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EXECUTIVE SUMMARY

In June 2009, the President signed into law the Family Smoking Prevention and Tobacco Control 
Act (Tobacco Control Act), which amend ed the Federal Food, Drug, and Cosmetic Act (FD&C 
Act) and granted authority to the Food and Drug Administration (FDA or the Agency) to 
regulate tobacco products. One of the provisions of the Tobacco Control Act requires FDA to 
repmt to Congress annually on the expmi of U.S. tobacco products that do not confonn to U.S. 
tobacco product standards. In addition , the provi sion requires the Agency to assess the public 
health impact of these expmts and to provide recommendations for mitigating any negative 
public health impact of such exports. 

Thi s is the third report submitted to Congress by FDA. The repmt outlines the Agency's effort 
to capture data as it relates to the export of tobacco products that do not confom1 to tobacco 
product standards. FDA's conclusions in this repmt are the same as those issued in the 201 4 
report. Cunently, there is only one tobacco product standard applicable, the prohibition on 
cigarettes or their component pmts containing characterizing flavors other than tob acco or 
menthol. The Agency has no evidence of U.S. exports of tobacco products that do not conform 
to tobacco product standards established under the FD&C Act, specifica1ly cigarettes or their 
component parts with prohibited characterizing flavors. Consequently, as FDA concluded in its 
2014 repmt, there is no evidence on which to base analyses ofthe nature, extent, and destination 
of tobacco product exports that do not conform to tobacco product standards, public health 
implications of such expmts, and policy altematives to reduce any negative public health impact 
of them. A number of sources were used to develop thi s report and confinn that there are no 
documented instances of the export of tobacco products that do not conform to currently 
applicable tobacco product stand ards. 

ii 



TABLE OF CONTENTS 

INTRODUCTION 1

TOBACCO PRODUCT STANDARDS 1

NATURE OF U.S. TOBACCO PRODUCT EXPORTS THAT DO NOT CONFORM TO 
 
TOBACCO PRODUCT STANDARDS 2

EXTENT OF U.S. TOBACCO PRODUCT EXPORTS THAT DO NOT CONFORM TO 
 
TOBACCO PRODUCT STANDARDS 2

PUBLIC HEALTH IMPACT OF EXPORTS THAT DO NOT CONFORM TO 
 

BACKGROUND ON TOBACCO PRODUCT EXPORTS 3 

DESTINATION OF U.S. TOBACCO PRODUCT EXPORTS 5 

TOBACCO PRODUCT STANDARDS 5

POLICY ALTERNATIVES 5

CONCLUSION 6

.......................................... ................. ................. ..... ............... ......................... 

...................................................................................... 

...................................................................................... 

....................... ............................................................... 

...................................... ....

......... ... .........................

...................................................................................... 

........................................................................................................ 

............................................................................................................................. 

iii 



INTRODUCTION 

In 2009, President Obam a signed the Tobacco Control Act, whi ch amended the FD&C Act and 
granted authori ty to FDA to regulate tobacco products. 

Thi s rep01i is in response to section 801(p)(l) ofthe FD&C Act, which states: 

Not later than 36 months after the date of enactm en t of the Family Smoking 
Prevention and Tobacco Control Act, and annually thereafter, the Secretary shall 
submit to the Committee on Health, Education, Labor, and Pensions of the Senate 
and the Committee on Energy and Comm erce of the House of Representatives, a 
repmi regarding

(A) the nature, extent, and destination ofUnited States to bacco product 
exports that do not co nfom1 to tobacco product standard s establi shed 
pursuant to thi s Act; 

(B) the public health implications of such exports, includi ng any evidence of a 
negative public health impact; and 

(C) recommendations o r assessments ofpolicy alternatives availabl e to 
Congress and the executi ve branch to reduce an y negative public health 
impact caused by such exports. 1 

TOBACCO PRODUCT STANDARDS 

The FD&C Act establ ishes two tobacco produ ct standard special rules and allows the Secretary 
to revise these standards or adopt additional standards through rulemak ing.Z The first tobacco 
product standard states that : 

Beginning 3 months after the date of enactment of the Fami ly Smoking Prevention and 
Tobacco Control Act, a cigarette or any of its component pmis (including the tobacco, 
filter, or paper) shall not contain, as a constituent (including a smoke constituent) or 
additive, an artificial or natural fl avor (other than tobacco or menthol) or an herb or spice, 
including strawben·y, grape, orange, clove, cinnamon, pineappl e, vanilla, coconut, 
licorice, cocoa, chocolate, cheiTy, or coffee, that is a characterizing flavor of t he tobacco 
product or tobacco smok e. Nothing in this subparagraph shall be construed to limit the 
Secretary' s authority to take action under this section or other sections of this Act 
applicable to menthol or any artificial or natural fl avor, herb, or spice not speci fied in this 
subparagraph.3 

The second tobacco product standard states that: 

Beginning 2 years after the date of enactment of the Fmnily Smoking Prevention 
and Tobacco Contro l Act, a tobacco product manufacturer shall not use tobacco , 

1 FD&C Act Sec. 80l(p)(l) 
2 FD&C Act Sec. 907 
3 FD&C Act Sec. 907(a)(l)(A) 
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including foreign grown tobacco, th at contains a pesticide chemical residue that is 
at a level greater than is specifi ed by any tolerance applicable under Federal Law 
to domestically grown tobacco.4 

The FD&C Act does not establish any tolerance limits for pesticide chemical residues that apply 
to domestically grown tobacco. To determine whether there are pesticide residue tolerance 
levels applicable to domestic tobacco, FDA previously consulted with the U.S. Depariment of 
Agriculture (USDA) and the U.S. Environmental Protection Agency (EPA). According to 
USDA and EPA, there are currently no established tolerance limits for pesticide chemical 
residues that apply to domestically grown tob acco. 

The Secretary has not promulgated any additional tobacco product standards. At this time, the 
only applicable tobacco product standard is the characterizing flavor ban described in section 
907(a)(l)(A) of the FD&C Act and quoted o n page 1 ofthis report. Consequently, the only U.S. 
tobacco product expmis that would not confmm to U.S. tobacco product standards would be 
cigarettes or their component parts (including the tobacco, filters, or paper) that contain a 
characterizing fl avor (other than tobacco or menthol). 

NATURE OF U.S. TOBACCO PRODUCT EXPORTS THAT DO NOT CONFORM TO 
TOBACCO PRODUCT STANDARDS 

The only type ofU.S. tobacco product expmis that would not conform to U.S. tobacco product 
standards are cigarettes or their component paris (including the tobacco, filters, or paper) that 
contain a characterizing flavor (other than tobacco or menthol). 

EXTENT OF U. S. TOBACCO PRODUCT EXPORTS THAT DO NOT CONFORM TO 
TOBACCO PRODUCT STANDARDS 

Section 80 1(e)(l) of the FD&C Act pennits the expmi ofproducts that do not confom1 with 
established tobacco product standards if those exports comply with requirements set forth in that 
section.5 FDA h as not found evidence that flavored cigarettes or their component parts are bei ng 
expmied for consumption abroad. 

Pursuant to its authmity under the FD&C Act, FDA conducts biennial inspections of registered 
tobacco product manufacturers. As part of this inspection process, FDA requests infmmation 
from manufacturers on tobacco products being exported and includes the infom1 ation in its 
inspection report. As of September 30, 2014, the Agency has conducted 151 inspections of 
regi stered establishments. Based on those establishment inspection reports that have been 
finalized, FDA has found no evidence of the expmiation of non-conf01ming fl avored cigarettes 
or th eir component parts (including the tob acco, filters, or paper). 

4 FD&C Act Sec. 907(a)(I)(B) 
5 FD&C Act Sec. 80 1 (e)(l) states that "A food, drug, device, tobacco product, or cosmetic intended for export shall 
not be deemed to be adulterated or misbranded under this Act, and a tobacco product intended for export shall not be 
deemed to be in violation of section 906(e), 907, 911 , or 920(a), if it- { A) accords to the specifications of the 
foreign purchaser, (B) is not in conflict with the laws of the country to which it is intended for export, (C) is labeled 
on the outside of the shipping package that it is intended for export, and (D) is not sold or offered for sale in 
domestic commerce." 
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In addition, FDA sought to query other government entities to help document the extent of 
tobacco product expotis that do not confonn to tobacco product standards. However, FDA was 
unable to identify any U.S. government agency that required exporters to keep or repmi record s 
of their shipments in a manner that would identify a fl avored tobacco product of any type. 

FDA reviewed th e Alcohol Tobacco and Tax and Trade Bureau· s (TTB) reporting requirements 
and found that flavored cigarettes and their component patis are not repmied separatel y from 
cigarettes in general. As it did for the previo us repmis, FDA contacted TTB , and TTB again 
confim1ed thi s finding in a letter dated July 9, 2014 (see Tab A). 

FDA again consulted the US DA Foreign Agricultural Service (FAS) website database, which 
repmis the amount ofU.S. tobacco product exports, and found that the database does not indicate 
whether any ofthe tobacco product exports contain characterizing flavors. 

The Agency also examined the Tobacco Infonnation Service database on the website of the 
Tobacco Merchants Association, a non-governmental agency, and found no data on cigarettes or 
th eir component parts with characterizing flavors. Additionally, FDA reviewed the data 
collected by the U.S. Census Bureau (Census) under Schedule B, a numbering system 
administered by Census that classifies all exported products, and found that while expmis of 
cigarettes are reported under Schedule B, cigarettes and their component patis with 
charactetizing fl avors are not repmied separately. FDA has confim1ed that thi s rem ains the case. 

As stated in the previous repmis that were submitted to Congress, FDA requested a change to the 
expotiing codes used by Census that would allow the Agency to identify exports of fl avored 
cigarettes or their component parts. The request was sent to the Committee for Statistical 
Annotation of the Tariff Schedules (484(f) Committee), compri sed ofthe U.S. Custom s and 
Border Protection, the U.S. International Trade Commission, and Census. This is an interagency 
Committee that reviews requests for changes to the statistical reporting requirements of Schedule 
B for expmis. FDA's request was denied in November 2011 because Census detennined that 
there were not signifi cant exports of flavored cigarettes or cigarette paper. Census made this 
determination based on its review of export data regarding cigarette tobacco and cigarette paper 
from August 20 1 0 to July 2011. In 2012, Census reviewed export data by specific exporter, 
surveying companies responsible for 94.8 percent of the cigarette trade and 96.4 percent of the 
cigarette paper trade. Census asked whether the companies were exporting any fl avored 
cigarettes or cigarette papers. The companies responded that as a result of the domestic ban on 
characterizing fl avors, they halted their production of flavored cigarettes for export. 
Consequently, Census has not attempted to obtain information beyond that obtained in their 2012 
survey. 

BACKGROUND ON TOBACCO PRODUCT EXPORTS 

The volume ofmanufactured tobacco products expmied from the United States has declined 
significantl y over the last decade. The total value of U.S. exported manufactured tobacco 
products declined from $3 .8 billion in 1999 to $485 million in 2013 (as seen in Table 1 ). As 
noted in FDA's previous report to Congress, this decline was primarily a result oflarge U.S. 
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manufacturers sel ling offtheir international businesses or fom1ing subsidiaries located in foreign 
countri es. Prior to these divestitures, U.S. companies had already ex panded overseas production 
to accommodate internationalmarkets.6 For example: 

• 	 

• 	 

• 	 

On May I 2, 1999, RJR Nabisco Holding Company (RJR) completed th e sale of its 
Reynold s International Tobacco business to Japan Tobacco. 7 Consequentl y, all RJR 
brands marketed abroad before May 12, 1999, are now under the control ofJapan 
Tobacco. 
On October 27, 2003 , RJR and British American Tobacco PLC (BAT) announced an 
agreement to combine their dom estic businesses to form a new publicly-traded holding 
company, Reynolds American Inc. (RAI). 8 Pursuant to this agreement, Brown & 
William son Tobacco Company (B&W), an American subsidiary of BAT w ith domestic 
sales and exp011s, m erged with RAJ on Jul y 30, 2004. RAI assumed all of the U.S. assets 
ofB&W and BAT retained all of the non-U.S. assets. 9 

On March 28, 2008, A ltri a Client Services spun off Philip MoiTis Intern ational to Alhia 
shareholders as a separate company. 10 

In 2011 , the U.S. Govemment Accountability Office completed a repo11 to Congress on illicit 
trade that noted '' ... the leading U.S. cigarette manufacturers have split or sold their international 
businesses and now sell almost exclusivel y in the U.S. market. ... Reynolds is the one exception 
among the leading tobacco companies and m anufactures its Natural American Spitit brand 
cigarettes for export to Asian markets." 11 Thi s brand, however, does not include an y cigarettes 
marketed with characterizing flavors. 12 

6 U.S. Government Accountability Office report, "Illicit Tobacco: Various Schemes are Used to Avoid Taxes and 
Fees,'' accessed February 27, 20 14, from http ://www. gao .gov/assets/3 ?0/3 I 6372.pdf 
7 SEC Form 10-Q Quarterly Report for RJR dated May 5, 1999; accessed February 27, 2014. 
8 SEC Form 8-K filed 10/30/03 by Reynolds Tobacco Holdings Inc. , Item 5. Other Events, page 2; Accessed 
February 27, 2014, from http://investing.money.msn.com/investments/ sec-filin gs/?symbol=RAI 
9 SEC Form 8-K, Exhibit 10.1 , Definitions" Excluded Assets," fi led August 9, 2004, accessed February 27 , 20 14, 
from http ://investin g.money.msn.com/investments/sec-filings/?symbol=RAi 
10 SEC Form 8-K for Al tria Client Services dated March 3 , 2009; accessed Februa1y 27, 2014. 
11 U.S. Government Accountability Office report, Illicit Tobacco: Various Sch emes are Used to Evade Taxes and 
Fees. Accessed February 27,2014. The GAO report only named RAI as a U.S. manufacturer that cunently exports 
cigarettes. FDA was unable to locate any export data about other manufacturers' brands. 
12 Santa Fe Natural Tobacco Company, accessed February 27, 2014, from 
http ://www. sfn.tc. com/ FA 0 /0 verview.aspx 
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Table 1. Value of U.S. Exports of Manufactured Tobacco Products in 
1999 2009 and 2014 13 14 

' ' ' (in Thousands ofU.S Dollars) 

Product 1999 2009 2014 

Cigars, Cigarettes 3,250,873 454,456 312,454

Other Tobacco Products 625,945 35,024 114,221 

Total 3,876,818 489,480 426,675 

DESTINATION OF U.S. TOBACCO PRODUCT EXPORTS 

While there is no evidence of expmis of U.S. tobacco products that do not confom1 to tobacco 
product standard s, there are data documenting the destination of U.S. tobacco product expmis in 
general. US DA F AS data for 2014 indicate that tobacco products (including unmanufactured 
tobacco) totaling approximately $1.5 billion are expmied fi:om the United States to Il l 
countJ.ies. These tobacco product exports represent apfsroximately 0.99 percent of all U.S. 
agricultural exports, which are valued at $1.50 trillion. 5 Ofthe total amount ofU.S. 
manufactured tobacco product expmis in 2014, $274 million were cigarette exports. Combined, 
Japan, Netherland s, Mexico, Jamaica, and Haiti, (none of which ban the import or use of 
flavored tobacco products) receive 96.5 percent of U .S. cigarette exports: 

Table 2. Top Five Recipients of U.S. Cigarette Exports in 2014 16 

Trade Partner Number of Sticks (millions) Percentage 
Japan 15,554.6 92 .7 

Netherlands 280.6 1.67 
Mexico 164.4 0.98 
Jamaica 109.3 0.65 

Haiti 84.1 0.50 
Other 550.7 3.28 

Total 16,774.3 99.78 * 
*Total does not equal 1 00% due to rounding. 

As previously noted, FDA has no evidence that any of these exported cigarettes had 
characterizing flavors (other than tobacco or menthol). 

13 USDA Foreign Agricultural Service, accessed June 11, 2015, from www.fas .usda.gov/GATS/default.aspx. 
14 "Mam~factured tobacco produ cts" consists of cigarettes, cigars, cheroots, smokeless, water pipe, roll-your-own, 
p.ipe and smoking tobaccos, and homogenized tobacco products. 

5 USDA Foreign Agric ultural Service accessed June 11, 2015 , from http ://apps.fas.usda.gov/gats/ default.a spx 
16 Ibid. 

5 



PUBLIC HEALTH IMPACT OF EXPORTS THAT DO NOT CONFORM TO 
TOBACCO PRODUCT STANDARDS 

FDA cun·ently has no evidence that flavored cigarettes or their component parts (including the 
tobacco, filters, or paper) are being exported from the United States . Therefore, the impact on 
public health of such expmis cannot be assessed. 

POLICY ALTERNATIVES 

As noted above, FDA cunently has no evidence that fl avored cigarettes or their component parts 
(including the tobacco, filters, or paper) are being exported. Con sequently, FDA cannot assess 
the impact on public health of such expmis or provide policy altematives to reduce any negative 
impact on publi c health at thi s time. 

CONCLUSION 

The only cun ently applicable tobacco product standard is the ban on cigarettes or their 
component parts (the tobacco, filters, or paper) that contain a characterizing flavor (other than 
tobacco or menthol). FDA has no evidence that these products are being expmied fi·om the 
United States. 

As directed by the Tobacco Control Act, the Agency will annually submit to Congress on exports 
of tobacco products that do not conform to FDA product standards using available data sources. 
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DEPARTMENT OF THE TREASURY 
ALCOHOL AND TOBACCO TAX AND TRADE BUREAU 

JUL 9 2014 

4040000:ARG 
5200 

2014-001087-T 

Mr. Mitchell Zeller 
Center for Tobacco Products 
Food and Drug Administration 
10903 New Hampshire Avenue, W075-6418 
Silver Spring , MD 20993 

·Dear Mr. Zeller: 

This letter responds to an email of July 7, 2014, from Nakki A. Collins of the 
Office of the Center Director at the Center for Tobacco Products (CTP ), 
requesting that the Alcohol and Tobacco Tax and Trade Bureau (TTB) confirm , 
as it has done previously, that it does not collect information on the export of 
U.S. manufactured cigarettes, or their component parts , that would identify 
those that have characterizing flavors other than menthol. We understand that 
Ms. Collins made this request in the context of a report CTP sends to Congress 
on exports that are not in compliance with the provisions of the Family Smoking 
Prevention and Tobacco Control Act. 

In letters dated May 30, 2012, October 16, 2012 , and July 31, 2013, TTB 
responded to similar requests for such information. In those letters, we stated 
that TTB does not collect information on the export of U.S. manufactured 
cigarettes, or their component parts , that have characterizing flavors other than 
menthol. TTB requires , for administration of the Internal Revenue Code of 1986, 
as amended, that certain information be reported to TTB on the manufacture and 
export of cigarettes, other tobacco products, cigarette papers and tubes , and 
processed tobacco . However, such reporting does not include, and collection of 
Federal excise tax does not require, information that could be used to distinguish 
between different types and styles of cigarettes or information about the 
"component parts" (such as the tobacco , filter, or paper) of manufactured 
cigarettes that would identify those with "characterizing flavors ." Accordingly, TTB 
confirms that it does not collect information relevant to CTP's request. 
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If you ha ve any questions regarding this letter, please contact Amy 
Greenberg by telephone, at (202) 453-2099, or by email, at 
Amy.Greenberg@ttb .gov. 

Sincerely, 

Rochelle E. Stern 
 
Director, Regulations and Rulings Division 
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