke causes heart attacks.

Also, IOM concluded that 



Even brief secondhand smoke exposure could trigger a heart attack; and

Smoke-free laws prevent heart attacks and save lives



The report also concurred with the findings from the 2006 Surgeon General’s Report that there is an approximate 25 to 30 percent increase in the risk of coronary heart disease from exposure to secondhand smoke


Proportion of U.S. Population Covered by

Local and State Smoke-Free Laws, 2000-2009
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Today 21 states and D.C. have laws that prohibit smoking in workplaces, restaurants, bars and other public places. And while we have made progress over the last decade, almost 100 million Americans are still exposed to secondhand smoke. Those disproportionately affected include those in blue collar jobs and hospitality workers such as bar and casino employees. We also see significant geographic gaps in coverage as no southeastern state has a comprehensive statewide law. 

Increasing the number of states with smoke-free laws will save lives.�

Note: 29 states do not have smoke-free policies, and 12 states preempt local communities from passing smoke-free ordinances.






Aggressive Media Campaigns

- Media campaigns
» Reduce youth initiation
» Encourage cessation

» Increase negative attitudes toward
tobacco use



Presenter
Presentation Notes
Aggressive counter-marketing campaigns increase negative attitudes about tobacco, can impact youth initiation and encourage smokers to quit.



Research tells us that advertising that has emotional appeal is very effective.  Let me share with you a version of this ad, from Australia, played in New York City earlier this year and garnered significant media attention. 



[PLAY AD] 
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[This will be an embedded video of the Separation ad.]


The Impact of Cessation

- Presently: 46 million U.S. smokers
» 70% of smokers want to quit
» 40% try to quit each year
» Only 2% call state or national quitlines

] Tobacco cessation works best when combined with
» Significant tax and price increases
» Comprehensive smoke-free policies
» Advertising, promotion and sponsorship bans
» Aggressive counter-advertising
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About 70% of the 45 million US smokers want to quit, and over 40% of the smokers in this country try to quit each year. Only 2% of people who want to quit, access their state or national quitline for free help.



Most smokers continue their addictive habit until the health effects become serious enough to force them to quit.  



Treating tobacco dependence has historically been a top priority.   But cessation funding should be examined in context.  While cessation programs can be effective in helping individual smokers quit, the costs to achieve the desired impact are much larger than other interventions.  



To effectively decrease prevalence, cessation must be part of a larger comprehensive tobacco control program.


=)
Quitline Counseling Alone or with Medication

Significantly Increases 6-Month Abstinence Rates
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Rockville (MD): U.S. Department of Health and Human Services, Public Health Service; 2008 May.
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Still, it is important to provide affordable cessation services for all smokers who want to quit.

Today, almost all quit attempt are being made without help, but very few of these unaided attempts are successful.  

Counseling through a telephone quit line can significantly increase success rate

There is a much greater effect when quit line counseling is combined with medication.

We need to expand access to all cessation services, such as services covered through health insurance, to reach more smokers who want to quit. 

Services need to made more accessible to low income, less educated, and non-English speaking tobacco users.


Adult and Youth Smoking Prevalence

In New York City
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So how do all of these interventions work together?



In 2002, New York City began a tobacco-control program that combined multiple interventions. 



As a result, from 2001 to 2007, youth smoking rates shown on the gold line were cut by more than 50%. 



At the top of the slide shown in the blue line, note that adult smoking rates had not declined for almost a decade but decreased sharply over the six years that the program has been implemented. Adult smoking rates decreased from 21.6% to 15.8% from 2002 to 2008. 



This decrease in adult smoking in New York City since 2002, represents a larger decline than in the United States overall, and means there are 350 thousand fewer smokers in New York City. 



New York proves that when we combine interventions and increase tobacco control funding across the board, we will be able to reach our targets, so that by 2020, adult smoking rates in the U.S. could be cut in half, and youth smoking rates could decline by 75%.


Opportunities Moving Forward
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The retail environment is the only major channel remaining for tobacco advertising and promotion, and until now, that has been largely unregulated. We also know that there is a higher density of retail outlets and advertising dollars spent in African American communities.



We are optimistic because FDA now has the authority to regulate the content, sales, and marketing of tobacco products,  all of which the tobacco industry manipulates in order to reach youth. Tobacco regulation, combined with the interventions I have detailed today, will help move us closer toward ending the tobacco use epidemic.



Now I’d like to introduce Captain Matthew McKenna, acting director of the Office on Smoking and Health, who will tell us about efforts to control tobacco globally and what we might learn from those experiences. 


INTERNATIONAL ADVANCES
IN TOBACCO CONTROL
THROUGH POLICY AND REGULATION

CAPT Matthew T. McKenna, MD, MPH
Acting Director
Office on Smoking and Health, NCCDPHP
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Good morning.


Tobacco Is Now the World’s
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Tobacco use is now the world’s single leading preventable cause of death. It kills more people than AIDS, TB, and malaria combined, and unlike these other major killers, the number of deaths from smoking is increasing.  

 

Today, worldwide deaths from tobacco exceed 5 million a year.  Unchecked, they will exceed 8 million a year by 2030.

 




Projected Deaths Attributable to Tobacco
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With the tobacco industry exploiting vast new global markets, the epidemic has shifted and the highest burden of tobacco-caused deaths is now in the developing world.  

 

In fact, 80% of the 5.4 million annual tobacco related deaths are in developing countries.

 

 




Nearly 2/3 of the World’s Smokers

Live in Just 10 Countries

0% More than 40% live in just 2 countries

Proportion of smokers in the world
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Source: WHO MPOWER Report 2008.
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10 countries are home to two-thirds of the world’s smokers.  China and India together comprise 37% of the world’s population and 40% of the world’s smokers

 

 




There ARE Effective and Proven Strategies

] 100,000,000 global deaths can be prevented by
the end of the century through a group of
policy and regulatory interventions

- This number of lives saved is possible through
a modest prevalence decline (from 25% to
20%), using the assumption that 1/3 of users
will die from smoking-related diseases

Source: Frieden T, Bloomberg M. How to prevent 100 million deaths from tobacco, Lancet 2007; 369: 1758—61.
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Yet we know there are effective and proven strategies that can save millions of lives.  As the 2007 Lancet article by Frieden and Bloomberg argues, we can prevent a hundred million global deaths before the beginning of the next century if prevalence declines from 25% to 20%, assuming that one-third of users will die from smoking-related diseases.  And we can achieve this modest prevalence decline through policy and regulation. 

 

We know what needs to be done to turn the tide on the epidemic.  However, progress worldwide has, so far, been incomplete. 

 

 




IV I tobacco use
and prevention policies

Protect people from
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To help countries improve their results, WHO developed a technical package called MPOWER. The components are: 

 

M represents monitoring policies, programs, and tobacco use.  This is the area where CDC has focused much of its global contributions - through management of the Global Tobacco Surveillance System.

 

P represents protecting people from 2nd hand smoke through smoke-free regulation

 

O is offering help to quit through treatment programs for nicotine addiction 

 

W deals with warning about the dangers of tobacco use through counter-marketing such as warning labels on tobacco packaging 

 

E relates to enforcing regulations on tobacco marketing and 

 

R is raising taxes on tobacco, the intervention most certain to reduce consumption.

 

Next, we’ll review the effective policies and regulations in more depth and look at the global status in relation to those policies.

 

 




Smoke-Free Areas
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We have already heard about seminal reports confirming the importance of smoke-free policies. 

 

As you look at this map, though, you’ll see that many countries – all those shown in green – lack comprehensive nationwide smoke-free policies in public places.  In 2008, only the 8 countries in yellow had a complete indoor smoking ban that covered all public places - Uruguay, Turkey and New Zealand to name 3. 

 

Some countries we might not expect, like Italy, France and Ireland have passed strong bans.  However, countries with good laws don’t always have good enforcement. In a 2008 WHO report, only one-third of the countries with strong smoke-free laws were deemed as having even moderate enforcement by a panel of experts. 



�


=
Public Support for Comprehensive Smoking Bans

In Bars and Restaurants after Implementation
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Source: WHO MPOWER Report 2008.
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Smoke-free regulation is a real area of opportunity. Besides being a simple and low-cost way to protect the population, smoking bans receive strong public support, whether in New York or New Zealand.

 

In many cases, support for smoke-free policies increases, even among smokers, after policies go into effect. 


Impact of Pictorial Warnings on

Brazilian Smokers
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Warning labels are another opportunity for global progress.   Effective warning labels must:

 Be large, with dramatic images 

 Include specific health warnings

 Be changed out periodically; and

 Ban deceptive terms such as “light” and “low tar”

 

In Brazil, over half of those surveyed said they changed their opinion about the health consequences of smoking after seeing graphic warning labels.  Close to 70% of Brazilian smokers said they wanted to quit as a result of the labels and over 70% approved of these hard-hitting images.



 

 

 




Health Warning Labels

Size of Health Warnings
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This map looks at the variable of warning label size.  Countries in red, such as Canada, Brazil and Australia, have led the way but many countries have no requirements (such as China) or have warning labels consuming less than one-third of the pack (Russia).

 

In the next few years the new FDA regulation will lead to bigger, stronger warning labels in the US that include graphic images over the top half of the front and back of each package. 


Marketing Bans

Marketing Bans* 2007
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Regulating tobacco advertising and promotion is another effective way to reduce tobacco prevalence. 

 

However, as you can see on this map, there’s still work to do.  The countries in light purple have no bans, and while  those in dark purple may prohibit ads in certain media, such as television and radio, they don’t have comprehensive bans.   Only the aqua countries, such as South Africa and Yemen, have complete marketing bans in place.  It should be noted, though, that these countries do not have constitutional commercial speech protections.

�
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The most effective advertising bans are comprehensive ones that prevent tobacco companies from moving spending from one advertising category to another. This graph shows a 9 times faster reduction in consumption in a group of 14 countries with a comprehensive ad ban vs. countries without.
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Tobacco Prices

and Consumption
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Source: Walbeek C. 2003. Tobacco excise taxation in South Africa. (left graph)

Source: Aloui O. 2003. Analysis of the economics of tobacco in Morocco. (right graph)
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As we heard earlier from Terry, raising the price of tobacco products is one of the most effective ways to reduce tobacco use. Price affects consumption in the U.S….and the same is true for S. Africa, and Morocco.  This speaks to a worldwide phenomenon: when price goes up, cigarette consumption and smoking rates go down. 

 

 




Tobacco Prices and Taxes
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As discussed earlier, the focus of tobacco taxes should be on “affordability.” The MPOWER Goal is to achieve a tax that is at least 75% of the total cigarette price – noted by countries in red on this slide.

 

Unfortunately, if taxes don’t keep up with inflation, the effect is essentially lost.  Even in some countries where the tax rate constitutes 60% or more of the sales price, such as Mexico, India, and the United Kingdom, the real price of cigarettes declined between 2002 and 2007. This is small circles tagging the countries on this slide.  
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There are bright spots and shining examples, but the share of the world covered by effective tobacco control policies is still quite low. 8% or less of the world’s population benefits from complete or comprehensive interventions. 

 

In the U.S., we have made good progress in cessation services and we will have enhanced warning labels in a few years.  But we have more ground to cover when it comes to protecting everyone from secondhand smoke exposure, enforcing advertising bans, and raising cigarette prices. 

 

In our favor is the fact that we are beginning to see a matching of strategies with resources.  Significant investment by the Bloomberg Philanthropies and the Gates Foundation in recent years means that we will realize more and more of the payoff of effective tobacco control.  

�


Global Tobacco Surveillance System, 1999-2009
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Let me conclude with the most prominent CDC contributions and successes in the global tobacco control arena.  We have made enormous strides in CDC’s specialty of monitoring, surveillance and evaluation. 



This year CDC celebrated the 10th anniversary of the Global Tobacco Surveillance System. The Youth Survey has been completed in 163 countries and most of them have conducted GYTS nationally, thus more red and pink on this map than green. 14 countries conduct the newer Adult Survey, which is always conducted nationally.  The addition of GATS in a country is indicated by the darker shading of either color.  

  	

The key point is that we now have a thriving global surveillance system covering most of the world and positioned to play a key role in measuring and managing the epidemic in the coming years.



I’d like to now introduce Dr. David Ashley to discuss the promise inherent in regulating tobacco product content and design. 




PRODUCT REGULATION -
DOES IT FIT INTO TOBACCO CONTROL?

%

.

CAPT David L. Ashley, Ph.D.
Chief, Emergency Response and Air Toxicants Branch
Division of Laboratory Sciences
National Center for Environmental Health, NCEH
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Good Morning.

Today I will be speaking on how product regulation fits into tobacco control.


Product Regulation

- Why are differences in the design, packaging and
marketing of the product important?

] How can product regulation reduce morbidity and
mortality from tobacco use?

] How do we make sure that changes to the product
benefit public health?
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My talk will be addressing three questions …



We – CDC and FDA together


Some Tobacco Products Are Designed
to Appeal to Youth

- Flavoring

J Nicotine control
1 Marketing of sophistication

- Image of smoking
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Because tobacco products kill so many of their users, it is necessary to appeal to the next generation to attract new tobacco users



To do that…  



Products have been designed to appeal to youth through

Applying candy-like and exotic flavorings

Controlling the form of nicotine so that the emissions are smoother and easier for novices to start

Marketing sophistication to attract those developing their own self-image

And presenting a cool and classy image of smoking






o0 O O

Targeted Engineering of Tobacco Products

Modifying the product (ventilation) to appear to lower
delivery

Developing complex sensory properties that encourage
continued use

Developing nicotine in a form that is more addictive
Providing false promises to health conscious smokers

Producing products that can be used when smokers
cannot smoke to provide ways to keep smoking

VA
AN OpeN LETTER TD AMERICAN SMOKERS:
OMNL THE FIRST REDUCED
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But, maintaining users can be equally challenging. There are many factors that might lead users to quit.



To prevent people from quitting, products have been engineered to maintain addiction by…



Modifying the product through ventilation so that they appear to have lower delivery

Developing complex sensory properties that encourage continued use

Developing nicotine in a form that is more addictive 

Providing false promises to health conscious smokers who might consider quitting

Producing products that can be used when smokers cannot smoke, to provide ways to maintain their use


Tobacco Product Complexity

- Many different forms of
tobacco products

- Approximately 1,500
cigarette brand variants

J More than 4,000 chemicals
In tobacco smoke
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These efforts at engineering the product have resulted in both a complex product and market



There are many different products available besides cigarettes and traditional smokeless – waterpipes, kreteks, bidis, dissolvables, snus, and a wide variety of non-smoked products



There are approximately 1500 different cigarette brand variants in the United States alone

There are more than 4000 chemicals present in tobacco smoke.

And tobacco products are not all the same

They each present specific challenges and questions

This is a very complex set of toxic and addictive products


Design of Tobacco Products

Determines Levels of Toxic Compounds
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The design of tobacco products greatly impacts the levels of toxic chemicals to which people are exposed



The data in this slide shows that the levels of the carcinogenic tobacco-specific nitrosamines vary by a factor of 20 in cigarettes as a result of using multiple types of tobacco which are found in cigarettes in different countries.



For example, because of differences in the blend of tobacco used and the curing methods, carcinogenic tobacco–specific nitrosamine levels in Marlboro cigarettes in China are a factor of 22 higher than in the Chinese brand Hongtashan.


Design of Tobacco Products

Determines Levels of Addictive Compounds
Marlboro Sales and Smoke pH: 1964 through 1972
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The design of tobacco products also greatly impacts the levels of addictive chemicals to which people are exposed.



This slide shows the association between the sales of Marlboro cigarettes and smoke pH between the years 1964 and 1972.  This was the time period when Marlboro cigarettes rose from a limited market seller to the highest selling cigarette in the United States.



pH is an adjustable product design feature which influences the levels of the more addictive form of nicotine, commonly called free or freebase nicotine.  In the same way that the freebase of cocaine is more addictive, the freebase form of nicotine is more addictive.  The adjustment of pH results in much higher sales of the product that can deliver the right amount of freebase nicotine to the tobacco user.


How Can Product Regulation Reduce Morbidity

and Mortality from Tobacco Use?

] Use product standards to make the products
less appealing to youth

- Prevent changes to the products that make
them more addictive or toxic

] Use product standards to reduce exposure to
toxic and addictive emissions of people who
continue to use the products
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So, what can be done about product features that impact the toxicity and addiction of the product?



There are no product standards now, but



For the first time, with product regulation, we can…
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This slide shows the levels of free nicotine in 40 different smokeless tobacco products in the United States. Each point of the curve represents a different smokeless tobacco product.



In these products, pH has been modified to create graduated free nicotine levels.

Youth start with low free nicotine products which are less harsh and encourage experimentation.

Then, when the nicotine no longer meets their needs, they graduate to levels that are much more likely to sustain addiction.



Product standards can make the products less appealing to youth.  If low free nicotine starter brands are removed from the market, it will be harder for youth to start down this road to tobacco use.  This may not stop all smokeless experimentation, but it could have a significant impact.
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With regulation of tobacco products, they can no longer be altered without completely evaluating the impact of the changes on public health.



This slide shows levels of free nicotine in Skoal Bandits between January 1999 and May 2007.  Sometime between August 2004 and December 2006, the levels of free nicotine in the products we measured were changed from a starter product to a higher free nicotine product (pointer).



This was done without assessing the impact on public health or informing users.  They did not announce "Now, more addictive".



With tobacco product regulation, before changes like this can be made, the impact on public health must be assessed.


= Set Effective Product Standards

to Reduce Exposure to Carcinogenic Nitrosamines:
Higher Lung Cancer Rates Are Associated with Higher Levels of NNAL
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Product standards can be used to reduce exposure to toxic emissions in people who continue to use the products.



This slide shows an association between levels of the carcinogenic nitrosamine NNK and its biomarker NNAL in cigarette smokers from five different sites.



Recent research by others has shown an association between urine NNAL and lung cancer risk.



The design of the cigarettes may be leading to a higher lung cancer risk in the United States compared to other countries. 



By setting product standards, we will be able to lower exposure to toxic and carcinogenic emissions in people who continue to use the product.


How do We Make Sure that Changes to the

Product Benefit Public Health?

1 Monitor the impact of product regulation

1 Develop clear messages and communicate
about product risk

J Prevent use of product messages to imply
safety without scientific validation
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Before we enforce product standards, we must be prepared to do three things to prevent the mistakes we have made in the past.



We must…


=
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We already have systems in place at CDC to conduct surveillance on the impact of regulatory actions.



This is illustrated in this slide which shows the decreased exposure to secondhand smoke in nonsmokers, largely resulting for instituting state and local laws preventing indoor smoking in public places. 




Product Regulation: Next Steps

 Expand surveillance to collect baseline data on smokers

. Monitor for changes to the product which may be altered
to circumvent product regulations

1 Develop clear messages regarding the meaning of
meeting these standards, particularly that it does not
mean the product is now safe

1 Develop ways to prevent product standards from being
used to promote tobacco use
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The same can be done to measure the exposure of smokers to ensure that the product standards are having the desired effect. We need to expand this surveillance activity to collect baseline data on smokers as a comparison for the period after product standards go into place.



Continued vigilance is also needed to monitor for changes to the product which may be altered to circumvent product regulations.



We must also work with experts to develop clear messages explaining what it means for a product to meet these standards, particularly that it does not mean the product is now safe.  And we need effective means of communicating these messages.



And, we must develop ways, based on effective strategies from other public health actions, to prevent product standards from being used to promote tobacco use.

 

So, in conclusion, using the lessons we have learned from past experiences, keeping a watchful check on the changes in tobacco users and the product that result from regulation, and developing and communicating clear health messages, product regulation can be an integral part of our effort to reduce the morbidity and mortality from tobacco use, especially for those who continue to use tobacco products.



I would now like to introduce Dr. Lawrence Deeton, the Director of FDA's new Center for Tobacco Products who will give an overview of the Family Smoking Prevention and Tobacco Control Act.




OVERVIEW OF THE FAMILY SMOKING
PREVENTION AND TOBACCO CONTROL ACT

Lawrence Deyton, MD, MSPH
Director
The Center for Tobacco Products
Food and Drug Administration




President Barack Obama,
June 22, 2009, signing the
Family Smoking Prevention
and Tobacco Control Act.

“This legislation is a victory for bipartisanship, and it was
passed overwhelmingly in both Houses of Congress. It's a
victory for health care reform, as it will reduce some of the
billions we spend on tobacco-related health care costs in this
country. It's a law that will reduce the number of American
children who pick up a cigarette and become adult smokers.
And most importantly, it is a law that will save American lives
and make Americans healthier.”




Public Health and FSPTCA

] Passage of the FSPTCA is a significant new
component of the larger goal of tobacco control

- Still a lot of work ahead of all of us

J Presents opportunities for all of us in public health
to increase action on tobacco control at every level.

J FSPTCA established a new standard for FDA: to
regulate tobacco products based on a public health
and population health standard




FDA Tobacco Control Goals

- Prevent youth tobacco use
] Help adults who use tobacco to quit

- Promote public understanding of contents and
consequences of use of tobacco products

1 Develop science base and begin meaningful product
regulation to reduce the toll of tobacco-related
disease, disability, and death




Authority Granted Under FSPTCA

SEC. 102. FINAL RULE.

J Requires Secretary to issue a final rule (on first Federal
Register publication date six months after enactment)
regarding advertising of, and access to, tobacco products.

] Requires that the rule become effective one year after
enactment.

[ Requires the final rule to be identical to the advertising and
access regulations promulgated by FDA in 1996, except as
specifically provided.

J Authorizes the Secretary to modify the final rule, but provides
that such modification shall be through the normal rule making

Process.
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Product Standards: FDA authorized to publish product standards when needed to protect public health



Pre-Market Approvals: FDA required to review and approve all products developed after February 2007



Reporting of Ingredient/Constituent Data: Information on chemicals in tobacco products and tobacco smoke will be used to understand tobacco addiction and to design standards for new tobacco products.



Advertising standards and warning labels: Through the proposed 1996 Rule, FDA will limit advertising practices that target youth.



Enforcement authority: Under the new legislation, FDA will be able to act quickly and effectively to remove dangerous and misleading products. 


Authority Granted Under FSPTCA

SEC. 904. SUBMISSION OF HEALTH INFORMATION TO
THE SECRETARY.

J Requires manufacturers or importers to submit information to
the Secretary, under various timeframes, on—

» tobacco product ingredients;
» nicotine content;

» research on the health and physiological effects of tobacco
product use; and

» marketing practices and effectiveness.
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Product Standards: FDA authorized to publish product standards when needed to protect public health



Pre-Market Approvals: FDA required to review and approve all products developed after February 2007



Reporting of Ingredient/Constituent Data: Information on chemicals in tobacco products and tobacco smoke will be used to understand tobacco addiction and to design standards for new tobacco products.



Advertising standards and warning labels: Through the proposed 1996 Rule, FDA will limit advertising practices that target youth.



Enforcement authority: Under the new legislation, FDA will be able to act quickly and effectively to remove dangerous and misleading products. 


Authority Granted Under FSPTCA

SEC. 905. ANNUAL REGISTRATION.

 Requires annual registration, with the Secretary, of each
establishment in the U.S. engaged in the manufacture,
preparation, compounding, or processing of tobacco products.
FDA must inspect registered establishments at least every two
years.

- "Substantial equivalence.” Any registered establishment
planning to introduce a new tobacco product (not commercially
marketed in the U.S. as of February 15, 2007) must report to the
Secretary how the product is "substantially equivalent” to a
tobacco product marketed as of such date, or to a product
marketed after such date which meets applicable requirements.

d If not "substantially equivalent", product must undergo
premarket review as a new tobacco product, under section 910.
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Presentation Notes
Product Standards: FDA authorized to publish product standards when needed to protect public health



Pre-Market Approvals: FDA required to review and approve all products developed after February 2007



Reporting of Ingredient/Constituent Data: Information on chemicals in tobacco products and tobacco smoke will be used to understand tobacco addiction and to design standards for new tobacco products.



Advertising standards and warning labels: Through the proposed 1996 Rule, FDA will limit advertising practices that target youth.



Enforcement authority: Under the new legislation, FDA will be able to act quickly and effectively to remove dangerous and misleading products. 


Authority Granted Under FSPTCA

SEC. 907. TOBACCO PRODUCT STANDARDS.

a

Artificial and natural flavors banned. Prohibits, three months after
enactment, any cigarette from containing characterizing fruit flavors,
herbs or spices (including clove). Menthol is expressly excepted from the
prohibition, but still subject to Secretarial action.

Secretary can restrict flavors not specifically identified. The
Secretary may take action under this or other sections against menthol or
any other flavoring, herb, or spice not included in the prohibited list.

Other standards possible. The Secretary can adopt other tobacco
product standards as the Secretary determines appropriate for protecting
public health, including for nicotine yields and reduction or elimination of
other constituents.

Menthol cigarettes and dissolvable tobacco products. The
Secretary must refer the issues of menthol in cigarettes and dissolvable
tobacco products to the Tobacco Products Scientific Advisory Committee
for report and recommendations within one year (with respect to menthol)
and within two years (with respect to dissolvable tobacco products).
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Product Standards: FDA authorized to publish product standards when needed to protect public health



Pre-Market Approvals: FDA required to review and approve all products developed after February 2007



Reporting of Ingredient/Constituent Data: Information on chemicals in tobacco products and tobacco smoke will be used to understand tobacco addiction and to design standards for new tobacco products.



Advertising standards and warning labels: Through the proposed 1996 Rule, FDA will limit advertising practices that target youth.



Enforcement authority: Under the new legislation, FDA will be able to act quickly and effectively to remove dangerous and misleading products. 


Authority Granted Under FSPTCA

SEC. 910. APPLICATION FOR REVIEW OF CERTAIN
TOBACCO PRODUCTS.

O Premarket review required for new tobacco products (i.e.,
not commercially marketed as of February 15, 2007, or
modified after that date);

J Substantial equivalence. Premarket review NOT required

for new tobacco products "substantially equivalent” to
products on market as of February 15, 2007, or exempt from
"substantial equivalence" requirements by regulation;
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Product Standards: FDA authorized to publish product standards when needed to protect public health



Pre-Market Approvals: FDA required to review and approve all products developed after February 2007



Reporting of Ingredient/Constituent Data: Information on chemicals in tobacco products and tobacco smoke will be used to understand tobacco addiction and to design standards for new tobacco products.



Advertising standards and warning labels: Through the proposed 1996 Rule, FDA will limit advertising practices that target youth.



Enforcement authority: Under the new legislation, FDA will be able to act quickly and effectively to remove dangerous and misleading products. 


Authority Granted Under FSPTCA

SEC. 911. MODIFIED RISK PRODUCTS.

 Described. Modified risk products are tobacco products
characterized as 'light," ‘'mild,"' or 'low," or otherwise for use to
reduce harm or the risk of tobacco-related disease associated
with other tobacco products.

J Conditions for marketing. Modified risk products can only
be marketed if the Secretary, after reviewing a product
application, determines that the product:

» will significantly reduce harm and the risk of tobacco-related disease to
individual users (compared to other tobacco products), and

» benefit the health of the population as a whole, taking into account the
Impact on both users and nonusers of tobacco products.

 Not "modified risk products". “Smokeless” tobacco products are
not modified risk products, nor are products approved by FDA as
drugs or devices for treatment of tobacco dependence.
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Product Standards: FDA authorized to publish product standards when needed to protect public health



Pre-Market Approvals: FDA required to review and approve all products developed after February 2007



Reporting of Ingredient/Constituent Data: Information on chemicals in tobacco products and tobacco smoke will be used to understand tobacco addiction and to design standards for new tobacco products.



Advertising standards and warning labels: Through the proposed 1996 Rule, FDA will limit advertising practices that target youth.



Enforcement authority: Under the new legislation, FDA will be able to act quickly and effectively to remove dangerous and misleading products. 


Authority Granted Under FSPTCA

SEC. 917. TOBACCO PRODUCTS SCIENTIFIC ADVISORY
COMMITTEE.

[ Requires the Secretary, within 6 months after enactment, to
establish the Tobacco Products Scientific Advisory Committee.

J The Committee will submit reports or recommendations on:

» The impact of the use of menthol in cigarettes on the public health,
including such use among children, African Americans, Hispanics and
other racial and ethnic minorities

» The nature and impact of the use of dissolvable tobacco products on
the public health, including such use on children

» The effects of the alteration of nicotine yields from tobacco products
and whether there is a threshold level below which nicotine yields do
not produce dependence on the tobacco product involved

» Any application submitted by a manufacturer for a modified risk
tobacco product
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Product Standards: FDA authorized to publish product standards when needed to protect public health



Pre-Market Approvals: FDA required to review and approve all products developed after February 2007



Reporting of Ingredient/Constituent Data: Information on chemicals in tobacco products and tobacco smoke will be used to understand tobacco addiction and to design standards for new tobacco products.



Advertising standards and warning labels: Through the proposed 1996 Rule, FDA will limit advertising practices that target youth.



Enforcement authority: Under the new legislation, FDA will be able to act quickly and effectively to remove dangerous and misleading products. 


Authority Granted Under FSPTCA

SEC. 201. CIGARETTE LABEL AND ADVERTISING WARNINGS.

J Amends the Federal Cigarette Labeling and Advertising Act to
specify nine new required warning labels, one of which must
appear on cigarette packages and advertisements within 1 year
of enactment.

J The warnings must comprise the top 50 % of the front and rear
panels of the package and at least 20% of the related
advertisements.

] Requires the Secretary to issue regulations requiring color
graphics depicting the negative health effects of smoking, to
accompany the written warnings.



Presenter
Presentation Notes
Product Standards: FDA authorized to publish product standards when needed to protect public health



Pre-Market Approvals: FDA required to review and approve all products developed after February 2007



Reporting of Ingredient/Constituent Data: Information on chemicals in tobacco products and tobacco smoke will be used to understand tobacco addiction and to design standards for new tobacco products.



Advertising standards and warning labels: Through the proposed 1996 Rule, FDA will limit advertising practices that target youth.



Enforcement authority: Under the new legislation, FDA will be able to act quickly and effectively to remove dangerous and misleading products. 


State and Local Involvement & Coordination

 The Secretary shall contract with the States in
accordance with this paragraph to carry out inspections of
retailers within that State in connection with the enforcement of
this Act.

] State and local activities. Requires the Secretary, within
three months of enactment, to inform State, local, and tribal
governments of their authorities with respect to tobacco
products as provided under this Act.

J Community Assistance. Permits communities to seek

assistance from the Secretary to prevent underage tobacco
use.




State and Local Involvement & Coordination

J FDA bridge to state tobacco control programs

J The tobacco control efforts in place in states and
localities are crucial

1 FDA will seek opportunities to support state
activities related to the FSPTCA




Intra-HHS Coordination

- Assistant Secretary for Health

 CDC: Surveillance, epidemiology, product analysis
» Office on Smoking and Health

» National Center for Environmental Health

J SAMHSA: Tobacco outreach and surveillance

- NIH: Tobacco Research Topics
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Dr. Koh helped to coordinate teleconference with State Health Officers, and collaborated on FDA roll-out of flavored cigarette ban for prevention of youth smoking (9/21)



CDC has provided a full-time detail to CTP in order to facilitate communication across centers




Major Accomplishments To Date

June
FSPTCA signed into law

July
Listening session with State and local officials

August

Established the Center for Tobacco Products
Established the Scientific Advisory Committee
Created the User Fee Program

September

Listening sessions with public health advocates and tobacco industry
Hired and introduced Center Director
Enacted the ban on flavored cigarettes

October/November

Issued Final Guidance on Registration and Listing (section 905)
Issued Draft Guidance on Ingredient Submission (section 904)
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Ongoing activities in Human Resources:

Development and approval of senior level SES positions (Deputy, Assoc. for Management, Policy, Regulations, and Science)

Development of 35 PD’s

Hiring plan for the first year (150 FTE)



Ongoing activities in Science:

Registration and listing system 


Regulatory Deadlines: Next Steps

January 2010
April 2010
July 2010
July 2010

October 2012

Industry ingredient submission
Reissuance of 1996 Rule
Ban on misleading marketing terms

Smokeless tobacco warning labels

Cigarette warning labels
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By January 2010, tobacco manufacturers and importers will submit information to FDA about ingredients and additives in tobacco products. 

By April 2010, FDA will reissue the 1996 regulation aimed at reducing young people’s access to tobacco products and curbing the appeal of tobacco to the young. 

By July 2010, tobacco manufacturers may no longer use the terms "light," "low," and "mild" on tobacco products without FDA approval. 

By July 2010, warning labels for smokeless tobacco products will be revised and strengthened. 

By October 2012, warning labels for cigarettes will be revised and strengthened. 


Challenges and Opportunities

J FDA regulatory authority new to this industry
] Creating a major new regulatory organization
1 Meeting aggressive statutory deadlines

] Striving to meet diverse expectations from
stakeholders

] Collaborating with state and local agencies on
tobacco control

] Establishing effective and interactive channels for
public communication, education and outreach with
all stakeholders
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Meeting aggressive statutory deadlines (average length for final rule 3 years):

Creation/Adaptation of User Fee Billing and Collection System in 3 months

Issue FDA’s 1996 rule in 6 months

Creation of industry registration and product ingredient listing system in 6 months

Create premarket review program in 2 years

Publish 7 other regulations in first 4 years



Public communication and outreach: Awareness of “issue fatigue”






PUBLIC HEALTH GRAND ROUNDS

C ok
1Ce OI tne
e r e e e

Jirector

November 18, 2009 A
) \- Wit




	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Continuing Education Credits
	CME Planning Committee 
	Slide Number 7
	Public Health Impact of �Tobacco Product and Advertising Regulation�
	Family Smoking Prevention and �Tobacco Control Act of 2009
	Centers for Disease Control and Prevention
	Roles for CDC in Tobacco Product Regulation
	Outline
	OVERVIEW OF TOBACCO CONTOL�IN THE UNITED STATES
	About 443,000 U.S. Deaths Per Year �Attributable to Cigarette Smoking
	Slide Number 15
	Evidence-Based Interventions
	Total Funding for State Programs�Adjusted to FY2008 Dollars
	State Status Toward Reaching CDC-Recommended Funding Levels —FY2009 
	Cigarette Sales and Cigarette Prices�United States, 1970-2007
	State Cigarette Excise Tax Rates - 2000
	State Cigarette Excise Tax Rates - 2001
	State Cigarette Excise Tax Rates - 2002
	State Cigarette Excise Tax Rates - 2003
	State Cigarette Excise Tax Rates - 2004
	State Cigarette Excise Tax Rates - 2005
	State Cigarette Excise Tax Rates - 2006
	State Cigarette Excise Tax Rates - 2007
	State Cigarette Excise Tax Rates - 2008
	State Cigarette Excise Tax Rates - 2009
	State Cigarette Excise Tax Rates - 2009
	Slide Number 31
	Slide Number 32
	Institute of Medicine Report: Secondhand Smoke Exposure & Cardiovascular Effects�
	Proportion of U.S. Population Covered by �Local and State Smoke-Free Laws, 2000-2009
	Aggressive Media Campaigns
	Slide Number 36
	The Impact of Cessation
	Quitline Counseling Alone or with Medication Significantly Increases 6-Month Abstinence Rates
	Slide Number 39
	Opportunities Moving Forward
	Slide Number 41
	Tobacco Is Now the World’s �Leading Preventable Cause of Death
	Slide Number 43
	Nearly 2/3 of the World’s Smokers �Live in Just 10 Countries
	There ARE Effective and Proven Strategies
	Slide Number 46
	Smoke-Free Areas
	Public Support for Comprehensive Smoking Bans in Bars and Restaurants after Implementation
	Impact of Pictorial Warnings on �Brazilian Smokers
	Health Warning Labels
	Marketing Bans
	Comprehensive Advertising Bans �Amplify Other Interventions
	Slide Number 53
	Tobacco Prices and Taxes
	No More Than 8% of the World’s People Are Covered by Even One Effective Tobacco Control Policy
	Slide Number 56
	PRODUCT REGULATION – �DOES IT FIT INTO TOBACCO CONTROL?
	Product Regulation 
	Some Tobacco Products Are Designed �to Appeal to Youth
	Targeted Engineering of Tobacco Products
	Tobacco Product Complexity
	Nitrosamines in cigarette tobacco vary �by more than factor of 20
	Design of Tobacco Products�Determines Levels of Addictive Compounds�Marlboro Sales and Smoke pH: 1964 through 1972
	How Can Product Regulation Reduce Morbidity and Mortality from Tobacco Use?
	Remove Low Free-Nicotine Smokeless �Tobacco Starter Brands �Help Block This Pathway to Addiction
	Prevent Changes in Critical Properties �without Assessing the Public Health Impact
	Set Effective Product Standards �to Reduce Exposure to Carcinogenic Nitrosamines: Higher Lung Cancer Rates Are Associated with Higher Levels of NNAL
	How do We Make Sure that Changes to the Product Benefit Public Health?
	Slide Number 69
	Product Regulation: Next Steps
	Slide Number 71
	Slide Number 72
	Public Health and FSPTCA
	FDA Tobacco Control Goals
	Slide Number 75
	Slide Number 76
	Slide Number 77
	Slide Number 78
	Slide Number 79
	Slide Number 80
	Slide Number 81
	Slide Number 82
	�State and Local Involvement & Coordination
	Slide Number 84
	Intra-HHS Coordination
	Major Accomplishments To Date
	Regulatory Deadlines: Next Steps
	Challenges and Opportunities 
	Slide Number 89

