
1 
 

 
Paige C. Magness 
Senior Vice President 
Regulatory Affairs 

 
November 7, 2022 
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1333 New Hampshire Ave, NW 
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Washington, DC 20036 
 

Re: Reagan-Udall Foundation for the FDA - Evaluation of FDA’s Tobacco Program 
 

Altria Client Services LLC (“ALCS”), on behalf of Philip Morris USA Inc. (“PM USA”), John Middleton 
Co. (“JMC”), U.S. Smokeless Tobacco Company LLC (“USSTC”), and Helix Innovations LLC 
(“Helix”),1 submits these comments to the Reagan-Udall Foundation for the Food and Drug 
Administration (the “Foundation”) as it evaluates the operations of FDA’s Center for Tobacco Products 
(“CTP”). 

Our vision at Altria is to responsibly lead the transition of adult smokers to a smoke-free future, and we 
are focused on developing satisfying, smoke-free alternatives for adults who can’t or won’t quit smoking. 
This vision aligns with one of the goals of the Tobacco Control Act (“TCA”), which is to focus FDA 
resources on authorizing less harmful products for adult smokers.    

The Foundation is conducting this work at a moment of transformative change.  Cigarette smoking among 
adults is at historically low levels and continues to decline.  The same can be said about underage 
smoking.  There is also scientific consensus that smoke-free products, like e-vapor and oral tobacco-
derived nicotine products, are substantially less risky than conventional cigarettes.  FDA recognized this 
continuum of risk as part of its 2017 Comprehensive Plan for Tobacco and Nicotine Regulation.2  

Altria supported federal regulation of tobacco, and we want it to succeed.  As Congress empowered FDA 
to regulate tobacco products, it established a science-based harm reduction framework for moving 
forward.  In fact, the Premarket Tobacco Product Application (“PMTA”) and the Modified Risk Tobacco 
Product (“MRTP”) processes are meant to benefit the 30 million American adults who smoke by 

 
1 PM USA, JMC, and USSTC are wholly owned subsidiaries of Altria Group, Inc. (“Altria”).  Helix is a wholly owned subsidiary 
of Altria Enterprises II LLC, which is a wholly owned subsidiary of Altria.  PM USA manufactures cigarettes and is licensed to 
sell and distribute IQOS® and HeatSticks® in the United States until April 2024 and JMC manufactures cigars and pipe 
tobacco.  USSTC manufactures smokeless tobacco products and oral tobacco-derived nicotine products.  Helix manufactures oral 
tobacco-derived nicotine products.  ALCS provides certain services, including regulatory affairs, to the Altria family of 
companies.  “We” and “our” are used throughout to refer to PM USA, JMC, USSTC, and Helix. 
2 See, e.g., Protecting American Families: Comprehensive Approach to Nicotine and Tobacco. July 28, 2017. Available at 
https://www.fda.gov/news-events/speeches-fda-officials/protecting-american-families-comprehensive-approach-nicotine-and-
tobacco-06282017.  

https://www.fda.gov/news-events/speeches-fda-officials/protecting-american-families-comprehensive-approach-nicotine-and-tobacco-06282017
https://www.fda.gov/news-events/speeches-fda-officials/protecting-american-families-comprehensive-approach-nicotine-and-tobacco-06282017
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providing them access to products that are proven scientifically to be less harmful and accurate risk 
information they need to help them switch.   

Despite over ten years of effort, however, these processes are not performing as intended.  FDA has 
authorized few product alternatives relevant to adult smokers and misinformation about product risk 
abounds.  Our comments offer suggestions on ways to address these and related issues.  

I. Recommendations to Improve the PMTA Pathway 

For the PMTA pathway, there is an acute need for transparency, consistency and completeness in the 
application review process; and timely reviews and decision making.  For innovative products to receive 
authorization, FDA must find them to be “appropriate for the protection of public health” (“APPH”).3  
The lack of clarity around what’s required to meet that standard now, and what may be required to meet it 
in the future, hampers innovation and harm reduction and undermines public trust in CTP’s review 
processes.  We offer several recommendations on ways FDA should improve the review process for 
PMTAs.  

A. Define the key term “appropriate for the protection of the public health”  

As the primary avenue for innovative, reduced-risk product authorization, the PMTA pathway is central 
to advancing tobacco harm reduction and achieving FDA’s Comprehensive Plan.  And at the core of the 
PMTA pathway is the APPH standard, which today lacks definition and clarity.  CTP should begin by 
defining this key term.  
 
In the TCA, Congress said that an APPH finding for a new tobacco product is determined “…with respect 
to the risks and benefits to the population as a whole, including users and nonusers of the tobacco  
product …”4  In the time leading up to and following publication of the final PMTA rule, the Agency has 
articulated various definitions of the APPH standard, which it has called a “complex determination.”5   
 
Unfortunately, how CTP is interpreting and implementing that standard leaves manufacturers guessing as 
to what scientific evidence and rationale will satisfy APPH scrutiny.  Without a clearly articulated 
definition for “appropriate for the protection of public health,” CTP risks making arbitrary and 
inconsistent decisions and undermining innovative product development, research execution and, 
ultimately, tobacco harm reduction. 

B. Clarify what the data in an application must demonstrate and how much of that 
data is sufficient 

CTP can significantly improve transparency by explaining with specificity what PMTA application data 
must show in order to support marketing authorization under the APPH standard.  
 
While CTP has mentioned types of data that might be germane to pre-market applications in both the final 
PMTA rule and its recent guidance for industry, we are most often reliant on the FOIA process to 
interpret Agency criteria for the sufficiency of evidence or scientific standards.  For example, we 
understand that CTP makes a risk/benefit calculation to determine the bar for the APPH standard.  It’s 

 
3 Food, Drug and Cosmetic Act (“FDCA”) §910(c)(4). 
4 Id.  
5 Premarket Tobacco Product Applications and Recordkeeping Requirements. 84 Fed. Reg. 50,566, 50,618 (Sept. 25, 2019). 
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only after receiving a FOIA response – which can be a lengthy wait – and reviewing a redacted Technical 
Project Lead document or decision summary that we may understand what evidence factored into CTP’s 
decision.     
 
Rather than a vague and inefficient process, CTP should establish category-specific evidentiary 
requirements for demonstrating that marketing a new tobacco product would be APPH.  

C. Examine the totality of the science and evidence presented in a product application 

FDA agrees that a “determination as to whether permitting the marketing of [a] new tobacco product is 
APPH [will be] based on all of the contents of the application.”6  This means taking a total weight of the 
evidence approach to its PMTA decision making.  It is entirely possible that an issue of concern CTP may 
identify in one part of an application may be more than overcome by the strength of evidence in another 
part of the application.  The only way to reach that kind of determination is with a full, complete and fair 
evaluation of all scientific evidence presented.   
 
Unfortunately, CTP appears to be relying on a “fatal flaw”7 analysis to reject applications.  This approach 
has drawn legal challenges, fuels suspicion that CTP is adjudicating applications with a pre-determined 
agenda and ultimately undermines the credibility of the Center and the Agency.  Further, without a full 
and complete review, manufacturers lack insight needed to address deficiencies and re-submit an 
improved application.   

D. Provide actionable feedback that can ensure manufacturers submit complete and 
relevant product applications  

Science-based engagements should be encouraged between CTP and applicants.  Yet, CTP project 
managers and Office of Science staff appear hesitant to have substantive engagements.  In our experience, 
requests for pre-submission meetings most often receive a written response; where practical, a 
teleconference or meeting would provide greater opportunity for scientific perspective to be shared that 
could lead to a more complete and relevant application.   
 
A more consultative approach, as may exist in other centers, could provide particular benefit to tobacco 
harm reduction.  For example, an opportunity to discuss product innovation long before it reaches an 
application stage may help a manufacturer to better direct its investment resources and plan a scientific 
package that better meets agency expectations. 
 
We have also found that CTP elevates nearly all decisions and responses to our clarifying questions to 
senior staff, including the Director of the Office of Science and the Center Director.  While we understand 
this approach for major decisions, elevating nearly every decision or response to a question is inefficient.  

 
6 86 Fed. Reg. 55,300, 55,320 (Oct. 5, 2021). 
7 “Considering the large number of applications that remain to be reviewed by the September 9, 2021  
deadline, OS will conduct a Fatal Flaw review of PMTAs not in Phase III for non-tobacco flavored ENDS  
products.” U.S. Food and Drug Administration. Memorandum. Subject: ENDS Containing Non-Tobacco Flavored E-Liquid: 
Approach to PMTAs not in Substantive Scientific Review (Phase III). July 9, 2021; see also U.S. Food and Drug Administration. 
Memorandum. Addendum to Approach to PMTAs for Non-Tobacco Flavored ENDS not in  
Substantive Scientific Review (Phase III). Aug. 18, 2021.  
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Moving forward, CTP should empower project managers to engage with manufacturers and be a conduit 
between CTP science reviewers and the applicant to provide informative responses to questions and status 
updates.  Considering that current review timelines extend several years with little to no information in 
the interim, CTP staff could fill that void with some communication. 
 
CTP could also move beyond offering “listening sessions.”  While we have availed ourselves of these 
sessions as one of the few avenues for providing ideas and information to CTP, we believe the meetings 
can be more productive for both CTP and the applicant if there is an open exchange of questions and 
answers.  

E. Confirm that the combustible cigarette is the right comparator to determine 
whether to authorize smoke-free products intended for adults who currently smoke  

Recent comments from some stakeholders, including FDA, appear to question whether cigarettes are the 
right comparator to use when determining whether a smoke-free product is appropriate for the protection 
for public health.  Instead, FDA appears to suggest a moving target for comparators that shifts as new 
products are developed and submitted for authorization.  This approach further compounds the 
opaqueness regarding the implementation of the APPH standard and ultimately will not advance tobacco 
harm reduction.   
 
For the tens of millions of adult smokers who can’t or won’t quit tobacco use, cigarettes are exactly the 
right comparator.  Confirming that approach will provide clarity that applicants will need to gather 
appropriate evidence and facilitate the authorization of a range of products – and communications about 
them – that can move those adult smokers down the continuum of risk.   

F. Use post-market surveillance authority to guard against unintended consequences, 
rather than delaying or denying PMTA authorizations based on the precautionary 
principle  

CTP should acknowledge and rely on the important role that post-market surveillance can and should play 
to guard against unintended consequences such as use by youth or nonusers when authorizing a new 
product.  Rather than waiting for perfect information before making a decision, CTP can collect data in 
real time though post-market surveillance.  These tools are particularly important in the absence of 
epidemiological data, which will often be the case with new, innovative products.  Such data can be used 
to evaluate certain unintended consequences and, where appropriate, support CTP in withdrawing a 
PMTA authorization.  

G. Establish baseline minimum standards for smoke-free products 

FDA should establish baseline minimum requirements for smoke-free products to accelerate PMTA 
authorizations as well as strategic new product investment decisions.  These requirements could address 
things like product and design control, chemical and physical characterization, toxicology, risk 
assessment and product stewardship – allowing manufacturers to submit more thorough and uniform 
applications and expediting CTP’s review of potentially reduced-risk products. 
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H. Implement the supplemental PMTA pathway in a way that advances harm 
reduction 

If CTP reviews a PMTA and determines a product is APPH, then subsequent product enhancements (e.g., 
battery efficiency, improved temperature control, consumer interface improvements, child-resistant 
container closure system) should be timely evaluated and authorized for the market in an expedited 
manner.  It furthers CTP’s overall public health mission to provide consumer access to a variety of 
innovative products that are appropriate for the protection of public health. 

The timelines and processes for these kinds of supplemental PMTAs should be clearly defined, 
communicated and acted upon by CTP.   

I. Complete timely PMTA reviews 

Product innovation can bring real solutions for smokers, but not if CTP fails to make product application 
decisions in a timely way.  The TCA provides a 180-day timeline for PMTA reviews.  Yet, CTP is 
nowhere close to meeting this deadline. 

This is especially frustrating since FDA has acknowledged a continuum of risk for tobacco products. 
Despite recognizing that smoke-free tobacco products are less risky than combustible cigarettes, CTP’s 
PMTA application process isn’t working to get these reduced risk products to adult smokers in a timely 
way, if at all.   

In our case, it took more than three years for CTP to review our PMTA for a novel oral product called 
VERVE.  And once scientific reviews were complete, it took more than a year for CTP to render its 
decision.  The Foundation should examine internal processes behind such a delay in decision making. 

Importantly, the PMTA was submitted years before the September 2020 deadline for deemed-product 
submissions and, thus, those review should not have been slowed down by subsequent resource demands 
created by additional PMTA volume. 

CTP is simply not meeting its mandate by failing to make authorization decisions.  These delays – 
compounded by lack of communication in the interim -- erode confidence in the agency’s capability and 
create uncertainty that may make it difficult for industry to invest in innovation and harm reduction.    

II. Recommendations Regarding Communication of Product Related Risks 
 

The TCA acknowledged the critical role that scientifically grounded health risk information can play in a 
tobacco harm reduction framework.  Both manufacturers and FDA have roles and responsibilities in the 
delivery of such information.  Manufacturers have an opportunity to invest in developing rigorous science 
that can support modified risk claim evaluations designed to provide truthful, accurate and clear 
communications to adult smokers.  In addition to reviewing and authorizing such communications by 
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manufacturers, CTP’s Mission includes public education about the risks of tobacco use.  We offer 
recommendations below on this important mandate. 
 

A. CTP should develop and deliver targeted communications – aimed at smokers and 
the health care providers they look to for advice -- about the role of nicotine and the 
relative risks of combustible and smoke-free products  

Consumers need truthful and accurate information to make informed decisions, and we believe this 
includes the 30 million adult smokers in the U.S., many of whom are seeking reduced-risk alternatives to 
combustible cigarettes.8  Unfortunately, misperceptions about nicotine and the relative risks of tobacco 
products – among adult smokers and medical professionals – are a major obstacle to adult smokers' 
switching to reduced-harm products.9  
 
While nicotine is addictive, it is exposure to smoke – not nicotine – that causes most tobacco-related 
disease.  As FDA says on its website, “Nicotine is what keeps people using tobacco products.  However, 
it’s the thousands of chemicals contained in tobacco and tobacco smoke that make tobacco use so 
deadly.”10 
 
In 2017, when FDA announced its Comprehensive Plan, FDA Commissioner Gottlieb stated that FDA 
policy should be used as a vehicle to “move addicted smokers down that continuum of risk to these less 
harmful [innovative] products.”11  He further stated that “A centerpiece of this comprehensive regulatory 
plan is acknowledging that nicotine, while highly addictive, is delivered through products on a continuum 
of risk.  And it’s the delivery mechanism – not the nicotine itself – that is truly the issue at-hand.”12  This 
multi-year roadmap was “designed to reframe the conversation around nicotine and harm reduction.”13  
And yet, long-standing misperceptions about the role of nicotine and the relative risks of different tobacco 
products remain entrenched among adult smokers and health care providers.  
 

 
8 Based on ALCS analysis of PATH Wave 1 data (Sept. 12, 2013 - Dec. 14, 2014), approximately 23 million adult smokers (18+) 
are interested in and likely to use tobacco products that may reduce their health risks.   
9 See O'Brien, E. K., Nguyen, A. B., Persoskie, A., & Hoffman, A. C. (2017). U.S. adults' addiction and harm beliefs about 
nicotine and low nicotine cigarettes. Preventive Medicine, 94, 94-100. doi:10.1016/j.ypmed.2016.12.048; FDA Webcast, The 
Science to Inform a Tobacco Product Standard for the Level of Nicotine in Combusted Cigarettes (October 11, 2018), available 
at https://www.fda.gov/science-research/about-science-research-fda/science-inform-tobacco-product-standard-level-nicotine-
combusted-cigarettes-10112018-10112018; Steinberg, M.B., Bover Manderski, M.T., Wackowski, O.A. et al. Nicotine Risk 
Misperception Among US Physicians. J GEN INTERN MED (2020); Yong, Hua-Hie, et al. “Do smokers’ perceptions of the 
harmfulness of nicotine replacement therapy and nicotine vaping products as compared to cigarettes influence their use as an aid 
for smoking cessation?  Findings from the ITC Four Country Smoking and Vaping Surveys.” Nicotine & Tobacco Research, 
Volume 24, Issue 9, September 2022, pages 1413-1421, https://doi.org/10.1093/ntr/ntac087; Presentation by M. Justin Byron, 
PhD, “Investigating and addressing the perceived risk of nicotine and very low nicotine content cigarettes” (February 14, 2020), 
available at www.fda.gov/media/135316/download. 
10 www.fda.gov/tobacco-products/health-effects-tobacco-use/nicotine-why-tobacco-products-are-addictive. 
11 Remarks by Scott Gottlieb, M.D., Protecting American Families: Comprehensive Approach to Nicotine and Tobacco (July 28, 
2017), available at www.fda.gov/news-events/speeches-fda-officials/protecting-american-families-comprehensive-approach-
nicotine-and-tobacco-06282017.  
12  Remarks by Scott Gottlieb, M.D., Remarks on the Regulation of Nicotine (October 17, 2017), available at 
https://www.fda.gov/news-events/speeches-fda-officials/remarks-regulation-nicotine-10192017. 
13 Scott Gottlieb, M.D., and Mitch Zeller, J.D., Advancing Tobacco Regulation to Protect Children and Families: Updates and 
New Initiatives from the FDA on the Anniversary of the Tobacco Control Act and FDA’s Comprehensive Plan for Nicotine 
(August 2, 2018), available at https://www.fda.gov/news-events/fda-voices-perspectives-fda-leadership-and-experts/advancing-
tobacco-regulation-protect-children-and-families-updates-and-new-initiatives-fda.  

https://www.fda.gov/science-research/about-science-research-fda/science-inform-tobacco-product-standard-level-nicotine-combusted-cigarettes-10112018-10112018
https://www.fda.gov/science-research/about-science-research-fda/science-inform-tobacco-product-standard-level-nicotine-combusted-cigarettes-10112018-10112018
https://doi.org/10.1093/ntr/ntac087
http://www.fda.gov/media/135316/download
http://www.fda.gov/tobacco-products/health-effects-tobacco-use/nicotine-why-tobacco-products-are-addictive
http://www.fda.gov/news-events/speeches-fda-officials/protecting-american-families-comprehensive-approach-nicotine-and-tobacco-06282017
http://www.fda.gov/news-events/speeches-fda-officials/protecting-american-families-comprehensive-approach-nicotine-and-tobacco-06282017
https://www.fda.gov/news-events/speeches-fda-officials/remarks-regulation-nicotine-10192017
https://www.fda.gov/news-events/fda-voices-perspectives-fda-leadership-and-experts/advancing-tobacco-regulation-protect-children-and-families-updates-and-new-initiatives-fda
https://www.fda.gov/news-events/fda-voices-perspectives-fda-leadership-and-experts/advancing-tobacco-regulation-protect-children-and-families-updates-and-new-initiatives-fda
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In support of its public communication mission, CTP should take the lead in addressing this critical 
barrier to tobacco harm reduction.  The Agency has the resources, expertise and the statutory authority to 
correct these misperceptions and help millions of adult smokers make decisions based on truthful and 
accurate information.  Doing so is critical if we want to see more adult smokers – who cannot or will not 
quit tobacco use – transition to smoke-free products.  This is especially true in diverse communities 
where, according to one recent study, a significantly greater proportion of Black, Asian and Hispanic 
respondents identified nicotine as the “chemical that causes most of the cancer caused by smoking 
cigarettes.”14   
 
We urge CTP to develop and deliver targeted communications – aimed at smokers and the health care 
providers they look to for advice -- about the role of nicotine and the relative risks of combustible and 
smoke-free products.  With such a campaign, CTP can help adult tobacco consumers make informed 
decisions based on science and evidence – not misinformation.   
 

B. The Foundation should examine the MRTP review processes that are hindering the 
delivery of accurate risk information that could benefit public health 
 

One of the goals of the TCA is to focus FDA resources on authorizing less harmful products for adult 
smokers.  Reduced risk messages about those products are authorized under Section 911.  Unfortunately, 
more than 13 years after enactment of the TCA, CTP has yet to establish foundational rules for what an 
applicant is required to demonstrate to obtain an MRTPA authorization. 
 
Even without foundational rules in place, CTP has long communicated its goal of completing MRTP 
reviews within 360 days.  That goal has yet to be met.  We submitted, in March 2018, an MRTP 
application for a smokeless tobacco product.  In February 2019, the Tobacco Product Scientific Advisory 
Committee overwhelmingly agreed that the science and evidence supported our proposed claim.  Yet, 4.5 
years after submission, CTP has yet to render a decision.   
 
A clearer roadmap – that sets Agency expectations for MRTP applications and establishes internal 
processes that can yield a complete and timely review -- would encourage industry to continue to pursue 
the rigorous science needed to validate health risk information and ultimately benefit public health. 
 
Conclusion  
 
We appreciate the opportunity to share our perspective on ways to advance harm reduction for the 
millions of adult smokers who are seeking reduced risk alternatives to combustible cigarettes.  

 

 

 
14 Denlinger-Apte, R. L., Pacek, L. R., Ross, J. C., Bansal-Travers, M., Donny, E. C., Hatsukami, D. K., & Carroll, D. M. (2021). 
Risk Perceptions of Low Nicotine Cigarettes and Alternative Nicotine Products across Priority Smoking Populations. 
International Journal of Environmental Research and Public Health, 18(10). doi:10.3390/ijerph18105311. 
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Additionally, we provide, in Appendix A, suggestions for process improvement to the Substantial 
Equivalence pathway. 

If you have any questions or wish to discuss our comments further, we welcome that opportunity. 

 

Sincerely,  

 
 

 

cc: Lauren Silvis, JD, Chair, Expert Panel  
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Appendix A 
Recommendations to Improve the SE Pathway 

The SE pathway is most often used to review traditional tobacco products, including cigarettes, cigars, 
and smoke-free products like moist smokeless tobacco and snus.  SE review involves comparing a new 
tobacco product to a legally marketed predicate or preexisting product.  A manufacturer must demonstrate 
that the new tobacco product has either the “same characteristics as the predicate product” or that it has 
“different characteristics,” but those differences “do not raise different questions of public health.”  

CTP has yet to define “same characteristics,” “different characteristics” and “different questions of public 
health.”  Further, based on our experience, CTP has read the “same characteristics” prong out of the 
statute – deciding all applications solely on the “different questions of public health” prong.  

While the SE pathway was designed to be less rigorous than the PMTA pathway, SE reviews, like PMTA 
reviews, are subject to significant delays.  Where SE applications were once accepted and entered 
scientific review within two weeks, we now see at least 10-month delays for a basic acknowledgment and 
two years to begin scientific review.  At this rate, it will take over a decade for CTP to complete review of 
the reports submitted in 2020, which is clearly not sustainable.   
 
CTP can improve the SE pathway by providing clarity on critical definitions and applying the SE 
pathway as Congress intended.  

A. Define the key statutory terms “same characteristics,” “different characteristics” 
and “different questions of public health.”  

Before proposing a rule on the form and content of SE reports, FDA acknowledged that applicants needed 
clarity about CTP’s expectations for SE filings and promised to initiate a rulemaking that would establish 
requirements and standards for substantial equivalence.15  Nonetheless, in the final rule, which was 
published over a decade after initial SE reports had to be filed, FDA failed to define the terms “same 
characteristics,” or “different characteristics,” despite FDA’s recognition that stakeholders were asking 
for clarity16 and the experience CTP had gained in reviewing thousands of SE reports.17  The Final Rule 
also failed to define “different questions of public health.” 

We submitted comments to FDA in response to the proposed SE rule, which included proposed 
definitions.  We recommend CTP adopt these definitions to provide transparency and consistency in the 
SE process.18 

B. Implement both prongs of the SE pathway 

CTP has failed to implement the two-pronged standard for SE review established by the TCA.  Based on 
our experience, CTP has read the “same characteristics” prong out of the statute – deciding all 

 
15 “Interested parties need clarity as to FDA’s expectations regarding [SE] reports…” Guidance for Industry and FDA Staff, 
Section 905(j) Reports: Demonstrating Substantial Equivalence for Tobacco Products (Jan.  2011) at 2, available at 
www.fda.gov/media/79702/download.  
16 Content and Format of Substantial Equivalence Reports; Food and Drug Administration Actions on Substantial  
Equivalence Reports. Proposed Rule. 84 Fed. Reg. 12,740, 12,744 (April 2, 2019).  
17 Id. at 12,741. 
18 See ALCS Comments to “FDA–2016–N–3818 (84 Fed. Reg. 12,740, April 2, 2019) – Comments on Proposed Rule, “Content 
and Format of Substantial Equivalence Reports; Food and Drug Administration Actions on Substantial Equivalence Reports.” 
(July 17, 2019). Available at https://www.regulations.gov/comment/FDA-2016-N-3818-0166.  

http://www.fda.gov/media/79702/download
https://www.regulations.gov/comment/FDA-2016-N-3818-0166
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applications solely on the second prong, which focuses on whether a product raises different questions of 
public health.    

As noted above in Section II(A), FDA should define “same characteristics” and then implement the first 
prong of the SE review process established by Congress.  Meanwhile, in failing to apply the first prong at 
all, FDA’s failure to define “different questions of public health” is all the more significant.  Rather than 
specifying what kind of product changes give rise to different questions of public health, the rule 
identifies five considerations that FDA may consider.19  These considerations are optional, non-
exhaustive, and exceedingly general and vague.  As such, they provide little to no concrete direction or 
clarity to manufacturers filing SE reports. 

C. Allow applicants to select which of their accepted SE Reports will enter scientific 
review first 

Given the large backlog of pending SE applications, and no commitment from CTP about when 
manufacturers can expect responses, CTP should permit applicants to choose which of their accepted SE 
reports will enter scientific review first.  Doing so will allow manufacturers to select high priority 
applications, while not interfering with CTP’s statutory mandates and responsibilities.  As opposed to 
CTP’s current randomization process, this flexibility could also help bring greater certainty and 
predictability to the process and potentially decrease CTP’s review burden as manufacturers reprioritize 
or withdraw certain SE applications from review.  

D. Provide greater flexibility so applicants can bundle similar SE Reports for review 

CTP currently allows bundling of SE Reports for new products in the same product category and 
subcategory where the proposed modifications are the same.  Bundling should be expanded to include 
proposed modifications that are similar, though not identical for all products in the bundled group.  Even 
if the proposed modifications are not identical for all new products in the bundle, bundling should still be 
permitted where the scientific basis for evaluating the changes is similar.   
 
Benefits of this approach include increased review efficiency and consistency in decision making and 
reducing the duplication of reviewer teams each conducting similar evaluations across similar 
submissions. 
 

E. Optimize the SE exemption pathway  

Congress created the SE Exemption (“SE EX”) pathway to provide manufacturers with a less burdensome 
process for obtaining authorization for “minor modifications” to legally marketed products.20  

In 2011, CTP indicated it would create a catalogue of types of product changes that would be eligible for 
the SE EX pathway once CTP felt it had gained sufficient experience with the pathway.  Today, over 10 
years later, CTP should have sufficient experience to create a list of “categorical exemptions” and should 
do so. 

Creating a list of categorial exemptions would lead to more streamlined categorical exemption filings, 
thus reducing the burden on both applicants and CTP reviewers.  See Attachment 1 for examples of 
possible categorical exemptions. 

 
19 86 Fed. Reg. 55,224, 55,240 (Oct. 5, 2021). 
20 FDCA §905(j)(3)(i). 
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Beyond a list of categorical exclusions, CTP could also institute – similar to what exists in other FDA 
Centers – a notice or certification process for certain types of changes which CTP has routinely found to 
be exempt.  In these circumstances, eliminating the need for manufacturers to make a filing and await an 
SE EX order would lessen the burden on CTP reviewers and manufacturers while allowing CTP to 
continue meeting its statutory mandates.   

Rather than requiring a new submission for the most minor of changes and devoting review resources to 
these, CTP can optimize this pathway, update its processes and redirect resources to more complex 
submissions.  
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Attachment 1 -- Examples of Categorical Exemptions  

 

What Provided that… Examples 
Specific materials or additives 
that CTP has previously 
determined do not raise DQPH 

Material composition is same as that 
previously approved by CTP 

New cigarette paper or seam adhesive; a 
new smokeless tobacco pouch material; 
a new preservative for smokeless 
tobacco products 
 
 

Size changes that result in less 
tobacco 

Tobacco types remain the same and 
any changes to relative blend ratios 
are minimal; no changes to 
ventilation 
 
 

Reductions in tobacco rod length for 
combustible products; reduction in 
tobacco weight per portion for portioned 
smokeless product 
 
 
 

Miniscule differences resulting 
from process scale up 

No change in material composition 
and changes not detectable to the 
consumer 
 
 
 

Minimal changes to pouch dimensions, 
pouch seam or pouch material weight 

Minor compositional changes in 
the non-burned region of 
combustible products 

Changes to non-burned materials 
are not expected to alter smoke 
chemistry 
 
 
 

Cigar tips and adhesives; tipping paper, 
tipping inks and tipping/filter adhesives 
for cigarettes 

Extension of shelf life resulting 
from completion of a longer 
stability study 

Provided that data documentation is 
retained, there is no change in 
ingredients and there is no change in 
trend of stability measures 
 
 
 

Extended stability testing demonstrates 
that product remains stable beyond the 
period of testing documented in the 
original premarket application 
  

Tightening of tolerances to 
address liquid leaking 

No impact to aerosol and no change 
in material composition  
 
 
 

Correction of liquid leakage from ENDS 
devices or pods 

Changes to container closure 
system 

No adverse affect on product 
performance or stability 
 
 
 

Child resistant packaging or recyclable 
packaging 

 


