
This document has been posted in compliance with the FOIA Improvement Act of 2016, which 
requires agencies to make certain records that have been requested three or more times 
publicly available. It provides a snapshot of CTP’s internal thinking on certain aspects of 
tobacco regulatory science. The information it contains is subject to change, such as based on 
changes in policy, the regulatory framework, or regulatory science. It is not binding on FDA or 
the public. It may have been withdrawn or superseded after it was issued or may otherwise be 
outdated. FDA’s review of tobacco product applications is based on the specific facts 
presented in each application, and is documented in reviews particular to each application.  

Given the above, you should not use this document as a tool, guide, or manual for the 
preparation of applications or submissions to FDA. Instead, all interested persons should refer to 
the Federal Food, Drug, and Cosmetic Act, and its implementing regulations, as well as guidance 
documents prepared by FDA, for information on FDA’s tobacco authorities and regulatory 
framework. FDA also regularly posts additional resources for applicants, such as webinars and 
application tips, on CTP’s website and social media. 

 
 

https://www.fda.gov/tobacco-products/premarket-tobacco-product-applications/preparing-and-submitting-premarket-tobacco-product-application#5
https://www.fda.gov/tobacco-products/ctp-newsroom/fda-releases-new-resources-tobacco-product-applicants
https://twitter.com/FDATobacco/status/1760319217952256361


 
 

 

Memorandum 
 

To:  File  

From:  Benjamin J. Apelberg, Ph.D. 
Deputy Director 
Office of Science  

Through: Cristi Stark, M.S. 
Director 
Division of Regulatory Project Management 
Office of Science 
 
Matthew Holman, Ph.D. 
Director  
Office of Science 
 
Emily Talbert 
Lead Health Communications Officer 
Office of Health Communication and Education 
 
Kathleen Crosby 
Director 
Office of Health Communication and Education 

Subject: Addendum to Guidelines for Office of Health Communication and Education (OHCE) 
Consult for PMTA Marketing Information Review and Evaluation 

 
Background 
 
OS and OHCE previously finalized a memo describing the process and expectations by which OS would 
consult OHCE for their review and evaluation of Marketing Information within PMTA submissions 
(“Guidelines for Office of Health Communication and Education (OHCE) Consult for PMTA Marketing 
Information Review and Evaluation”, August 2020). This addendum serves to remove Social Science 
from the workflow.  The scope of OHCE review and evaluation has not been modified.  This change is to 
improve efficiency in the scientific review process.   
 
Discussion 
 
Previously, Social Science would identify the need for an OHCE consult if Marketing Information was 
present in a PMTA.  However, the PMTA Final Rule (“Premarket Tobacco Product Applications and 
Recordkeeping Requirements”, effective November 2021), requires all PMTAs to contain marketing 
plans (21 CFR 1114.7); therefore, we now expect an OHCE consult is needed for all standard PMTAs.   
 
The workflow for OHCE consult is revised as follows: 
1. RHPM will generate and send the consult request to OHCE (week 1 of scientific review). 
2. OHCE will provide the memo, addressed to the TPL, to the TPL and RHPM upon completion (week 3 

of scientific review).   
3. The TPL will pull relevant information from the memo directly into their TPL review.   
4. The TPL will inform OHCE when the memo can be finalized, signed, and posted to the database. 
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OHCE will upload their finalized memo to Rhapsody. 


