Jessica Zeller, Ombudsman
FDA
Office of Regulatory Affairs (ORA)

e Neutral and impartial

e Anonymous and confidential
(within legal constraints)

* Problem Solver —investigates,
settles disputes & resolves
complaints

One-stop-shop for
external stakeholders

(industry, consumers, federal
agencies, etc.)

e Import detentions and refusals
e Concerns about facility inspections
* Interactions with ORA staff

* ORA laboratory analytical findings &
review

What kind of
issues?

* After attempting to
resolve with an FDA
point of contact
directly

e When you are unsure
of who to contact
within FDA

When to
contact the

Contact Jessica Zeller, Ombudsman at: Ombudsman?

(513)679-2777
Or via email:
ORAOmbudsman@fda.hhs.gov
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