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Outline for presentation

 Background
 Objective for presentations
 Importance of maintaining consumer satisfaction
 Ingredient disclosure – why it is different this time
 Conclusions
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Background

 We have had over seven months of FDA regulation
 Creation of Center for Tobacco Products (CTP)
 Initial flurry of activity– ban of certain flavored cigarettes
 Other actions on product-related issues

 Postponement of deadlines (ingredient reporting, nicotine reporting in 
cigarette tobaccos)

 Final Guidance for Industry: Listing of Ingredients in Tobacco 
Products (FDA ignored comments on bad science)

 Letters to Star Scientific, RJRT on dissolvable smokeless tobacco 
products sent on February 1

 Little affect on STPM, but not time to be complacent
 Get ahead of the curve while there is still time to ensure 

that your products will stay in compliance
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Objectives for presentation

 Explain why maintaining consumer satisfaction is 
congruent with complying with current and expected 
FDA actions and regulations

 Explain why FDA ingredient reporting should not be left 
to the last minute
 Differences with ingredient reporting to other entities
 Complexities of obtaining information and preparing data for 

submission by June 22 deadline
 Explain why doing a good job on ingredient reporting 

now can lead to increased consumer satisfaction 



CITMA1 04 FEB 10 L&A LLC 5

Importance of maintaining consumer satisfaction

 “Our consumers inspect our products stick-by-stick,”
Tommy E. Sandefur

 We want happy consumers who buy our products day-
after-day and have no reason to call the FDA

 Do you want your consumers to contact you if they have 
a concern or do you want them to send e-mail to: 
AskCTP@fda.hhs.gov (address for general consumer 
inquiries at FDA/CTP)?

 There is little likelihood of good things happening to you 
if your consumers contact the CTP



CITMA1 04 FEB 10 L&A LLC 6

Making consistent quality products

 Having GMP should be a future objective, but it
 Does not replace common sense manufacturing practices

 If it looks, smells, or feels bad, don’t let it in your plant
 If you think it is bad, don’t use it – you can’t blend-off contamination
 If it doesn’t look right, smell right, or smoke right, don’t ship it

 Does not replace keeping factory clean, infestation-free, and 
equipment in good repair
 Belting, broom bristles, insects, and moldy tobacco do not smoke well
 Foreign matter in STP can be a serious issue

 Does not replace listening to consumers and your employees
 Calls from consumers should be welcomed and rewarded, they are 

better than those from the FDA
 Train and reward employees for alerting you to problems, both real 

and potential, in your processes and products
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Keeping consumers happy

 Part of tobacco GMP may be adverse event reporting
 Adverse events could include product that has manufacturing 

defects and/or poor hedonic properties
 Defective product may also be considered misbranded and/or 

adulterated and rules forbidding misbranded and/or 
adulterated products are already in effect

 Calls from consumers may be the first clue that you have a 
problem in the marketplace
 Reward consumers for calling you
 Act promptly on the information they give you
 Use consumer feedback to improve your products

 It is always cheaper to minimize chances for defective product 
to get out than it is to recall it from the marketplace
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Timing and complexities of ingredient reporting

 Ingredient reports now due June 22, 2010
 FDA reportedly will limit focus to certain categories
 Manufacturers and importers of cigarettes, smokeless 

tobacco, and roll-your-own tobacco for consumer use
 Manufacturers and importers of tobacco (including tobacco 

leaf blends, reconstituted tobacco, and bulk smokeless 
tobacco), papers, filters (including filter rods), or pouches, 
whether such products are for further manufacturing of, or for 
consumer use as, regulated tobacco products. Products for 
consumer use include tobacco, papers, and filters sold 
separately, in kits (such as for roll-your-own tobacco), or as 
part of accessories.
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Differences with prior reporting requirements

 Differences among FDA reporting and reporting to 
DHHS under FCLAA (cigarettes) and CSTHEA (STP)
 FCLAA and CSTHEA

 Focused only on finished products sold to consumers
 Qualitative listing of ingredients added to tobacco [just ingredient 

name and Chemical Abstracts Service (CAS) registry number]
 No need to list ingredients in nontobacco materials (e.g., cigarette 

paper, filter) and packaging
 No need to list compounds formed when ingredients react with each 

other or with tobacco constituents
 No testing required except for nicotine, moisture, and pH as specified 

in CSTHEA
 FDA rules unlike FCLAA and CSTHEA require quantitative

data (e.g., amount of ingredient per cigarette)
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Example FCLAA report form for cigarettes 
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Information needed to do FDA report on John’s Special Blend 

 Blend formula and curing method for each leaf type
 Average tobacco weight per cigarette and identity and 

amount of each tobacco additive per cigarette
 Average weight of paper type used per cigarette and 

identity and amount of each paper additive per cigarette
 Cigarette paper
 Tipping paper
 Filter plug wrap

 Average weight of filter tow and identity and amount of 
each filter additives used

 Average dry weight and identity of each adhesive used 
to fabricate product 
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Other information needed for FDA report on John’s Special Blend 

 Compositions of foil innerwrap, label or FOB, packaging 
film, tear tape, and each adhesive used to estimate 
amounts and identities of packaging volatiles that will 
transfer to the product 

 Knowledge of how tobacco was processed is needed to 
estimate reaction products that will be formed
 Is all HFCS applied to burley tobacco and redried?
 Is all HFCS applied across total blend and not redried?
 How was cut tobacco dried?
 How was reconstituted tobacco prepared?

 Getting information and writing the report takes time and 
expertise; do not delay 
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Example of part of FDA ingredient reporting form
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If we report our ingredients, are we done?

 Product in the marketplace should reflect disclosures
 While analytical data from a market pick up will rarely be 

match disclosure data they should be close
 Getting certificates of analyses (C of A’s) for purchased items 

will help ensure you are making what you say you are making
 It is your job to verify that materials you are using have same 

composition as on certificates of analyses
 You need to get analytical data from suppliers that can be verified
 You will likely want to use qualified laboratory (e.g., ISO 17025) for 

analytical data needed to verify C of A’s
 The FDA may consider out-of-specification product to be 

misbranded and/or adulterated
 Consumers like correctly manufactured product
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Can we do all this and still satisfy our stakeholders?

 Meeting FDA rules and regulations will add costs
 We need to work together to minimize duplication of effort and 

the added costs of duplicated effort
 Facilities inspection
 Employee training
 On-line and off-line measurement systems
 Data reporting systems (electronic, paper reports)

 We can get better pricing and likely better quality services by 
working together

 Each company can pay for everything or we can share 
the costs of common tasks and only pay for our own for 
unique elements
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Conclusions

 The time to get started on meeting FDA rules and 
regulations is now, not later

 FDA ingredient reporting requirements are much more 
complex than those for DHHS and other entities
 Need to start now to get information you will need
 Need to arrange for technical and legal assistance you will 

need to complete ingredient reports
 Need to ensure products you are making are congruent with 

your disclosures
 By working together, we can reduce costs and increase 

consumer satisfaction


