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Send your written Answer to the attached Complaint™
BOTH of the following addresses:

Division of Dockets Management
Food and Drug Administration
5630 Fishers Lane

Room 1061, HFA-305

Rockville, MD 20852

AND

Departmental Appeals Board

Civil Remedies Division

330 Independence Ave., S.W.

Cohen Building, Room G-644 (MS 6132)
ATTN: FDA CMP

Washington, D.C. 20201

Response Options

Your Answer must:

= Admit or deny each allegation made in the
Complaint.

= State all defenses on which you intend to rely —
which means the reasons why you believe you are
not responsible or liable for the allegations in the
Complaint.

= State all the reasons why you believe the penalty
should be less than the requested amount.

= If you are retaining counsel, state his/her name,
address, telephone number, and email if available.

Your Answer may:
= Request an informal Settlement Conference with
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What Is In The Complaint?

By Law, the Complaint must contain:

* The illegal conduct alleged and the laws that were
alleged to be broken. (21 C.F.R. § 17.5(b)(1)).

« Statement that the Respondent owns the retailer
establishment. (21 C.F.R. § 17.5(b)(1)).

« The amount of penalties that the FDA is seeking.
(21 C.F.R. § 17.5(b)(2)).



What Is In The Complaint?

Instructions for filing an Answer to request a hearing or
discuss settlement. (21 C.F.R. § 17.5(b)(3)).

A statement of the Respondent’s right to request a
hearing by filing an Answer. (21 C.F.R. § 17.5(b)(3)).

A statement of Respondent’s right to retain counsel.
(21 C.F.R. § 17.5(b)(3)).

A statement that failure to file an Answer within 30 days
of service of the Complaint will result in the imposition of
the amount of the proposed penalty.

(21 C.F.R. § 17.5(b)(4)).
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What Else Is In The Complaint?

UNITED STATES OF AMERICA
BEFORE THE FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES

In the Matter o

Name of Legal Entity or Owner(s)
d/b/a Name of retail establishment

\

ADMINISTRATIVE COMPLAINT
FOR CIVIL MONEY PENALTIES

e e e e e

INTRODUCTION

e The Center for Tobacco Products (CTP), Food and Drug Administration (FDA),

United States Department of Health and Human iCoSmaeers CIVil money

penalty in the dnount of $XX from Nax

(Respondesn alating the Federal Food, Drug, and Cosmetic Act (Act) by:

of Legal Entity or Owner(s)

o List of violation(s)

business under the name name of retail establishment, located at retail

establishment address.

LEGAL AUTHORITY
DA has the authority to seek civil money penalties from any person who viol

a requirement of the Act related to tobacco products. 21 U.S.C. § 333(f)(9).
e The Act prohibits the introduction or delivery for introduction into interstate

merce of any tobacco product that is misbranded. 21 U.S.C § 331(a).

FDA Docket No. FDA-2011-H-2-XXXX
CRD Docket No. C-YEAR-XXXX
/

N
Respondent
FDA Docket Number

—>

4 N

Amount Of Civil Money
Penalties Sought

N J
a I
Identification Of Violations

Observed During Most
Recent Inspection

- )

4 )

Legal Basis For Liability

- J
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What Is In The Complaint?

a N
History Of Previously

//w Cited Violations

HISTORY OF VIOLATIONS

ommissioned inspectors have inspected Respondent’s establishmew

imes since Month dd, yyyy. The inspectors documented violations during XX V

the XX inspections.
s Most recently, during a two-part inspection of the establishment at establishment
address, conducted on Month dd, yyyy and Month dd, yyyy], the inspector
documented the following violation(s):
o List of violation(s)
e Previously, on Month dd, yyyy, CTP issued a Warning Letter to Name

Addressee. The Warning Letter stated that an FDA-commissioned inspector

observed violations at the establishment on Month dd, yyyy, including:.

o List of violation(s)

¢ The ing Letter also stated that failure to correct the violations m

civil money pena jion, or other regulatory action b further stated that
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What Is In The Complaint?

OPTIONS FOR RESPONDING TO COMPLAINT

« Within 30 days of receiving service of this Complaint, Respondent must take one
of the following three actions:

o Pay the penalty: To pay the penalty, Respondent must contact the FDA at

Uss specific payment op

4 N

Statement Of The
Respondent’s
Right To Request
A Hearing

proposed civil money penalty. 21 C.F.R. § 17.11. Instructions for filing an \ J

File an Answer: Respondent has the right to request a hearing by filing an

Answer. The Answer shall be deemed to be a request for a hearing, A
er states otherwise. The failure toM

30 days of service of the Complaint may result in the imposition of the

Answer are listed below. After filing an Answer, Respondent may choose
to participate in discussions with FDA to try to reach a settlement.

o Reguest an Extension: Respondent has the right to request an extension
of time to file an Answer, for good cause. Instructions for filing for an
extension are listed below.

¢ Respondent has the right, but is not required, to retain counsel for

representation.
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What Is In The Complaint?
m, but iis not required, to retain counsel for

epresentation.

&\ C Statement Of A

INSTRUCTIONS FOR FILING AN ANSWER TO REQUEST A HEARING \ Respondent’s

C.FR.§17.9. Right To
Retain Counsel

N J

¢ Rules for draftin nswer can be

an Answer, the Answer:

Must be filed with BOTH the Division of Dockets Management, Food and

Drug Administration, 5630 Fishers Lane, Room1081, HFA-305, Rockville,

4 N

MD 20852 AND the Departmental Appeals Board, Civil Remedies Instructions For
Division, 330 Independence Ave., S.W., Cohen Building, Room G-644 Filing An Answer
(MS 6132), ATTN: FDA CMP, Washington, D.C. 20201. The Answer To Request A

must include both the FDA Docket Number and CRD Docket Number

u Hearing )

which are found at the top of this document.

o Mustinc ollowing:

= Admission or denial of each of the allegations. Allegations not
specifically denied in the Answer will be considered admitted,;

= All defenses on which Respondent intends to rely;
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Paths of Complaint Response

« After a Complaint has been filed by the
FDA, any one of five (5) actions can be
taken by the Respondent within 30
days of the date of service of the
Complaint
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- /
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4 N

Case Is Closed

§ett|ement Conferencg
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N Formal Hearing )

N J
a N
A Settlement
Conference Takes
Place*

N J
a N

A Formal Hearing
Takes Place
As Ordered By ALJ

= )

* If settlement is reached and Respondent pays the agreed upon amount the case will be closed.
If settlement is not reached or the Respondent does not pay the agreed upon amount the
case will proceed to hearing.
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What Should The Respondent Do Once
They Receive A Complaint?

The Respondent can either:
(1) pay the penalty; or

(2) File an Answer with the FDA Division of Dockets
Management to request a hearing and contest all or parts of
the agency’s allegations. (21 C.F.R. § 17.9(a)).

« Atfter filing an Answer:
(1) Respondent can negotiate a settlement with FDA; or
(2) An administrative hearing with an FDA ALJ will take place.

« The Answer must be filed within 30 days of the date of service of the
Complaint, unless the Respondent files and is granted a request for
an extension of time within 30 days of receipt of the Complaint.

(21 C.F.R. § 17.9(a),(c)).
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What Is The Date Of Service Of The
Complaint?
The date of service of the Complaint is either:

1) The date on which Respondent receives the Complaint via UPS.
(21 C.F.R. § 17.7(a)(1)).

-OR-
2) The date on which the Complaint is personally delivered to:

a) the Respondent; or

b) an officer or managing or general agent of the Respondent in
the case of a corporation or unincorporated business.
(21 C.F.R. § 17.7(2)(i)(ii)).
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How Do | Submit Payment?

 Respondent must call the FDA.

« FDA will discuss specific payment options.

w/in
30

1 4 N 4 N

Pay The Penalty Case Is Closed

= / N /




What Do | Need To Do If | Want A
Settlement Conference?

If the Respondent would like to request an informal settlement
conference to discuss the possibility of reducing the penalty amount
owed, they may do so in their Answer, explained below.

If the Respondent requests an informal settlement conference,
further information will be provided to them containing instructions
on selecting a settlement conference date and any documents they

will need at the time of the settlement conference.

w/in

4 30 fRespondent Files an ) 4 h
Days Answer A Settlement
Complaint Filed| —> And Requests A —> | Conference Takes
Place
N ) §ett|ement Conferencg N )




What If | Want To Request a Hearing?

The Respondent may request a hearing by filing an Answer, explained
below, within 30 days of service of the Complaint. (21 C.F.R. § 17.9(a)).

Simply filing an Answer constitutes a request for a hearing unless the
Respondent states otherwise. Settlement discussions can occur at any
time after the filing of an Answer (21 C.F.R. § 17.9(a)).

Filing is completed when your Complaint is received by both:

Division of Dockets Management Administrative Law Judge

Food and Drug Administration Civil Remedies Division
5630 Fishers Lane 330 Independence Ave, S.W.
Room 1061, HFA-305 Cohen Building, Room G-644 (MS 6132)
Rockville, MD 20852 ATTN: FDA CMP
Washington, D.C. 20201
wl/in
4 30 fRespondent Files An 4 N
D A Formal Hearing
: : ays Answer
Complaint Filed| —> m—p Takes Place

/'::"d Relq:est_s A As Ordered By ALJ
X p _ Formal Hearing ) \_ /




What Is In An Answer?

In the Answer the Respondent must:

Admit or deny EACH of the alleged violations made in the
Complaint; If an allegation is not specifically denied, it is deemed
admitted. (21 C.F.R. § 17.9(b)(1)).

State all defenses on which the Respondent intends to rely.
(21 C.F.R. § 17.9(b)(2)).

State all reasons why the Respondent contends that the penalties

should be less than the requested amount. (21 C.F.R. § 17.9(b)(3)).

State the name, address, and telephone number of the

Respondent’s counsel, if applicable. (21 C.F.R. §17.9(b)(4)).

In the Answer the Respondent may also:

Request a settlement conference.




What If | Want An Extension?

» If the Respondent is unable to file an Answer as required, within 30 days of
service of the Complaint, they must file a request for an extension of time
within which to file an Answer. (21 C.F.R. § 17.9(c)).

« The ALJ may, for good cause shown, grant the Respondent up to 30
additional days within which to file an Answer.

» If the ALJ denies the request, the original due date for filing an Answer
stands. No additional time will be given, thus, the Respondent should make
all requests early and continue to prepare their Answer while waiting for the
ALJ’s response.

wl/in
- N 30 ( ) /The Respondent A
Days Respondent May Be Given Up
Complaint Filed | —> RS —>| To An Additional
An Extension
\30 Days To Answer )

- / - /
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What If | Want An Extension?

 To request an extension, Respondent must send their request in
writing, with an explanation of why additional time is needed to

prepare an Answer to both:

Division of Dockets Management Administrative Law Judge

Food and Drug Administration Civil Remedies Division

5630 Fishers Lane 330 Independence Avenue, S.W.

Room 1061, HFA-305 Cohen Building, Room G-644 (MS 6132)
Rockville, MD 20852 ATTN: FDA CMP

Washington, D.C. 20201



What Happens If | Take No Action?

Under 21 CFR § 17.11, if the Respondent does not file an Answer
or pay the fine, the Respondent:

« Waives any right to a hearing and to contest the amount of the
penalties and assessments imposed. (21 C.F.R. § 17.11(b)).

- AND -

« The ALJ can issue a Default Order and require the Respondent to
pay the maximum amount of penalties provided for by law for the
violations alleged, or the amount asked for in the Complaint,
whichever amount is smaller. (21 C.F.R. § 17.11(a)(1) - (2)).

w/in /Court May Issue\
a N 30 ™ Order Requiring
Days | Respondent Does Full Payment
Complaint Filed | —> | Not Answer Or Pay |—> | Of The Penalties
Fine & Respondent
- / - Y Waives Right

\ To A Hearing /




What Will The Respondent Receive After
Responding To The Complaint?

If Respondent pays the penalty in full, the case will be closed once
payment is received. FDA will send notice of case closure to the
Respondent.

If Respondent requests a formal hearing, a notice of hearing
containing the time and date of the hearing will be issued by FDA to
the Respondent, as set by the ALJ.

If Respondent requests a settlement conference, FDA will contact
Respondent to set a settlement conference date.

If Respondent requests an extension to Answer, a decision granting
or denying the request will be sent to the Respondent by the ALJ.
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Where Will The Hearing Take Place?

 If Respondent requests a hearing, the hearing will take
place at the Office of the Administrative Law Judge in
Washington, D.C.

 The Respondent may choose to attend the hearing in
person, via teleconference, or via videoconference.

 If the Respondent chooses to attend the hearing via
videoconference, the Respondent will need to go to the
closest FDA Branch or District Office with
videoconferencing capabilities.



