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F O O D  A N D  D R U G  L A W  I N S T I T U T EKey Points
• There will always be some uncertainty
• Uncertainly will reduce as more decisions 

are made
• CTP decision documents, proposed rules, 

and briefing documents provide insight
• Example: references to GOTHIATEK in CTP 

documents
• How does that impact the regulatory 

environment?



Uncertainty

• Uncertainty is part of the federal regulatory process

• CTP is still evolving; FDA commitment is more clear    
(Dr. Gottlieb is the first FDA Commissioner since 2009 
to embrace the nicotine debate)

• No track record:  essentially one PMTA and no 
MRTPAs 

• “Foundational rules” will be helpful but not as helpful 
as decision documents



Examples of Useful CTP Documents

• Decision documents: Technical Project Lead (TPL) 
for the Swedish Match General snus PMTA 
decision.

• Proposed products standard: NNN in Smokeless

• FDA Briefing Document for the Camel snus 
TPSAC

• What do they have in common? GOTHIATEK



GOTHIATEK

• Pertains to Swedish Match snus

• Relevant to all Swedish Match products: others 
smokeless products and ZYN

• Comprehensive

• CTP is most interested in the Harmful and 
Potential Harmful Constituent (HPHC) component 



PMTA Technical Project Lead Report

• Cites three reasons why a PMTA was awarded: low 
HPHCs, particularly NNN, and 

• GOTHIATEK, which is listed first:
• “Produced with a voluntary, proprietary standard using 

acceptable manufacturing processes as confirmed by 
both application review and on-site inspections.”

• Messages: A PMTA should have low NNN and other 
HPHCs and it is important that a company has an 
internal standard (product standard)



Proposed NNN in Smokeless Rule
• “This proposed product standard would require that the 

mean level of NNN in any batch of finished smokeless 
tobacco products not exceed 1.0 microgram (μg) of NNN 
per gram of tobacco …”

• How does CTP justify the proposed rule?
• “Manufacturer awareness of the NNN content in their 

products is evidenced by some manufacturers adopting 
voluntary industry quality standards that directly limit 
quantities of carcinogens (including NNN) in Sweden, such 
as Swedish Match’s GothiaTek standard.”



FDA Briefing Document for the Camel 
snus TPSAC Meeting 

• “Table 3. GothiaTek® standard limits 
compared to 95% confidence interval levels 
of constituents in Camel Snus (Data Source: 
Section 7.1.2 of the MRTPAs)”



What Does This Mean?  Is this a Good 
Thing?

• It means that CTP has indicated/implied that GOTHIATEK serves as 
a de facto CTP product standard.
o CTP relying on an existing company standard is a good thing;
o Acknowledging that a company has a standard is a good thing;
o But CTP needs to understand that GOTHIATEK was developed 

over time and applies to snus. 
• Update to the Swedish Match article cited in the FDA Briefing 

Document: Rutqvist, Ljung, and Lindholm 



Continued
• At one time (late 2016-January 2017) CTP wanted the 

HPHC (NNN) component GOTHIATEK to apply to all 
smokeless products

• It is not a good thing if a low NNN product like moist snuff 
is not allowed on the market.

• It is not a good thing if a company has to comply with a CTP 
administrative process in addition to meeting its own 
internal product standard;

• It is not a good thing if there is a negative impact on US 
tobacco growers. 



Broader View

• Does the GOTHIATEK example mean that CTP is 
open to using industry standards?

• If so, how should the process work?

• Should CTP merely pull information from a 
company web site or article? 

• Or should CTP engage with the company, seeking 
more full understanding.
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F O O D  A N D  D R U G  L A W  I N S T I T U T ECURRENT CHALLENGES

• Commissioner’s objective of an efficient and 
transparent program

– No opportunities for collaborative discussions 
• Applicants must respond to deficiency letters in 

abbreviated time frames, sometimes with additional 
testing, with no opportunity to substantively discuss 
with the Office of Science

• Leads to additional deficiencies and ultimately NSEs 
based on FDA’s “three cycle” review policy



F O O D  A N D  D R U G  L A W  I N S T I T U T ECURRENT RESOURCES

• FDA Website

• TPL of PMTA, SE and Exempt Orders

• MRTPA information

• FOIA, Reviewer Manuals



F O O D  A N D  D R U G  L A W  I N S T I T U T EWHAT CAN FDA DO?
– Vest manufacturers with the responsibility to determine 

whether a particular modification requires a premarket 
review (905(j)) submission

– Focus premarket review resources on the changes to 
tobacco products that truly raise different questions of 
public health

– Develop product class-specific guidance

– Cease using FDA premarket review as a substitute for 
current Tobacco Product Manufacturing Practice 
regulations

– Publish the Reviewer Manuals



F O O D  A N D  D R U G  L A W  I N S T I T U T EPOTENTIAL PATH FORWARD

– Provide TPL with P Find letters and afford 

expedited opportunity to meet

– Develop a Decision-tree approach (similar to 

FDA CDRH 510(k)) to allow certain changes 

for products on the market

– Provide product category-specific guidance 



F O O D  A N D  D R U G  L A W  I N S T I T U T EPOTENTIAL PATH FORWARD

– Certain changes should be categorically 

exempt 

• Changes mandated by law

• Changes implemented by third-party vendors that 

do not impact the manufacturer’s specifications for 

the tobacco product at issue

• Product changes (physical parameters) that do not 

affect Tar/Nicotine yields



F O O D  A N D  D R U G  L A W  I N S T I T U T EWHAT CAN WE DO?

• Absent an agreed and transparent approach, 
tobacco regulators and industry:

– Use different formats, content and terminology in 
regulatory filings

– Take different approaches in determining which 
product characteristics are most critical to a 
tobacco product’s quality, compliance and 
considerations on the impact on public health. 



F O O D  A N D  D R U G  L A W  I N S T I T U T EWHAT CAN WE DO?
• Result:  

– Same words used for different definitions confuses 
regulators

– Attributes of a tobacco product appear to treated with the 
same criticality 

– No definition of ‘significant’

– Loss of time, reputation and resources, for both regulators 
and industry

– Diminished ability to prioritize & focus on products that 
truly raise different questions of public health. 



F O O D  A N D  D R U G  L A W  I N S T I T U T EWHAT CAN WE DO?

• Propose a standardized regulatory 

framework for tobacco products:

– Standardized Product Guidelines & 

Glossaries, Table of Contents

– A Tobacco Technical Document (similar to ICH 

CTD M4)
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Science-based regulation?























Precautionary Principle
Hard At Work



PUBLIC HEALTH STANDARD



Industry Science (MRTP, PMTA applications)

FDA Science (e.g., PATH, CDC labs; reduced nicotine studies, modeling)

“Independent” science (TCORS?, NIH?, Foundations?)

Other

Tobacco Science Wars

Stalemate; Both sides; Cherry picking 



Safety studies (reduced risk v. cigs)

Surveillance studies (pre- and post-market)
Youth samples?
PATH Study (other national studies)

Modeling studies

Switching studies (dual use concerns-conversion)

Communication studies (messages, intentions)

MRTP Guidance








