


e Assist industry and

entrepreneurs

e Facilitate access to
guidance, policies,
regulations and laws
enforced by FDA

e Provide technical
assistance

e Act as liaison



e Small Businesses
e Entrepreneurs
e Start-ups

e Professional
Assocliations

e Trade Associations
e Consultants
e Corporations




Foods

Drugs

Biologics

Cosmetics

Medical Devices
Radiation-Emitting
Products

Veterinary Products




e Inquiries

e Training

e On-Site Visits




e Recelved and
responded via
e Telephone
e e-Mall
e Fax
e Snail-Mall
e 10-day deadline
e 2-day average
turnaround
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e Deliver
presentations

e To industry and
professional
associations

e Organize and
publicize workshops

e Co-sponsor with
Industry and
professional
associations




e FDA Clinical Trial Requirements
Regulations, Compliance, and GCP
Conference

e November 19 and 20, 2008
e Westin Crown Center, Kansas City

e http://www.socra.org/html/
FDA Conference.htm

e Food Allergen Workshop
e Food Labeling Workshop



e Voluntary review

e At Industry’s
request

e Confidential
e Cursory, brief

e Limited by schedule
and budget




e FDA employees are
prohibited by law
from divulging
proprietary or
confidential
Information

e SBR’s do not discuss
iIndustry inquiries
with inspectors
unless it is life
threatening




e Cannot intervene
when a current
Investigation reveals
violative conditions
that warrant
regulatory action

e 483 observations
e Warning letters
e Import detentions
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Information for FDA-Regulated Industry

Industry Information by Subject Compliance and Enforcement What's New

» Drugs » FDA Memoranda of Understanding = FDA News

» Foods » State/Local Government: Input on ® Federal Beqister

» Dietary Supplements Rulemaking {updafed January 10, 2008 (Pre-publication)

» Medical Devices = Recalls/Safety Alers

» Biologics » Warning | etters " Approvals

» Animal Feed & Drugs » Forms * Hot Topics

» Cosmetics » Federal Reqgister = Subscribe to FDA Email
» Radiation-Emitting Products » Unified Agenda of Federal Requlatory Lists

» Combination Products Program and Derequlatory Actions

» Data Standards Council » Code of Federal Eegulations Food Industry

» Structured Product Labeling » Guidance Documents . ..

» FDA Enforcement Activities i qulster_a Facility
Small Business » Laws Enforced by FDA * Prior Notice of Imports
: : s FDA Dockets

: mzll BUS!HEES Guide mnFell:lues » Science References Meetings/Workshops
- : = Imports - SR

= Input on Rulemaking (updated January « Inspechon References _ igjiz?:\?%glﬁﬁr:mqeﬁes

L = Compliance References = FDA Center Meetings
) » Industry Guidance: Product Recalls, * FDA Regional Meetings
e S i L Removals. Corrections " Register for FDA Meetings
= MedWatch (mandatory reporting for * Model for Recall Press Releases
drugs. biologics. and medical devices) = Ethics Program
» Biologic Product Deviation
= Special Mutritionals/Dietary Contact FDA




e How to obtain statutes, regulations,
and agency documents

e How to use the Federal Register

e How to comment on proposed
regulations

e How to petition the FDA

e What to do when marketing a new
product, undergoing FDA inspection,
recalling violative products, etc.
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Introduction SMALL BUSINESS REPRESENTATIVES (SBRs)
Federal Register

How to Comment
Small Business Representative (HFR-NE17) Marilyn Rodriguez-Bohorquez

Obtain Agency Docs . .
FDA, Mortheast Region (CT, MA, ME, NH, NY, RI, VT)

SR 158-15 Liberty Avenue
How to Petition FDA Jamaica, NY 11433-1034
Decision Making Phone (718) 662-5618
what to do When Fax (718) 662-5434

Email: oranersbrifda.hhs.gowv

Who to Contact
Small Business Representative (HFR-CES) Marie T. Falcone

FDA, Central Region (DC, DE, IL, IN, KY, MD, MI, MN, ND, N1, OH, PA, SD, VA, WI, WV)
U.S. Customhouse

200 Chestnut St., Room 900

Obtain Assistance Philadelphia, PA 19106

Freq Called Mumbers Phone (215) 717-3703

FAX (215) 597-5798

Email: oracersbriiifda.hhs.gov

Small Business Reps
District Offices
FD& Center Contacts

Felated FDA Pages...

Consumer Information

Small Business Representative {HFR-SE17)

REESRNE T FDA, Southeast Region (AL, FL, GA, LA, MS, NC, PR, SC, TN, VI)

Recall 60 Eighth St., N.E.
Reinvention Atlanta, GA 30309
Field Contacts Phone (404) 253-1171

Fax (404} 253-1207

EFQI Reading Room ]
Email: oraseshriidfda.hhs.gov

Small Business Representative, (HFR-SW2) David Arvelo

FDA, Southwest Region (AR, CO, 14, KS, MO, NE, NM, OK, TX, UT, WY, US-Mexico

Border Imports)

4040 N. Central Expressway, Suite 900 w



We Want You

To Voluntarily Comply!



e David Arvelo
Small Business Representative
FDA Southwest Regional Office
4040 N. Central Expressway
Suite 900
Dallas, Texas 75204

e Telephone: (214) 253-4952
e Fax: (214) 253-4970
e E-mail: david.arvelo@fda.hhs.gov



