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FDA ENDS ENFORCEMENT - 2017

Patricia |. Kovacevic, General Counsel, Chief Compliance Officer
Nicopure Labs
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Where to find FDA’s enforcement activity on the FDA website?

FDA-TRACK Active

For instance, Cumulative Number of Retailer Compliance Check Inspections here:



https://www.accessdata.fda.gov/scripts/fdatrack/view/index.cfm?f2=&f4=&f5=&f6=Tobacco+Products&f7=&f8=&program=all&programStatus=Active&source=govdelivery&utm_medium=email&utm_source=govdelivery
https://www.accessdata.fda.gov/scripts/fdatrack/view/track.cfm?program=ctp&id=CTP-OCE-retailer-compliance-check-inspections
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The list belew provides information on FDA's performance measures and projects as aligned to FDA strategic priorities and program effices. This list enables you to view charts of
performance data and progress on Important projects and programs.
To view completed FDA-TRACK performance measures and projects view the Archive Index
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Number of resuits:21
Item ¢| Pprogram Office + Strategic Plan & Strategic Goal/Area s
1| Curmulative number of Retailer Compliance: cTP Office of Compliance and CTP Strategic Areas Compliance and Enforcement
Check completed in the monin Enforcement
2 | Cumuiative Number of Warning Letters cTP Office of Gompliance and GTP Strategic Areas Compliance and Enforcement
issued against Tobacco Retallers Enforcement
(excluding internet based) in the FY
3 Cumulative number of Givil Money cTP Office of Compliance and CTP Strategic Areas Compliance and Enforcement
Penalties filed for the FY against Tobacco Enforcement
Relailers (excluding infemet based
4| Cumulative number of Compiiance Training cTP Office of Compliance and CTP Strategic Areas Compliance and Enforcement
for Retailers ang Smail Enforc
5 Cumulative number of requiatory and cTP Office of Compliance and CTP Strategic Areas Compliance and Enforcement
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10/20/2017 | Aztex Enterprises Center for CGMP/Finished Pharmaceuticals/Adulterated Not Issued *
Lid. Drug
Evaluation and
Research
10/16/2017 | Kim Chemicals Center for CGMP/Finished Not Issued *
Private Ltd Drug Pharmaceuticals/Adulterated/Unapproved New
Ewaluation and | Drug
Research
10/10/2017 | Sohail M. Khan, M.D. | Center for Clinical Investigator Not Issued *
Drug
Evaluation and
Research
10/10/2017 | Vital Laboratories Center for CGMP/Active Pharmaceutical Ingredient Not Issued *
Pvi Lid Plant Il Drug (APDfAdulterated
— —— —
7 Research N\
11/17/2017 | Nova Distributors, Center for Family Smoking Prevention and Tobacco Not Issued * \
Lc Tobacco Control Ac/Adulterated/Misbranded
Products
10/19/2017 | Wicked Knight Vapor | Center for Family Smoking Prevention and Tobacco Not Issued *
Tobacce Control Act/Adulterated/Misbranded
Products
10/13/2017 | Yum E-Nectar Center for Family Smoking Prevention and Tobacco Not Issued *
Premium Ejuice Tobacco Control Ac/Adulterated/Misbranded
Products
10/13/2017 | Ford on Fifth LLC Center for Family Smoking Prevention and Tobacco Not Issued *
Tobacce Control Ac/Adulterated/Misbranded
Products
10/13/2017 | Fallout Vapor Inc Center for Family Smoking Prevention and Tobacco Not Issued *
Tobacco Control Act’Adulterated/Misbranded
Products
10/13/2017 | Maximum Vapor LLC | Center for Family Smoking Prevention and Tobacco Not Issued *
dibla Max\V' Tobacce Control Ac/Adulterated/Misbranded
Products
10/12/2017 | Massive Vapor Center for Family Smoking Prevention and Tobacco Not Issued *
Tobacce Control AcAdulterated/Misbranded
Products
111 sued *
District Office
10/25/2017 | Finnerty Dairy Chicago lllegal Drug Residue Not Issued *
District Office
10/24/2017 | Dixon Fisheries Inc | Chicago Seafood HACCPICGMP for Not Issued *
District Office | Foods/Adulterated/insanitary Conditions
11/14/2017 | Mannatech Dallas District | CGMP/Manufacturing, Packaging, Labeling, or | Not Issued *
Incorporated Office Holding Operations for Dietary
Supplements/Adulterated
11/03/2017 | Guardian Pharmacy | Dallas District | Compounding Pharmacy/Adulterated Drug Not Issued *
Services Office Products

Group In¢ ice Foods/Adulterated/insanitary Conditions
r r r r r

‘mmzrzm? ‘Ferformance Food ‘Dallas District | Seafood HACCPICGMP for ‘th Issued *
Offi




CENTER FOR TOBACCO PRODUCTS

First Warning Letters Issued for Illegal Underage

Sales of E-Cigarettes, E-Liquids, and Cigars

Wi ntly issued the first warning L
specialty stores, and online retailers—for selling newly

and cigars, 1o minors.

ers to 55 tobacco retailers—i

Retailers Who Received a Warning Letter

ding major national retai
requlated tobacco products, s

ains, tobacco

as e-cigarettes, e-liguid:

7-Eleven

924 East Empire Avenue, Spokane, WA 99207

MarkTen XL Classic E-Liguid

A & J Food Mart

277 Highway 72 West, Abbeville, SC 29620

Swisher Sweets Cigars

Ahtanum General Store/

8301 Ahtanum Road, Yakima, WA 98903

blu Classic Tobacco ENDS5 Products

Chevron
AJ's Liquor 4518 Mortensen Road, Suite 109, Ames, |1A 50014 | Swisher Sweets Strawberry Cigars
Blak Ecig, Inc. wrw_blakecig.com Blak E-Hookah Banana Split

E-Liguid; Blak E-Hookah Double
Apple E-Liguid

Bluemist, LLC d/b/a Azure

WAWW.3Z Urevaping.com

Azure Vaping Gummy Bear E-Liguid

Vaping

BP 5320 York Road, Baltimore, MD 21212 Black & Mild Cigars
Chevron/Food Mart 4737 East Broadway Road, Phoenix, A7 B5040 Swisher Sweets Grape Cigars
Circle K 3101 West Northern Avenue, Phoenix, AZ 85051 Prime Time Grape Cigar

Electronic Cigarettes, Inc.

waww.electroniccigaretiesinc.com

Mad Hatter Juice: | Love Donuts
E-Liguid

Endless Empire, LLC d/b/a

waww.vapeofficial.com

Strawberry Cake Pop by Brewell

20878

Vape Official E-Liguid
ePipeMods, Inc. www.epipemods.com WTF Sauce Caramel E-Liguid
Exxon 971 Quince Orchard Road, Gaithersburg, MD Black & Mild Jazz Cigar

Family Dollar

5255 South Central Avenue, Phoenix, AZ 85040

Swisher Sweets Blueberry Cigars

Food City 486 Main Street, Wilton, ME 04294 MarkTen Classic ENDS Products

GrB E Vape www_grievape.com Muffin Top Apple Pie E-Liguid

Hookah Town wavw.hookahtown.com HT Stix E-Hookah: Portable Hookah
Stick: 500 Puffs: Amazing Apple
ENDS

J Vapes WWW_VApEes _Com Wapes Glared Blueberry E-Liquid

Jacksons 1720 South 272nd Street, Des Moines, WA 98198 | VUSE Berry E-Liguid

JoJoVapes WAWW.jojovapes.com JoJo Vapes Gummy Bear E-Liguid

Key Technologies, Inc. dfb/a
Island Smoke Shop

waww.islandsmokeshop.com

CAD Cherry Bomb Cigar

1.BT7.CTP.1373 | AskCTP@FDA hhs.gov | FDA gov/tobacco
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FDA News Release

FDA takes action against four tobacco
manufacturers for illegal sales of flavored
cigarettes labeled as little cigars or cigars

fomare W in LNKEDIN | @ PINIT | 5 EMAIL | & PRINT
For Immediate December 9, 2016
Release
Release
Espariol
The U.S. Food and Drug tion today issued wamning letters to four tobacco
— Swisher tional Inc., Cheyenne LLC, Prime

Time International Co. and Southern Cross Tobacco Company Inc. — for selling
flavored cigarettes that are labeled as Iittle cigars or cigars, which is a violation of the
Family Smoking Prevention and Tobacco Control Act. The companies received
warning letters for products under the “Swisher Sweets,” Cheyenne,” “Prime Time"
and “Criss-Cross” brands in a variety of youth-appealing flavors, including grape,
cherry, wild cherry and strawberry.

“Flavored cigarettes appeal to kids and disguise the bad taste of tobacco, but they
are just as addictive as regular fobacco products and have the same harmful health
effects,” said Mitch Zeller, J.D., director of the FDA’s Center for Tobacco Products.
“Because about 90 percent of adult daily smokers smoked their first cigarette by the
age of 18, continued enforcement of the ban on cigarettes with characterizing flavors
is vital to protect future generations from a lifetime of addiction.

The Tobacco Control Act, which was passed by Congress and signed by the
President in 2009, banned cigarettes containing certain characterizing flavors, such
as candy or fruit flavors, to reduce the number of youth who start to smoke and who
become addicted to dangerous tobacco products. The FDA began enforcing that

n in September 2009

Inquiries.

Media

£ Michael Felberbaum
. 240-402-9548

Consumers

. 833-INFO-FDA

Related Information

* FDA Wamning Letters

* Flavored Tobacco
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