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Lauren Kass Lempert, JD, MPH 
Center for Tobacco Control Research and Education 
University of California, San Francisco 
530 Parnassus Ave., Suite 366 
San Francisco, CA 94143-1390 
 
April 5, 2022 
 
Food and Drug Administration 
Division of Freedom of Information 
Office of the Executive Secretariat, OC 
5630 Fishers Lane, Room 1035 
Rockville, MD 20857 
 
Submitted online: 
https://www.accessdata.fda.gov/scripts/foi/FOIRequest/requestform.cfm 
 
ATTN: Freedom of Information Act Officer 
 
Re: Marketing Granted Orders for several Logic Technology Development LLC products, 
including STNs PM0000529.PD1, PM0000530.PD1, PM0000531.PD1, PM0000535.PD1, 
PM0000536.PD1, PM0000537.PD1, PM0000540.PD1, and PM0000541.PD1 
 
Dear FOIA Officer: 
 
This is a request under the Freedom of Information Act.   
 
I am affiliated with University of California San Francisco, an educational research institution, 
and this request is made to obtain information that will support a scholarly scientific purpose and 
not for a commercial use. 
 
On March 24, 2022, the Food and Drug Administration (FDA) issued Marketing Granted Orders 
that authorized the marketing of eight new Logic Technology tobacco products through the 
Premarket Tobacco Product Application (PMTA) process.  The products subject to the 
Marketing Granted Orders were listed in Appendix A of the Marketing Granted Orders letter and 
include: STNs PM0000529.PD1 (Logic Vapeleaf Regular Cartridge/Capsule Package), 
PM0000530.PD1 (Logic Vapeleaf Regular Cartridge/Capsule Package), PM0000531.PD1 (Logic 
Vapeleaf Tobacco Vapor System), PM0000535.PD1 (Logic Pro Tobacco e-Liquid Package), 
PM0000536.PD1 (Logic Pro Capsule Tank System), PM0000537.PD1 (Logic Pro Capsule Tank 
System), PM0000540.PD1 (Logic Power Tobacco e-Liquid Package), and PM0000541.PD1 
(Logic Power Rechargeable Kit).  
 
FDA posts its Marketing Granted Orders (MGO) letters and Technical Project Lead (TPL) 
Decision Summaries for the new tobacco products that it has authorized at this website: 
https://www.fda.gov/tobacco-products/premarket-tobacco-product-applications/premarket-
tobacco-product-marketing-granted-orders  These documents provide the public with essential 
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information on how FDA has reached its marketing authorization decisions and support FDA’s 
stated goal of transparency. Importantly, they allow the public to understand why FDA reached a 
conclusion that the marketing of the new tobacco products that are the subject of the MGOs are 
appropriate for the protection of the public health under section 910(c) of the FD&C Act and that 
none of the denial grounds specified in FD&C section 910(c)(2) apply. Between November 10, 
2015, when FDA authorized the marketing of eight Swedish Match snus products and October 
19, 2021, when FDA authorized the marketing of four US Smokeless Verve products, FDA has 
posted Decision Summaries for every MGO issued through the PMTA process.  However, the 
links for the Decision Summaries for the eight Logic Technology products only contain a four-
page excerpt of the 56-page Technical Project Lead (TPL) decision summary. The Decision 
Summary excerpt for the Logic MGOs does not provide the public with the necessary 
information to understand FDA’s decision process or to evaluate the scientific evidence used by 
FDA scientists and the TPL to support the PMTA.  
 
One of the slides presented at FDA’s March 21, 2022, Pre-Application Webinar for Tobacco 
Centers of Regulatory Science (TCORS) by Dr. Dana van Bemmel, Chief of Research 
Operations and Advisory Resources Branch, Office of Science, Center for Tobacco Products, 
urged potential applicants to consider “MRTPA & PMTA submissions” to better understand 
what “regulatory decisions could potentially be made” based on applicants’ proposed research. 
However, although FDA makes Modified Risk Tobacco Product applications (MRTPAs) 
available to the public, it does not post or make available the PMTAs. 
 
Therefore, pursuant to 5 USC §552, 21 CFR §40, and section 910 of the FD&C Act, I request 
that copies of the following documents related to STNs PM0000529.PD1, PM0000530.PD1, 
PM0000531.PD1, PM0000535.PD1, PM0000536.PD1, PM0000537.PD1, PM0000540.PD1, and 
PM0000541.PD1 be provided to me: 
 

1. The PMTAs submitted by Logic Technology Development LLC for the subject STNs on 
or around August 19, 2019; and 

2. Any amendments, additional information, research, investigations, and/or data reports 
submitted by Logic Technology in support of its PMTAs and/or in response to requests 
by FDA between August 19, 2019 and April 5, 2022. 

 
Disclosure of the requested information to me is in the public interest and will promote the 
objectives of the FDA and the Family Smoking Prevention and Tobacco Control Act. Pursuant to 
21 CFR §20.44(a)(2),  I request and am entitled to expedited processing because: (1) as an 
academic researcher I am primarily engaged in disseminating information to the general public; 
(2) there is an urgent need to obtain this information well before the July 14, 2022 application 
deadline for TCORS applications to understand how our proposed research could best inform 
FDA’s regulatory decisions; and (3) this request specifically concerns identifiable activities of 
the FDA, an agency of the Federal Government. 
 
I request a waiver of all fees for this request.  Disclosure of the requested information is in the 
public interest because it is likely to contribute significantly to public understanding of the 
operations or activities of the government, is for a scientific scholarly purpose, and is not in my 
commercial interest.  Specifically, disclosure of this information will contribute significantly to 
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public understanding of how the FDA is evaluating PMTAs for new ENDS devices and related 
components including, e-cigarettes, vapes, heated tobacco products, e-cigarette cartridges, e-
cigarette liquids, e-cigarette tank systems, e-cigarette power recharging units, and related 
products and issues and how the tobacco industry is using the FDA’s PMTA pathway to market 
new tobacco products.  The disclosure of this information will be of significant value to the FDA 
and in the public interest by ensuring that the government’s process allows full understanding of 
the information that the tobacco companies provide to support claims that their products are 
appropriate for the protection of the public health.  I have substantial knowledge and expertise in 
the field necessary to understand the information requested, and have significant capability and 
experience in disseminating such information to the public.  If the FDA denies this request to 
waive the fees, I am willing to pay fees for this request up to a maximum of $500.  If you 
estimate that the fees will exceed this limit, please inform me first.  
 
 
Thank you for your consideration of this request. 
 
Sincerely, 
 
 
 
Lauren Kass Lempert 
 
cc: Robert Califf, MD, Commission, Food and Drug Administration 
      Mitch Zeller, JD, Director, Center for Tobacco Products 


