As a result of FDA’s compliance policy, we expect that many manufacturers will keep their products on the market beyond the effective date of this final rule. However, if a manufacturer of a product is unable to support an SE claim for its product (e.g., is unable to identify a valid predicate, or does not submit an SE report with a valid predicate within the compliance period, or does not receive authorization within a continued compliance period) and does not obtain authorization under one of the other available marketing pathways before the end of an applicable compliance period, such products remaining on the market will be subject to enforcement (e.g., seizure, injunction) for failure to have a marketing authorization under sections 905 and 910 of the FD&C Act.

FDA also received comments suggesting that the agency should stagger the compliance periods for different product classes based on the continuum of risk, with ENDS having a longer compliance period than other product classes (e.g., Comment No. FDA-2014-N-0189-81859; Comment No. FDA-2014-N- 0189-10852).

However, we recognize that the availability of alternatives to traditional tobacco flavors in some products (e.g., ENDS) may potentially help some adult users who are attempting to transition away from combusted products. Furthermore, at least some flavored combusted products are likely to be “grandfathered” and therefore would remain on the market regardless of the compliance period provided in the preamble.

If manufacturers submit (and FDA receives) the applications during their respective compliance periods, FDA, for a certain period of time as discussed in the following paragraph, intends to continue the compliance policy and does not intend to initiate enforcement action for these products remaining on the market without FDA authorization.

However, if at the time of the conclusion of the continued compliance period, the applicant has provided the needed information and review of a pending marketing application has made substantial progress toward completion, FDA may consider, on a case-by-case basis, whether to defer enforcement of the premarket authorization requirements for a reasonable time period.

FDA also is continuing to research e-cigarettes, other ENDS, and heated cigarette products that likely were on the market "as of" (i.e., on) February 15, 2007. Additionally, FDA has determined that some e-cigarettes and other ENDS were manufactured in 2006 and commercially marketed in the United States in early 2007. In particular, we have identified an ENDS product that may have been on the market on February 15, 2007. This 3 FDA Guidance states that "[i]f you cannot provide documentation specifically dated on February 15, 2007, FDA suggests you provide documentation of commercial marketing for a reasonable period of time before and after February 15, 2007." Guidance for Industry entitled "Establishing That a Tobacco Product Was Commercially Marketed in the United States as of February 15, 2007 (79 FR 58358, Sept. 29, 2014), The guidance also provides examples of sources of evidence, e.g., bills of lading. 21 product may possibly be able to serve as a valid predicate for purposes of the SE pathway.

Requests for Additional Regulations Applicable to Newly Deemed Products--In the NPRM, FDA noted that, once the products were deemed, the Agency could issue additional regulations applicable to newly deemed products, including product standards under section 907 of the FD&C Act (21 U.S.C. 387g). FDA received many suggestions for additional regulations that should apply to the newly deemed products. FDA is taking these comments under advisement and considering whether to issue NPRMs for such provisions.

Further, CTP’s OCE will continue to assist small-scale tobacco product manufacturers in their submission of rotational warning plans for FDA approval and to provide a system to assist such businesses in navigating the regulatory requirements of FDA. FDA considers a "small-scale tobacco product manufacturer" to be a manufacturer of any regulated tobacco product that employs 150 or fewer full-time equivalent employees and has annual total revenues of $5,000,000 or less.

Until these testing and reporting requirements have been established, newly deemed tobacco products (and currently regulated tobacco products) are not subject to the testing and reporting provisions found under section 915. As noted elsewhere in this document, FDA does not intend to enforce the reporting requirements under section 904(a)(3) for newly deemed products before the close of the 3-year compliance period, even if the HPHC guidance and the section 915 regulation are issued well in advance of that time.
Although FDA is not required to meet a particular public health standard to deem tobacco products, regulation of the newly deemed products will be beneficial to public health. The Agency has concluded, based on scientific data, that the newly deemed products should be regulated due to their potential for public harm (e.g., 79 FR at 23154-23158) and regulation is necessary to learn more about that potential. Greater regulatory certainty created by premarket authorizations should help companies to invest in creating novel products, with greater 39 confidence that improved products will enter the market without having to compete against equally novel, but more dangerous products. For example, a company wishing to invest the additional resources needed to ensure that its e-cigarette is designed and manufactured with appropriate methods and controls will be more likely to do so if the product is not competing against products that are more cheaply and crudely made, yet appear to be identical to the consumer. Over time, since the "appropriate for the protection of the public health" standard involves comparison to the general tobacco product market, FDA believes the employment of the premarket authorities could create incentives for producers to develop products that are less dangerous when consumed, less likely to lead to initiation of tobacco use, and/or easier to quit.

Until the FDA obtains product-specific evidence, the Agency will evaluate an ENDS manufacturer's use of "smokeless" or "smoke-free" (and similar descriptive terms) on a case-by-case basis, and the Agency will continue to apply the MRTP provisions in a manner consistent with the statute and Constitution. This case-by-case approach to "smokeless," "smoke-free," and similar terms is appropriate as applied to ENDS, which encompasses a broad, heterogeneous, and evolving category of products.

FDA is announcing the availability of a draft guidance, which when final will provide the Agency's current thinking regarding some appropriate means of addressing the premarket authorization requirements for newly deemed ENDS products, including specific recommendations concerning how to support a showing that the marketing of a new tobacco product is appropriate for the protection of the public health.

In the case of ENDS hardware/apparatus components, FDA expects that it may be difficult for manufacturers to make the showing necessary to meet the statutory standard, given the great extent of possible variations in combinations of hardware components, if all are 70 considered and sold separately. Thus, with respect to apparatus, FDA expects that manufacturers will be most successful where authorization is sought for entire delivery systems, rather than individual components. In the case of these complete delivery systems--systems for which the application covers all potential parts, including customizable options as applicable, and where labeling, instructions for use and/or other measures are used to help ensure use as intended--FDA expects that the range of possible outcomes may be narrow enough for the manufacturer to demonstrate, and for FDA to assess, public health impact.

To obtain marketing authorization under the PMTA pathway, manufacturers are required to establish, among other things, that permitting their products to be marketed would be appropriate for the protection of public health. In establishing this, manufacturers should take into account, and FDA will consider, the ways in which the new product is likely to be used. We also note that, elsewhere in this issue of the Federal Register, FDA has made available draft guidance, which when final will describe FDA's current thinking regarding some appropriate means of addressing the premarket authorization requirements for newly deemed ENDS products.

(Comment 26) Many comments stated that a requirement to prepare PMTAs for all of the many parts and components that go into some of the newly deemed tobacco products would create an effective ban of these products. (Response) The definition of a tobacco product includes components and parts, and these products are subject to the automatic provisions of the FD&C Act, including premarket authorization requirements. However, at this time, FDA intends to limit enforcement of the premarket authorization provisions to finished tobacco products. In this context, a finished tobacco product refers to a tobacco product, including all components and parts, sealed in final packaging intended for consumer use (e.g., filters or filter tubes sold separately to consumers or as part of kits). For example, an e-liquid sealed in final packaging that is to be sold or distributed to a consumer for use in a finished tobacco product will be subject to enforcement if it is on the market without authorization. In contrast, an e-liquid that is sold or distributed for further manufacturing into a finished ENDS product is not itself a finished tobacco product. At this time, FDA does not intend to enforce the premarket authorization requirements against such eliquids or other components and parts of newly deemed products that are sold or distributed solely for further manufacturing without a marketing order.

(In regards to larger companies having a financial advantage over small companies)

(Response) FDA is announcing multiple policies with this final rule including a policy for "small-scale tobacco product manufacturers" discussed in section IV.D. FDA is announcing this policy, because "small-scale tobacco product manufacturers" do not have the same business capabilities of larger businesses. Moreover, FDA did not receive any comments from large manufacturers suggesting that they are in need of the relief that is being provided for small-scale tobacco product manufacturers. Congress also acknowledged the potential disparity by requiring FDA to establish the Office of Small Business Assistance (OSBA) within CTP to assist small tobacco product manufacturers and retailers in complying with the law. OSBA is available to assist manufacturers with any questions regarding statutory and regulatory requirements and will continue to provide support with respect to these newly finalized regulations.

 FDA recognized that ENDS are different than conventional tobacco products, and that more specific guidance would be useful to manufacturers in preparing premarket applications. Therefore, FDA has made available draft guidance, which when final, will describe FDA's current thinking regarding some appropriate means of addressing the premarket authorization requirements for newly deemed ENDS products, including recommendations that would help to support a showing that the marketing of a product is appropriate for the protection of public health. FDA intends to issue additional guidance in the future.
(Comment 38) At least one comment suggested that applicants be able to utilize publications regarding scientific understanding of e-cigarettes as harm reduction products to support their PMTAs. (Response) FDA agrees that applicants can include scientific literature as part of their PMTA submission pursuant to section 910(b)(1). In addition, elsewhere in this issue of the Federal Register, FDA has made available draft guidance, which when final will describe FDA's current thinking regarding some appropriate means of addressing the premarket authorization requirements for newly deemed ENDS products, including the use of scientific literature.

(Comment 40) One comment suggested that FDA publish guidance on how the Agency will determine whether an e-cigarette is substantially equivalent to a predicate product. According to this comment, the SE review should focus on the aerosol delivered to the consumer to determine whether a new e-cigarette raises different questions of public health. (Response) FDA may issue guidances for specific product categories at a later date. However, FDA finds that the available guidance for SE reports should be sufficient to assist manufacturers in preparing reports and to advise them of the factors FDA considers when assessing SE reports, as evidenced by the fact that the agency has issued many orders regarding SE to applicants that have utilized the available guidance (for the most recent SE actions, see http://www.fda.gov/TobaccoProducts/Labeling/MarketingandAdvertising/ucm435693.htm). Previously issued SE orders were for products whose applications may differ substantially from those for the newly deemed tobacco products. The constituents found in e-cigarette aerosol are just some of the characteristics that FDA will consider when reviewing SE reports for e-cigarettes. Other characteristics include the materials, other ingredients, design, composition, heating source, and other features of the e-cigarette (see section 910(a)(3)(B)). We also encourage prospective applicants to review the applications FDA posts on www.fda.gov for examples of products that have different characteristics but do not raise different questions of public health when compared with the specified predicate product.

(Response) Section 910(b) of the FD&C Act lays out the specific elements to be submitted in a PMTA and 910(c)(2)(A) specifies that FDA cannot authorize the marketing of a product where there is a lack of showing that the marketing of a new tobacco product is "appropriate for the protection of the public health." The FD&C Act states that this finding will be determined, when appropriate, on the basis of well-controlled investigations (section 910(c)(5)(A)). However, section 910(c)(5)(B) of the FD&C Act also allows the Agency to consider other "valid scientific evidence" if found sufficient to evaluate the tobacco product. Thus, if an application includes, for example, information (e.g., published literature, marketing information) with appropriate bridging studies, FDA will review that information to determine whether it is valid scientific evidence sufficient to demonstrate that a product is appropriate for the protection of the public health.

(Comment 45) Some comments stated that FDA regulations should support manufacturers' efforts to invest in alternative tobacco products with the potential to reduce harm. (Response) The Agency continues to support development of alternative tobacco products with the potential to reduce harm, and believes that the PMTA, MRTP, and other regulatory provisions will help foster the development of tobacco products that pose less risk to human health. In addition, as a practical effect of the Agency's compliance policy for premarket review of newly deemed tobacco products, FDA expects that many manufacturers, including those with alternative tobacco products, will continue to market their products during preparation of submissions and for the continued compliance period afterward.

FDA recognizes, however, that it could be difficult for certain manufacturers of the newly deemed products (e.g., small businesses) to comply with the section 904 HPHC requirements for all of their currently marketed products. For example, contract laboratories may not be prepared for the large volume of requests for the testing of quantities of the HPHCs for all brands and subbrands of tobacco products marketed prior to the effective date. Thus, we have established a compliance period of 3 years for submission of this data under section 904 for products on the market as of the effective date. In addition, in the context of all newly deemed products considered in total, many products may be grandfathered and will thus not be required to obtain premarket authorization through one of three pathways--SE, exemption from SE, or premarket tobacco product applications (sections 905 and 910 of the FD&C Act). (FDA notes that the proportion of products that may qualify as grandfathered is likely to vary for different product categories. For example, the ENDS product category, for which the market has changed dramatically since 2007, is likely to have a smaller proportion of grandfathered products than some other product categories.)

Moreover, elsewhere in this issue of the Federal Register, FDA has made available a final guidance to provide information on how to establish and reference a Tobacco Product Master File (TPMF). FDA notes that we expect reliance, to the extent applicable, on TPMFs to increase efficiency and reduce any burdens on manufacturers. As discussed in section IX, because of the nature of upstream supply of many components for ENDS products, especially e-liquids, FDA anticipates that commercial incentives will be sufficient to drive manufacturer reliance on the system of master files. We note that, at present, FDA understands, based on publically available information, that the number of entities engaged in upstream production of liquid nicotine and flavors specifically developed for use with e-liquids is in the range of seven to thirteen entities (see earlier discussion in response to comment 34). Given the nature of the marketplace, FDA expects that the master file system will be widely appealing and widely utilized by the ENDS industry.

(Comment 54) Comments requested that FDA impose the same requirements on the newly deemed products that apply to currently regulated products, including the same compliance periods for all provisions and the same marketing and advertising restrictions. In addition, they stated that establishing exemptions would create a significant administrative 115 burden for FDA, and that a single, comprehensive plan would be easier for industry to understand and for the Agency to implement. (Response) With this final rule, FDA is deeming additional tobacco products subject to its chapter IX tobacco authorities. This means that newly deemed products will be subject to all provisions in the FD&C Act applicable to "tobacco products" in the same way that currently regulated tobacco products are also subject to those provisions.

FDA is subjecting covered tobacco products to the additional provisions (i.e., age and identification requirements, vending machine restrictions, and health warning requirements) discussed in this final rule. If FDA later determines that further marketing and advertising restrictions for newly deemed products are appropriate and meet the applicable standard in section 906(d), FDA will follow the requirements of the APA to implement such restrictions.

As noted elsewhere in this document, FDA does not intend to enforce the reporting requirements under section 904(a)(3) for newly deemed products before the close of the 3-year compliance period, even if the HPHC guidance is issued well in advance of that time. In addition, at this time, FDA also does not intend to enforce this requirement in relation to 117 manufacturers of components and parts used for incorporation into finished tobacco products. In this context, a finished tobacco product refers to a tobacco product, including all components and parts, sealed in final packaging intended for consumer use (e.g., filters or filter tubes sold separately to consumers or as part of kits). FDA considers an e-liquid to be a finished tobacco product if sold separately and not as part of an ENDS.

(In response to regulations spawning a "black market" or illicit selling of ENDS)

(Response) FDA understands these concerns, but believes that this rule will not increase current illicit practices or create new illicit markets, because FDA is not banning any tobacco product with this deeming rule. FDA believes that this rule will not stifle innovation but could, instead, encourage it. The greater regulatory certainty created by the premarket review process may encourage companies to invest in creating potentially beneficial novel products, with greater confidence that improved products will not be competing against equally novel, but more dangerous, products. For example, a company may be more willing to invest the additional resources needed to ensure that its product is designed and manufactured with appropriate methods and controls.
In the NPRM, FDA requested comment on the ability of smaller manufacturers of newly deemed tobacco products to fully comply with the requirements of the FD&C Act and how FDA might be able to address those concerns. Considering the comments and FDA's finite enforcement resources, the Agency’s view is that those resources may not be best used in immediately enforcing the provisions of this rule against certain manufacturers that are small-scale tobacco product manufacturers and that fail to comply with certain requirements of the FD&C Act. Therefore, FDA generally intends to grant small-scale tobacco manufacturers 133 additional time to respond to SE deficiency letters and to not bring enforcement action against those small-scale tobacco product manufacturers who submit ingredient listings within 12 months of the effective date of this rule, and is granting small-scale tobacco product manufacturers an additional six-month compliance period for the tobacco health document submission requirements. As with any such policy, FDA will review and revise these policies as appropriate.


 FDA notes that our thinking regarding what a "small-scale tobacco product manufacturer" is for purposes of this policy is designed to align with the nature of the specific relief provided. That is, the relief provided (as described throughout this document) relates generally to requirements for entities to compile or report information. These activities may require an investment of employee time and/or financial resources that is more challenging for the smallest entities to achieve. For these reasons, the threshold takes note of both employee 134 resources (FTEs) and financial resources (annual revenues), ensuring that those entities with the most limited human and financial resources are uniquely considered in FDA’s decisions about enforcement of these provisions, precisely because the provisions may require resources not as readily available to these entities. Further, as stated elsewhere in this document, in formulating its thinking, FDA has considered all available data on employment, revenues, production volume and other details of operation for current manufacturers of newly deemed products. In addition, FDA notes that its current approach reflects a careful review of the potentially unique interests of the smallest tobacco product manufacturers as considered in light of the Agency’s statutory obligations regarding the protection of public health.
3. Ingredient Listing Submissions (section 904(a)(1)) FDA understands concerns that small-scale tobacco product manufacturers may need additional time to comply with section 904(a)(1)'s requirement that manufacturers submit ingredient lists. FDA presently intends not to bring enforcement action against those small-scale tobacco product manufacturers who submit section 904(a)(1)'s required information within 12 months of the effective date of this final rule. 4. Assistance with Marketing Applications As with manufacturers in general, these small-scale tobacco manufacturers will also benefit from additional assistance with their marketing applications, including the designation of a Regulatory Health Project Manager so that they have a single point of contact in CTP’s OS for questions about their marketing applications. They will also have access to an appeals process in the event that FDA denies their marketing applications (of which one small business has already taken advantage). Staff from CTP’s OCE also will assist small-scale tobacco product manufacturers with identifying the types of documents that may be used to establish that their 136 predicate products were on the market on February 15, 2007. This may include several calls or correspondence with the manufacturer as it submits different documents to the Agency. 5. Assistance in Navigating Other Regulatory Requirements CTP’s OCE will continue to assist small-scale tobacco product manufacturers in submitting rotational warning plans for FDA approval. These plans provide the firm’s plan for how the required warnings will be displayed on the packaging and advertising for their product, as required by 21 CFR 1143.5. This may include several calls or correspondence with the small business as it seeks approval from the Agency. CTP also has a system to assist small businesses in navigating the regulatory requirements of FDA. For example, the Center has a Call Center that triages all calls received from regulated industry. The Center’s Office of Small Business responds to hundreds of calls, emails and correspondences from small businesses every year to assist them in answering their specific questions on how to comply with the law.

Until the FDA publishes a final guidance for each product category and to provide ENDS manufacturers a lengthier compliance period based on where they purport to fit within the risk continuum for nicotine-delivering products (e.g., Comment No. FDA-2014-N-0189-81859; Comment No. FDA-2014-N-0189-10852). In response to these comments, we note that nicotine use in any form is of particular concern for youth and pregnant women. On the other hand, some evidence suggests that ENDS may potentially promote transition away from combusted tobacco use among some current users and it is possible that there could be a public health benefit.

However, several considerations weigh against a shorter compliance period for flavored products. There are potential countervailing health concerns. At least some flavored combusted products (which are of particular concern because they are known to present similar risks to cigarettes and are youth appealing) are likely to be “grandfathered” and, therefore, would remain on the market regardless of the compliance period or enforcement policy for newly deemed, noncombusted flavored products. Section VIII.F below discusses the preliminary evidence available to date regarding effectiveness of ENDS to help smokers transition from, or reduce their consumption of, combusted tobacco products. But at least some think that flavor variety is very important.
Finally, as with other tobacco products that will be regulated under this rule, FDA is cognizant of the transition that will be required for regulated entities. Several comments expressed concern that even the proposed 24-month compliance period was not sufficient to submit complete applications for all of their products. For example, one comment noted that most of the e-cigarette market "are small and medium-sized businesses owned and operated by individuals and families [and] most, if not all of these smaller enterprises lack the resources to tackle such a high administrative burden" associated with submitting multiple PMTAs within the time period (Comment No. FDA-2014-N-0189-80496). Several comments also expressed concern that the 24-month proposed compliance period would benefit larger companies with more resources to complete product applications at the expense of small and mid-size companies (e.g., Comment No. FDA-2014-N-0189-76162). FDA notes that a shorter period would have an even greater impact on these businesses. In light of these considerations, FDA believes that a two-year compliance period for flavored products, as with other tobacco products, represents the exercise of its enforcement discretion in a way that strikes an appropriate balance between providing industry time to transition and protecting the public health. Over time, FDA expects to see additional data on the role of certain flavored products in supporting reduction in or abstinence from the use of combusted products, as well as further data on the role of flavored products in youth initiation, use, and dual use. Such data will help inform FDA’s regulation of, and product standards for, these and other tobacco products.

FDA intends to seek additional public comment and issue a rule or guidance to provide further clarification on assemblies of materials that are a "component or part" of a tobacco product because they are intended or reasonably expected to alter or affect the tobacco product's performance, composition, constituents, or characteristics or are intended or reasonably expected to be used with or for the human consumption of a tobacco product.

The following is a nonexhaustive list of examples of objects used with e-cigarettes or other ENDS that would likely be considered accessories: Screwdrivers and lanyards. REALLY??? LOL
3. Reporting of HPHCs (section 915) At this time, FDA intends to limit enforcement to finished tobacco products. See section IX for further discussion of ENDS retail establishments and the responsibilities of upstream manufacturers for reporting of HPHCs. The Agency is working to determine an appropriate compliance policy to deal with HPHCs for newly deemed products (including e-liquids) and is intending to issue guidance with enough time for manufacturers to report given the 3-year compliance period.

(Comment 121) Some comments expressed concern about the health effects of propylene glycol exposure from e-cigarette use. They also stated that the use of glycerol and propylene glycol, both of which are humectants, may cause uninformed users to become inadvertently dehydrated. (Response) FDA recognizes that information about the health effects of the constituents in e-liquids and ENDS aerosols in both users and nonusers is limited and that this issue should be explored to better understand the impacts of these products on the population health.

(Comment 130) At least one comment suggested that to help address the dangers of nicotine and its use in future tobacco products, manufacturers registering future products with FDA should provide documents demonstrating the accuracy of stated nicotine levels and that the products are diacetyl and acetyl propionyl free. (Response) FDA agrees with the need to carefully monitor future tobacco products and to evaluate the toxicological concern of chemical ingredients, such as diacetyl and acetyl propionyl, in e-liquids and that statements about the nicotine concentration in the e-liquid as well as the amount of nicotine that will be delivered to the user are accurate.

(Comment 134) A few comments expressed concern that FDA may limit the availability of e-liquids to established manufacturers only and prohibit individuals from mixing their own eliquids. These comments stated that they need access to products of reasonable potency, high purity, and high quality. (Response) This final deeming rule places some restrictions on the sale and distribution of tobacco products, such as minimum age restrictions, but it does not bar sales to individuals generally.

(Comment 136) At least one comment sought clarification as to why FDA expressed concern about quality control issues for e-cigarette products but not for combusted products that contain thousands of toxic constituents. (Response) FDA is concerned about quality control for all tobacco products and will continue to monitor these products to determine if there are quality control issues. FDA's premarket review of the newly deemed products will increase product consistency. For example, FDA's oversight of the constituents of e-cigarette cartridges would help to ensure quality control related to the chemicals and their quantities being aerosolized and inhaled.

(Comment 139) One comment recommended that FDA collaborate with other Federal Agencies, including the National Institutes of Health (NIH), CDC, and the Substance Abuse and Mental Health Services Administration (SAMHSA), as well as international agencies including the EU, to continue research on tobacco products and increase surveillance and other enforcement of quality control and other issues. (Response) FDA agrees. FDA intends to continue to review available studies and fund studies on tobacco products, including studies on ENDS initiation, use (including transitions to other tobacco products and multiple use), perceptions, dependence, and toxicity (Ref. 173). FDA also has been conducting a series of public workshops to obtain additional information on ecigarettes and their impact on public health (79 FR 55815). These workshops will help to inform FDA's development of future rules and policies that have an impact on ENDS. Additional regulations regarding ENDS will be subject to the requirements of the APA.

(Comment 141) Many comments stated, but did not provide supporting data, that ecigarettes: (1) Are approximately 99 percent less hazardous than cigarettes; (2) are only consumed by smokers and former smokers who quit by switching to e-cigarettes; and (3) have not been found to create nicotine dependence in any nonsmoker. They also stated that there is no evidence that ingesting e-liquid leads to fatalities. (Response) As discussed throughout this document, FDA agrees that use of ENDS is likely less hazardous for an individual user than continued smoking of traditional cigarettes.

(Comment 156) Many comments stated that the NPRM may promote conventional tobacco use because e-cigarette manufacturers will be unable to inform smokers that their products are safer alternatives or that they do not contain tobacco. They believed the NPRM weakens the impact that the e-cigarette industry might otherwise exert on the tobacco industry. (Response) FDA disagrees. First, this final rule does not prohibit ENDS manufacturers from making claims that they are safer than conventional tobacco products if they can provide evidence to satisfy the requirements and obtain marketing authorization from FDA under section 911 of the FD&C Act. Second, FDA believes that ENDS could serve as alternatives to combusted tobacco products.
(Comment 161) Many comments expressed concern that Congress did not wish to effectively ban e-cigarettes (as they claimed would occur as a result of deeming these products), because such a ban violates section 907(d)(3) of the FD&C Act. They stated that if Congress wanted to ban them, they would have done so under their drug authority. (Response) FDA is not banning any category of tobacco product by issuing this final deeming rule.

(Comment 167) Many comments stated that the NPRM would ban virtually all of the eliquid products and premium vaporizers (including mods, tanks, and open systems) and other components or parts because manufacturers of such products would not have adequate resources to comply with the requirements of the law. (Response) FDA disagrees. FDA is not banning any tobacco product under this final rule. Rather, FDA is extending its authority to regulate such products under section 901 of the FD&C Act. Manufacturers of ENDS products were on notice that they could be considered FDA-regulated tobacco products since the enactment of the Tobacco Control Act and the issuance of the Sottera decision shortly thereafter. See section VIII.K for additional discussion regarding the Sottera case. Therefore, FDA disagrees with any comments referring to this rule as banning any categories of tobacco products.
The introduction of statutory controls and oversight into a historically unregulated market inevitably will lead to some market change and consolidation. 267 FDA recognizes that, with the implementation of this final rule, vape shops that meet the definition of tobacco product manufacturer may cease engaging in manufacturing activities rather than comply with requirements for manufacturers under this final rule. However, FDA notes that such entities will have the option to continue operating solely as retailers, as some vape shops currently do. In addition, as noted earlier, FDA believes that this policy (and the deeming rule as a whole) will not stifle innovation but could, instead, encourage it. Over time, FDA expects that its premarket review authorities will spur creative evolution and help to create a market where available products present a lower risk of user and population harm, provide a more consistent delivery under varying conditions of use, are less likely to lead to initiation of tobacco use, and/or are easier to quit. In recent years, ENDS products have proliferated in the absence of regulation, in some cases resulting in a lack of quality control and consistency, consumer confusion and even availability of acutely toxic products. In this context, we expect that changes in the market in response to regulation will have significant benefits for public health and will be a net benefit overall.

It will be the responsibility of the ENDS retail establishment, as a manufacturer, to determine how many and which products they plan to manufacture. For shops that prepare an expansive array of custom mixes, with many gradations of flavor, nicotine strength or other characteristic, this would mean identifying, listing, and reporting ingredients for a large number 274 of distinct products. In reality, however, we expect that such entities will elect to narrow the list of combinations they sell (with more limited distinctions in strength and flavor, etc.), since such a narrowing will allow them to continue providing custom products and a variety of options while simplifying their reporting. However, since the time and cost of listing each additional mixture is expected to be very low, the reduction will not necessarily be significant. In addition, any narrowing may reflect a reduction in products that are listed but are not actually sold.
E. Office of Small Business Assistance Under section 901(f) of the FD&C Act, one of FDA's initial activities upon passage of the Tobacco Control Act was to establish the OSBA within CTP to assist small tobacco product manufacturers and retailers in complying with the law. FDA recognizes that the issuance of this final deeming rule, including the clarifying information noting that ENDS retail establishments are manufacturers subject to this rule, may result in many additional small tobacco product entities contacting OSBA for assistance. Accordingly, FDA intends to hire additional OSBA staff to provide assistance to small tobacco product entities wherever possible.

(Comment 203) One comment stated that alternative nicotine products, such as nicotine toothpicks, ( just had to add this, I'd never heard of these before).
(Comment 216) Many comments suggested that FDA include a ban on flavored tobacco products with this final rule. Other comments suggested that FDA continue to allow the sale of fruit or candy-flavored e-cigarettes, because they aid cigarette smokers in decreasing cigarette use and in smoking cessation. (Response) FDA is not banning flavored tobacco products with this final deeming rule. If additional evidence emerges that flavored ENDS make it more likely that smokers switch completely to ENDS, such evidence submitted as part of a PMTA would help support that application, as part of the analysis of whether the marketing of the product is appropriate for the protection of public health.
(Comment 218) One comment stated that section 907(d)(3) of the FD&C Act, which prohibits FDA from banning certain enumerated tobacco products, demonstrates that Congress did not intend to grant FDA the power to ban any tobacco product by any means, including by enacting a product standard that would be a tantamount ban of newly deemed products, especially when some of these products present lower risks of death and disease than the specifically enumerated ones. Some comments also referred to the difficulty in defining "characterizing flavor" in the context of instituting a ban on flavored newly deemed tobacco products. (Response) If FDA decides to issue a product standard, it will do so in accordance with section 907 of the FD&C Act. Because FDA is not banning flavored tobacco products with this final deeming rule, it is not necessary to consider whether and how to define "characterizing flavor."

(Comment 219) Some comments suggested that FDA require face-to-face sales for all covered tobacco products, as it does for sales of cigarettes and smokeless tobacco, as provided in § 1140.14(a)(3). For example, they suggested that FDA ban self-service displays for newly deemed tobacco products. They expressed concern that treating cigarettes and smokeless tobacco differently from other tobacco products would lead to confusion for retailers and complicate retailer training programs. (Response) FDA will continue to monitor this issue and, if it determines that it is appropriate for the protection of public health to extend the self-service display prohibition to newly deemed tobacco products, the Agency will issue a new NPRM in accordance with the APA.

(Comment 289) A few comments stated that most of the cost burden created by paperwork requirements will fall upon consumers, as hundreds of thousands of American consumers would lose access to what the comments state are "low-risk products" that have allowed consumers to quit smoking. They said FDA should take into consideration small business and consumer stakeholders' suggested alternatives to minimize the NPRM's potential impact. (Response) FDA disagrees with these comments. This final rule will prevent new products from entering the market that are not appropriate for the protection of the public health, are not substantially equivalent to a valid predicate product, or are not exempt from SE. We also note that FDA is announcing a compliance policy for small-scale tobacco product manufacturers, offering them targeted relief in certain areas to address concerns that smaller manufacturers may need additional time to comply with certain requirements of the FD&C Act, as discussed in section IV.D.

