FDA Challenges
& Practical
Implications

How manufacturers can win in the market when the

regulatory landscape is often murky.

BRYAN BURD
COO/General Manager

Bryan.Burd@chemular.com
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CDC Website

Cigarette smoking remains the leading cause of preventable
disease, disability, and death in the United States, accounting
for more than 480,000 deaths every year, or about 1 in 5
deaths.

*www.cdc.gov/tobacco/data_statistics/fact_sheets/adult_data/cig_smoking/index.htm
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Complex Variety of Players

+ FDA + Industry
+ Lawmakers + Tobacco Control Groups
+ State Tax + Health Care Companies

+ Illicit Market



Applications

FDA

Enforcement

Challenges

Trust




CREMULAR

History

9

September
2020

Deadline for PMTA
Applications.

Deadline for NTN.

TDN applications after 9.9.2020
and NTN after 5.14.2022.



PMTA ACCEPTANCE PHASE METRICS Data as of: 09/30/202
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NOTES " This includes information on applications for aver 1 million products received between Sept. 10 - 30, 2020.

" This includes a submission from a single company with applications for aver 17 million products. Decsions on these application were ssued in FY23. * °
*Please note that some metrics can change as FDA s processing an extremely large number of applications that move through many steps during the review process. The data reported here & generally WWW.fd a . gOV/ l I l e d I a / 1 6 9 5 3 3 / d OW n I Oa d
accurate to within 109,

The information in this report does not differentiate tobacco products by nicotine source. Non-tobacco nicotine products submitted to CTP by the May 14, 2022 deadline are included within these charts. 7 a tta C h l I l e n t
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Application
Reviews

More than anticipated Legal Challenges Another round with NTN  Even more applications
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Enforcement
+ Only Know Numerator + Warning Letters
+ Work With Other Agencies + State & Other Agency Actions

+ Alternatives — Non Nicotine



+ Stay laser focused on appeasing
anti-tobacco groups

P red iCti O nS + Zero youth usage
On What + Punish any and all US manufacturers,

ding Foreign manufacturers
the FDA .

+ Inadvertently be responsible for rapid

Wi I I D 0 growth in illicit tobacco trade




Re-Balancing Decision Making

Define Success

Re-Build Trust

Harm Reduction




Questions?

CREMULAR



Thank You

Visit us at: Chemular.com
For more info call: 1.844.888.7847



