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Perspective: FDA's Preparations for the September 9 Submission Deadline

By Mitch Zeller, Director of the FDA's Center for Tobacco Products (CTP)

August 31, 2020

On Sept. 9, premarket review applications for many new tobacco products, including e-cigarettes, certain cigars, and hookah

products, currently on the market are due to FDA for review. FDA staff have been working tirelessly on preparations to meet this

challenge in an efficient, reliable and transparent manner.

The Deeming Rule and FDA's Premarket Review Requirement for Deemed Tobacco Products

Prior to Aug. 8, 2016, e-cigarettes, cigars and hookah products were not regulated by FDA. That's because the original grant of

authority from Congress in 2009 only covered cigarettes, smokeless tobacco, cigarette tobacco, and roll-your-own tobacco.

That all changed with FDA's historic "Deeming Rule" that helps implement the Tobacco Control Act and allows FDA to protect the

public health and protect future generations from the dangers of tobacco use. On Aug. 8, 2016, when the deeming rule took effect,

many of the regulatory and statutory requirements that had been in place for manufacturers of cigarettes, smokeless tobacco,

cigarette tobacco, and roll-your-own tobacco since 2009, became applicable to e-cigarettes and all other electronic nicotine delivery

systems (ENDS), cigars, pipe tobacco, nicotine gels, hookah tobacco, and any future tobacco products.

Before the deeming rule, there were no federal protections on, among other things, retailers selling these tobacco products to youth.

The deeming rule changed that and its continued implementation has allowed FDA to make great strides in protecting public health

through tobacco regulation—for example, manufacturers of these tobacco products must register their establishments and list their

products with FDA, products may not be marketed with direct or indirect claims of reduced risk unless substantiated by FDA and

they receive FDA authorization to do so, and retailers are prohibited from selling these tobacco products to youth.

Importantly deemed tobacco products are now subject to the requirements in the Tobacco Control Act that already apply to

cigarettes and smokeless tobacco products. This includes the requirement that a "new tobacco product" (/tobacco-

products/products-guidance-regulations/market-and-distribute-tobacco-product)must receive premarket authorization from the
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FDA prior to marketing.

L
.

For deemed products that met the definition of a new tobacco product and were on the market as of Aug. 8, 2016 (when the deeming

rule took effect), FDA issued a compliance policy; this, in effect, provided more time for manufacturers of these products to submit

their applications for authorization. The deadline for the submission of applications for these products is now approaching. As the

result of a court order (and a subsequent extension due to the unique circumstances of the COVID-19 pandemic), applications for

deemed new tobacco products on the market at that time are due to FDA by Sept. 9, 2020 1. The court order also provided a

one-year period during which products with timely filed applications might remain on the market pending FDA review.

https://www.fda.gov/tobacco-products/ctp-newsroom/perspective-fdas-preparations-september-9-submission-deadline 2/12

1199_RESP00016449

Case 1:20-cv-00393-LO-TCB   Document 918-8   Filed 01/21/22   Page 3 of 13 PageID# 25935

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


9/16/2020 Perspective: FDA's Preparations for the September 9 Submission Deadline I FDA

Since the deeming rule took effect, FDA has been taking measures to prepare for the large volume of applications the agency

anticipates receiving, particularly from manufacturers of e-liquids, e-cigarettes and other ENDS products.

Expectations for Applications Coming in by Sept. 9

All new tobacco products are required to obtain premarket authorization through one of three pathways: (/tobacco-

products/products-guidance-regulations/market-and-distribute-tobacco-product) Premarket Tobacco Product Applications

(PMTA), Substantial Equivalence (SE) Reports, or Requests for Exemption from Demonstrating Substantial Equivalence (EX REQ).

Those deemed new tobacco products still on the market that do not have premarket applications submitted by Sept. 9, 2020, will be

subject to FDA compliance and enforcement actions.

However, there may be some deemed tobacco products that are eligible for "grandfathered status" because they were commercially

marketed in the United States as of Feb. 15, 2007. These deemed tobacco products are not "new tobacco products" and therefore do

not need to submit premarket applications (unless the products were since modified). We expect that many cigar, hookah tobacco,

and pipe tobacco products may fall in this category, and we encourage manufacturers to request a determination from FDA

(/tobacco-products/market-and-distribute-tobacco-product/grandfathered-tobacco-products)on their products' grandfathered

status. For deemed tobacco products that are not eligible for grandfathered status, (/tobacco-products/market-and-distribute-

tobacco-product/grandfathered-tobacco-products) manufacturers may decide that their product is sufficiently similar to a

previously authorized or grandfathered product and find that the SE or EX REQ pathway is the most appropriate pathway for their

applications.

To date, no ENDS product has received marketing authorization from the FDA and FDA has not issued a grandfathered status

determination for an ENDS product. All premarket applications for ENDS products accepted by the FDA have been submitted

through the PMTA pathway, and we expect most applications for ENDS products submitted on or before Sept. 9 to be submitted

through the PMTA pathway.

Although we do not know how many applications will be submitted by the September deadline, we do know that there are over 41313

million deemed products listed with FDA.

(https://ctpocerlida.gov/rlapp/home.html;jsessionid=6NouTk7SupBTUcBdML705bwgjnNti4sWQ6ouORBeqpjiQPYtordq!827333740)

Even if applications are submitted for only a portion of those products, the likelihood of FDA reviewing all of these applications

during the one-year review period is low, given that this would be an unprecedented number of applications and several orders of

https://www.fda.gov/tobacco-products/ctp-newsroom/perspective-fdas-preparations-september-9-submission-deadline 3/12

1199_RESP00016450

Case 1:20-cv-00393-LO-TCB   Document 918-8   Filed 01/21/22   Page 4 of 13 PageID# 25936

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


9/16/2020 Perspective: FDA's Preparations for the September 9 Submission Deadline I FDA

magnitude greater than anything the Agency has experienced. However, FDA has been planning and preparing to receive the

expected influx of applications for years. Our preparations are intended to help ensure that our approach to product review protects

public health and is fair, consistent, efficient, and as transparent as possible.

We have been encouraging companies to submit their applications as early as possible. To date, FDA has received applications for

around 2,000 deemed products — of which around 40 percent have already been resolved.

Preparations to Receive Premarket Review Applications

FDA has been working tirelessly to ensure that we are as prepared as possible to receive, process, and review the applications in a

timely manner. To help accomplish this, we have been laying the groundwork for many years.

Since Congress authorized FDA to regulate tobacco products in 2009, CTP's staff has increased from just a handful to over 950

today. During that time, we have built product review expertise and refined our premarket review processes, enhanced our technical

capabilities, issued rules and guidances, met with stakeholders to get a better understanding of tobacco products and applicants'

needs for information about the process, invested in tobacco product research, and provided resources to help industry prepare and

submit premarket applications.

BUILDING EXPERTISE AND REFINING THE PREMARKET REVIEW PROCESSES

Although the applications received in response to the Sept. 9 deadline will generally be for deemed products, FDA has been

successfully conducting premarket review of cigarettes, smokeless tobacco and roll-your-own tobacco for many years. Since 2009,

we have received over 600 PMTAs, more than 7,700 SE Reports and over 800 EX REQs—and have closed out a large majority of

these applications. Shaped by the experiences, challenges and lessons learned over the last decade, we have made several

refinements to our processes to ensure that we are able to receive and review these applications properly and efficiently.

We've also greatly increased the number of staff that we have conducting premarket reviews. Since 2011, CTP's staff in the Office of

Science has increased ten-fold, from around 40 to over 400 full-time employees today — and the majority of these staff spend most

of their time on product review. CTP continues to hire and train more staff to conduct product review in anticipation of the influx of

applications. These improvements put us in a much better position to handle the applications than we were in 2011, when the agency

received a large influx of over 3,600 SE Reports within a week of the "provisional SE" application deadline 2.

https://www.fda.gov/tobacco-products/ctp-newsroom/perspective-fdas-preparations-september-9-submission-deadline 4/12

1199_RESP00016451

Case 1:20-cv-00393-LO-TCB   Document 918-8   Filed 01/21/22   Page 5 of 13 PageID# 25937

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

  Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
  With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

  Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
  Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

  Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


