
MEMO 

Re:  FDA FINAL DEEMING REGULATIONS 

Date: May 10, 2016 

From: CDA President & CEO Kimberly Bolin 

 

Background: 

 On May 5, 2016, the U.S. Food and Drug 
Administration (FDA) finalized a rule extending its 
authority to all tobacco products which include e-
cigarettes, cigars, hookah tobacco and pipe tobacco.  
The new regulations will apply to e-cigarettes and 
other tobacco products the restrictions that now apply 
to cigarettes, smokeless, and RYO tobacco.   

 FDA first proposed regulating e-cigarettes and 
other tobacco products in April of 2014.  The final 
regulations issued on May 5, 2016 will have a 
significant impact on the electronic cigarette industry. 

Mitch Zeller, Director of the Center for Tobacco 
Products (CTP), spoke at the May 5th briefing on this 
issue saying there has been a decline in tobacco use 
among youth “but use of other tobacco products such 
as e-cigarettes continues to rise at an alarming rate.”  



And, Zeller called these finalized deeming regulations 
a “foundational step in regulating these products.” 

The final rule is almost 500 pages long and the 
original proposed rule received over 135,000 public 
comments.  The effective date of the deeming 
regulations is August 8, 2016, although certain 
provisions of the new rules will have different 
staggered compliance dates.   

During the May 5 conference call with the FDA’s 
Mitch Zeller and other Center for Tobacco Product 
officials, CDA’s Anne Holloway asked about distributor 
responsibility with respect to the sale of products that 
may be going through the FDA’s approval process.  
Holloway asked if there was a way distributors might 
know whether a particular manufacturer was in fact 
participating in the mandated approval process for 
products first marketed after the Feb. 15, 2007, date 
and, if so, where in that process a product might be.  
Zeller answered there would be no way for a 
distributor to have that information unless it went 
directly to the particular manufacturer for such 
information.  FDA will not disseminate any 
information regarding the approval process for these 



products until such time as they are actually approved 
or disapproved. 

 

Highlights and Effects of the FDA Rule: 

• Restricts youth access to OTP products.  
Prohibits retailers from selling e-
cigarettes, hookah tobacco, or cigars to 
people under age 18.  (This of course falls 
in line with CDA’s support of age 
restrictions relating to the sale of 
tobacco products and the various We 
Card training programs). 

• Prohibits the sale of covered tobacco 
products in vending machines (unless in 
an adult only facility) 

• Prohibits the distribution of free samples 
of OTP. 

• The  Tobacco Control Act of 2009, which 
gives FDA its authority, set February 15, 
2007, as the “grandfather” date for all 
products FDA “deems” to be covered 
tobacco products.  Products on the 
market on that date are exempted from 



the FDA regulatory scheme and do not 
have to meet the new registration 
requirements and regulatory standards. 

• Under the new regulations, any nicotine 
delivery device or OTP that came on the 
market after Feb. 15, 2007, would need 
to apply – retroactively – for approval 
from the agency to remain on the 
market.  This application process is 
known as the Pre-market Tobacco 
Application process or PMTA.  While 
these e-cigarette products and OTP may 
stay on the market for a certain period of 
time while the FDA is reviewing the 
applications, this process will be lengthy 
and costly with a very uncertain 
outcome. 

• Most electronic cigarettes were not on 
the market prior to February 15, 2007, 
and will need to submit the PMTA to 
remain on the market.  Many in the 
industry have indicated that these new 
regulations – without any change in the 



predicate date – will “wipe-out” the e-
cigarette industry. 

• Under the staggered timelines, the FDA 
allows manufacturers to continue selling 
these products that came on the market 
after 2007 for up to two years while they 
prepare and submit a PMTA – and an 
additional year while FDA reviews the 
application.  

• CDA supports efforts in Congress by 
Representatives Cole (R-OK) and Bishop 
(R-UT) to clarify the FDA deeming 
authority, specifically urging a change in 
the “predicate date” by which new 
tobacco and tobacco-derived products 
such as premium cigars and electronic 
cigarettes must undergo expensive and 
unnecessary regulatory hurdles imposed 
by the Food and Drug Administration 
(FDA).  This legislation has been adopted 
as part of the House Agriculture 
Appropriations Bill for fiscal year 2017,  
reported favorably out of the House 
Appropriations Committee last month. 



• This legislation would create a new 
“predicate date” changing it from the 
current February 15, 2007, date to the 
effective date of the final deeming 
regulations – August 8, 2016.   

• The new regulation would subject all 
manufacturers, importers and retailers of 
newly regulated tobacco products to any 
applicable provisions bringing them in 
line with the tobacco products the FDA 
has regulated since enactment of the 
2009 Tobacco Control Act. 

• Such requirements include the following:  
manufacturers will have to register and 
provide product listings with FDA and 
place new health warnings on product 
packages and advertisements.  

• FDA is not banning flavored tobacco 
products with this final deeming rule. 

 

The FDA states that it intends to issue 
future regulations to address concerns 
with the growing flavored tobacco 



market and its impact on youth and 
young adult initiation with tobacco 
products. 

• The  preamble includes a description of a 
section of the rules applicable to 
distributors as follows: 

Section 1140.10--General Responsibilities of 
Manufacturers, Distributors, and Retailers  § 
1140.10 now provides that manufacturers, 
distributors, importers, and retailers are 
responsible for ensuring that the covered 
tobacco products (in addition to cigarettes 
and smokeless tobacco) they manufacture, 
label, advertise, package, distribute, import, 
sell, or otherwise hold for sale comply with all 
applicable requirements in part 1140. The 
revisions to §§ 1140.10 and 1140.14 clarify 
that the minimum age and identification 
requirements and vending machine 
restrictions apply to the newly deemed 
covered tobacco products.  Previously, § 
1140.10 stated that each manufacturer, 
distributor, importer, and retailer is 
responsible for ensuring that its products 



comply with all applicable requirements 
under part 1140.  

Summary: 

CDA’s position is that Congress must act to permit 
innovation to continue for these smoking cessation 
products that stand to save millions of lives and 
billions of tax dollars resulting from harm reduction 
associated with smokers switching to tobacco-free 
alternatives like e-cigarettes.  A predicate date change 
to August, 2016, will simply allow innovation to 
continue, without decimating an entire market of 
smoking cessation products and the consumers who 
use them.  Amending the predicate date established in 
the Tobacco Control Act for new products will not 
impede the FDA’s efforts to regulate this product 
category. In fact, grandfathering in all of the products 
currently being sold to consumers, will save the 
agency at least two years’ worth of paperwork and 
allow them to focus on encouraging good 
manufacturing practices, among other things.  A link 
to the Federal Register notice of the final rule may be 
found here: 



https://s3.amazonaws.com/public-
inspection.federalregister.gov/2016-10685.pdf 

 

• CDA is on the Board of the We Card training 
program dedicated to educating retailers and 
others on the sales of age-restricted tobacco 
products.  As a Board member CDA is very 
involved in getting out the word on the new 
age restrictions for these products. 

 

 

 

 

 

https://s3.amazonaws.com/public-inspection.federalregister.gov/2016-10685.pdf
https://s3.amazonaws.com/public-inspection.federalregister.gov/2016-10685.pdf

