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OFFICE OF SMALL BUSINESS ASSISTANCE

The Center for Tobacco Products’ Office of Small Business
Assistance (OSBA) provides technical and other non-financial
assistance to small tobacco manufacturers and other small
tobacco product businesses to help them comply with the
provisions of the Federal Food, Drug, and Cosmetic Act related
to tobacco product regulation.
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TYPES OF ASSISTANCE

« Compliance Webinars
 Manufacturer Assistance

« Retailer Education Materials

* Responses to Questions and Inquiries
Commonly Asked Questions

Best of all - everything is free!
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COMPLIANCE WEBINARS

FDA's Center for Tobacco Products
(CTP) hosts a series of webinars on
federal tobacco regulations to provide
compliance education and information
to retailers and small business
manufacturers.

Compliance Webinars

3 OSBA

FDA Tobacco Compliance Webinars
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https://www.fda.gov/tobacco-products/compliance-enforcement-training/fda-tobacco-compliance-webinars#1
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https://www.fda.gov/tobacco-products/manufacturing/tobacco-user-fees
https://www.fda.gov/tobacco-products/manufacturing/tobacco-registration-and-listing-module-next-generation-trlm-ng-instructions
https://www.fda.gov/tobacco-products/manufacturing/electronic-submissions-tobacco-products#Resources

RETAILER EDUCATION MATERIALS

To give retailers all the tools they need to comply with tobacco
regulations, the FDA's Center for Tobacco Products has developed an
education program called “This is Our Watch.”

THISIS [ 55 & o .
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earn more about FDA "This Is Our Watch"
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https://www.youtube.com/watch?v=m097Qh8xO0s

RETAILER EDUCATION MATERIALS

FDA's free digital age verification calendar helps retailers quickly
determine if a customer is old enough to legally purchase tobacco
products. Under federal law, the minimum age to purchase tobacco
products is 21. A
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https://digitalmedia.hhs.gov/tobacco/print_materials/RE-26

INDUSTRY GUIDANCE

To support the public health goals of the Tobacco Control Act, FDA
provides guidance to help industry understand and comply with all
regulations and the law.

To search for a guidance related to tobacco:

e Go to Search for FDA Guidance Documents

« Scroll down to Guidance Document Search

 Filter by FDA Organization, Center for Tobacco Products

« Use other filters, as needed

* You can also access a list of withdrawn/replaced quidances
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/tobacco-products/rules-regulations-guidance/withdrawnreplaced-guidances

PUBLIC INQUIRIES AND QUESTIONS

The Office of Small Business Assistance provides responses to
customer and stakeholder inquiries and questions related to
FDA's tobacco laws.

OSBA's responses include web pages with links to detailed
information on regulations, rules, and requirements for
manufacturers of tobacco products.
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COLLABORATION

To report what you believe to be a violation
of the Tobacco Control Act or other related tantil Tobacco Product Viok
regulations, you can: o
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« Contact the Tobacco Call Center using E————
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mailto:CTPCompliance@FDA.hhs.gov
https://www.accessdata.fda.gov/scripts/ptvr/index.cfm

COLLABORATION

If you experience a problem with a
tobacco product, such as an unexpected
health or safety issue, you may report it to
FDA's Safety Reporting Portal

(Ex. Damage or defective products, product use
that resulted in harm or damage to property,
unexpected harms when being exposed to tobacco
products)

Safety Reporting Portal for Tobacco
Products | FDA

10 OSBA

I

Safety Reporting Portal

ABOUT THE PORTAL SAFETY REPORT DIRECTORY FAQS RELATED LINKS CONTACTUS EN ESPAROL

Begin Reporting Here

The Safety Reporting Portal

The Safety Reporting Portal (SRP) streamlines the process of reporting
product safety issues to the Food & Drug Administration (FDA) and the
National Institutes of Health {NIH).

Whatever your role, {manufacturer, health care professional, researcher,
public health o , or concerned citi when you submit a safety
report through this Portal, you make a vital contribution to the safety of
America's food su iedicines, and other products that touch us all.

right part of the page. Click this link to see the page in Spanish
(Espanol}). Click “In English” to see the page in English. In the case of
any discrepancy in meaning, the English version is considered official.
Currently, report questions are only in Enalish and reports should only be
submitted in English. Thank vou for using the FDA Safety Reporting
Portal.
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Remember me
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Reports You Can Submit Through this Portal
FDA safety issues involving:

Marketed human drug and biologics
Human or animal reportable foods
Animal drugs

animal foods

Tobacco products

.
.
.
.
.
» Dietary supplements

Who Should Submit a Safety Report?

Organizations and people in certain professional roles, such as the
following, may be required by law to submit safety reports under

some circumstances.

« Food Manufacturers, Processors, Packers, and Holders

» Researchers

» An applicant of an approved drug product or a manufacturer,
distributor or packer listed on

the label of any marketed drug
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https://www.fda.gov/tobacco-products/tobacco-science-research/safety-reporting-portal-tobacco-products

HOW TO CONTACT US?

For questions, technical assistance, or guidance finding the
right resources, you can contact OSBA at:

E-mail: SmallBiz.Tobacco@fda.hhs.gov
Phone: 1-877-287-1373 (Monday-Friday, 9:00 a.m. - 4:00 p.m. ET)

Mail: FDAJ/CTP Office of Compliance and Enforcement
Document Control Center
Building 71, Room G335
10903 New Hampshire Ave.
Silver Spring, MD 20993
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mailto:SmallBiz.Tobacco@fda.hhs.gov
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