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[bookmark: _GoBack]	Department of Health and Human Services
	
	DEPARTMENTAL APPEALS BOARD
	
	Civil Remedies Division

_________________________________                                                                
In the Case of:	)
						)
Center for Tobacco Products,	)	Date:  
	)		
Complainant	)
	)		 
- v. -					)	CRD Docket No. C-XX-XXX
						)	FDA Docket No. FDA-201X-H-XXX
Respondent’s Name				)	
d/b/a Establishment’s Name,	)
	)
Respondent.	)
                                                                  	)


INFORMAL BRIEF OF RESPONDENT


The Center for Tobacco Products (“CTP”) seeks to impose a Civil Money Penalty (“CMP”) of $ XXX, against Respondent, Respondent’s Name d/b/a Establishment’s Name.  I will decide the merits of this case based on applicable provisions of the Federal Food, Drug, and Cosmetic Act (“the Act”), 21 U.S.C. § 301 et seq., and federal regulations contained in the Code of Federal Regulations at 21 C.F.R. Part 1140.            

The purpose of this questionnaire and brief is to help you supply information that I will need to decide this case.  Please answer the following questions as completely and accurately as possible.  You are free to attach additional pages to this document if you need more space to complete your answers.  If you wish to add additional comments and arguments, or provide exhibits that do not address your answers to these specific questions, you are free to do so.  An exhibit might include such items as documents, records, or other objects, including video tapes or recordings.


1.  Your relationship to Respondent.   Please state your exact relationship to the Respondent in this case.  For example, if you own Respondent, please say so.  It is possible that you are not the owner of Respondent, but an employee or a manager of Respondent.  If that is the case, please say so.  Or, you may not be directly employed by Respondent or own it, but may be representing Respondent in this case.  If that is the case, please say so.













2.  Respondent’s business.  CTP alleges that Respondent does business at Establishment’s Street Address, City, State, Zip Code, operating with the business name of Respondent’s Establishment’s Name.

Is this statement entirely correct?   ______Yes   ______ No.  

If it is incorrect in any way, please explain how it is incorrect.  Please state what exhibits you rely on to support what you say in your answer to this question and explain how these exhibits support your answer.












3.  Sales of tobacco products.  CTP alleges that Respondent sells tobacco products at its business address.  

Is this true? _____ Yes   _____ No.  

If this statement is untrue, or if you cannot state whether it is true, please explain.  If your answer is “no,” please state what exhibits you rely on as support and explain how these exhibits support your answer.














#.  Sale or sales of tobacco products to minors.  CTP alleges that, on the following date or dates and time or times, Respondent sold tobacco products to a minor or minors who were under the age of 18:  (1) Month, Day, Year, at an unspecified time [OR insert specific time]; and (2) Month, Day, Year, at an unspecified time [OR insert specific time].    

Is this true? _____ Yes   _____ No.  

If this statement is untrue in any respect please explain why it is untrue.  You may argue that it is entirely untrue (that Respondent did not sell tobacco products to a minor or minors on any of the dates and times specified by CTP) or that it is partially untrue (that Respondent sold tobacco products to a minor or minors on one or more of the specified dates and times, but not on all specified dates and times).  If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.


Further, it is a defense to this alleged violation if you or someone working for you relied in good faith on the purchaser’s presentation of a false government-issued photo identification that contained a date of birth.  However, this defense is only available if you have since taken effective steps to prevent future violations, including:

· Adopting and enforcing a written policy against sales of tobacco products to minors;
· Informing your employees of applicable laws prohibiting the sale of tobacco products to minors;
· Establishing penalties for employees’ failure to adhere to such laws; and/or
· Requiring employees to verify age by way of photo identification or an electronic scanning device.

If this defense applies to you, please say so.  Please also provide any exhibits you rely on to support your answer and explain how these exhibits support your answer.









#.  Failure to verify identification of purchaser.  CTP alleges that, on the following date or dates and time or times, Respondent failed to verify the identification and age of one or more purchasers of tobacco products, not over the age of 26, by means of photo identification containing the purchaser’s date of birth:  (1) Month, Day, Year, at an unspecified time [OR insert specific time]; and (2) Month, Day, Year, at an unspecified time [OR insert specific time].    

Is this true? _____ Yes   _____ No.  

If this statement is untrue in any respect please explain why it is untrue.  You may argue that the statement is entirely untrue (that Respondent did not fail to verify the identification of a purchaser on the specified dates and times) or that it is partially untrue (that Respondent failed to verify identification on one or more of the specified dates and times, but did verify identification on other of the specified dates and times).  If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.










#.  Use of self-service displays in a non-exempt facility.  CTP alleges that Respondent had displays or devices on its premises that provided customers direct access to tobacco products on:  (1) Month, Day, Year, at an unspecified time [OR insert specific time]; and (2) Month, Day, Year, at an unspecified time [OR insert specific time].  

Is this true? _____ Yes   ____ No.  

If this statement is not true please explain why it is untrue.  You may argue that the statement is entirely untrue (that Respondent did not have self-service displays on the specified dates and times) or that it is partially untrue (that Respondent had self-service displays on one or more of the specified dates and times, but did not have self-service displays on other of the specified dates and times).  If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.

  






















CTP also alleges that on those dates [and at those times], Respondent permitted individuals under the age of 18 to enter and leave Respondent’s premises and, therefore, Respondent’s premises were a facility that did not restrict access to minors.  

Is this true? _____ Yes _____ No.  

If this statement is not true please explain why it is untrue.  You may argue that the statement is entirely untrue (that Respondent did not permit individuals under the age of 18 to enter and leave Respondent’s premises on the specified dates and times) or that it is partially untrue (that Respondent did not permit individuals under the age of 18 to enter and leave Respondent’s premises on one or more of the specified dates and times, but did permit individuals under the age of 18 to enter and leave Respondent’s premises on other of the specified dates and times).  If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.
























#.  Failure to correct previous violations.  CTP alleges that Respondent had failed to remove items, such as vending machines, that sold tobacco products and the business was accessible to minors in violation of the regulations.  

CTP alleges these violations occurred on:  (1) Month, Day, Year, at an unspecified time [OR insert specific time]; and (2) Month, Day, Year, at an unspecified time [OR insert specific time].  

Is this true?  ____ Yes   ____ No  

If this statement is not true please explain why it is untrue.  You may argue that it is entirely untrue (that Respondent had not failed to remove items that sold tobacco products on any of the dates and times specified by CTP) or that it is partially untrue (that Respondent had not failed to remove items that sold tobacco products on one or more of the specified dates and times, but had failed to remove items that sold tobacco on other of the specified dates and times).  If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.

















 

#.  Sale of misbranded tobacco products through a vending machine.  CTP alleges that Respondent sold tobacco products through a vending machine in which certain tobacco products did not correspond with the label on the selection button used to purchase those products.  CTP further alleges that at least one selection button on the vending machine used terms that are false and/or misleading, such as “TERM e.g., low in tar,” or “TERM.”  

CTP alleges these violations occurred on the following date or dates and at the following time or times:  (1) DATE at XX:XX TIME; (2) DATE at XX:XX TIME

Is this true?  ____ Yes   ____ No  

If this statement is not true please explain why it is untrue.  You may argue that it is entirely untrue (that Respondent, on the specified dates, neither sold tobacco products through a vending machine that did not correspond with the label on the selection button, nor sold tobacco products through a vending machine with a button or buttons that had false or misleading labels), or that it is partially untrue (that Respondent did one of the alleged acts, but not both, or that Respondent did one or both of the acts on one, but not both, of the specified dates).  If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.

#.  Sale or distribution of individual cigarettes.  CTP alleges that, on the following date or dates and at the following time or times, Respondent opened a cigarette or smokeless tobacco package to sell or distribute individual cigarettes or a number of unpackaged cigarettes smaller than the minimum package size:  (1) DATE at an unspecified time (or XX:XX TIME); (2) DATE at an unspecified time (or XX:XX TIME).

Is this true? _____ Yes   _____ No.  

If this statement is untrue in any respect please explain why it is untrue.  You may argue that the statement is entirely untrue (that Respondent did not open a cigarette or smokeless tobacco package to sell or distribute individual cigarettes or a number of unpackaged cigarettes smaller than the minimum package size on any of the specified dates and times) or that it is partially untrue (that Respondent did not open a cigarette or smokeless tobacco package to sell or distribute individual cigarettes or a number of unpackaged cigarettes smaller than the minimum package size on one or more of the specified dates and times, but did open a cigarette or smokeless tobacco package to sell or distribute individual cigarettes or a number of unpackaged cigarettes smaller than the minimum package size on other of the specified dates and times).   If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.



















#.  Failure to sell cigarettes or smokeless tobacco exclusively in a face-to-face exchange.  CTP alleges that Respondent failed to sell cigarettes or smokeless tobacco exclusively in a face-to-face exchange, in violation of the regulations.  CTP alleges that this violation/these violations took place on: (1) DATE at an unspecified time (or XX:XX TIME); (2) DATE at an unspecified time (or XX:XX TIME).  

Is this true?  ____ Yes   ____ No  

If this statement is not true please explain why it is untrue.  You may argue that it is entirely untrue (that Respondent only sold cigarettes and smokeless tobacco in direct, face-to-face exchanges) or that it is partially untrue (that Respondent only sold cigarettes and smokeless tobacco in face-to-face exchanges on one or more of the specified dates and times, but failed to sell cigarettes or smokeless tobacco exclusively in face-to-face exchanges one of the dates).  If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.








CTP also alleges that on those dates [and at those times], Respondent permitted individuals under the age of 18 to enter and leave Respondent’s premises and, therefore, Respondent’s premises were a facility that did not restrict access to minors.  

Is this true? _____ Yes _____ No.  

If this statement is not true please explain why it is untrue.  You may argue that the statement is entirely untrue (that Respondent did not permit individuals under the age of 18 to enter and leave Respondent’s premises on the specified dates and times) or that it is partially untrue (that Respondent did not permit individuals under the age of 18 to enter and leave Respondent’s premises on one or more of the specified dates and times, but did permit individuals under the age of 18 to enter and leave Respondent’s premises on other of the specified dates and times).  If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.




#.  Appropriateness of civil money penalty.  CTP is seeking to impose a civil money penalty of $XXX against Respondent.  

Do you agree that this penalty amount is appropriate? _____ Yes _____ No.  

If you disagree, please explain why, including any mitigating circumstances.  A mitigating circumstance is a fact or situation that you believe I should consider to possibly reduce the amount of any penalty imposed.  

Examples of mitigating circumstances may include your opinion that:

(1)  the penalty is not appropriate in light of the seriousness of the violation(s); 

(2) the penalty will have a negative impact on your ability to continue to do business; 

(3) I should consider the fact that you do not have any previous violations; and/or

(4) I should know of any other matters that you believe justice requires me to consider.  

If your answer is “no,” please state what exhibits you rely on to support your answer and explain how these exhibits support your answer.







#.  Additional arguments or statements.  Do you have any additional arguments or statements that you wish to make in this case? _____ Yes  _____ No.  

If your answer is “yes,” please provide your arguments.  Please state what exhibits you rely on to support your additional arguments or statements and explain how these exhibits support your arguments or statements.







____________________________________
						Respondent or Respondent’s Representative

				
						Name:______________________
								(print)

						Title:_______________________

						Address: ____________________

						____________________________

						____________________________	
				
						Email:_______________________				
						Phone: ______________________

						Date:  ______________________	


A Certificate of Service must be included with your pre-hearing exchange whether you answer the questions listed above on this form or on a separate brief.  The parties are encouraged to use DAB E-File, which may be accessed at https://dab.efile.hhs.gov/login.  
Service by facsimile or email is not authorized.  


Certificate of Service

The undersigned hereby certifies that on the _____ day of __________, _________,
                                                                                                                (day)                            (month)                       (year)
a copy of the foregoing pre-hearing exchange was served on Complainant CTP via 

[choose as  applicable]:  □ DAB E-File; OR  □ hand delivery,  □ U.S. mail, or  □  express 

delivery service, postage prepaid, on the person and address listed below:


XXXX X. XXXX (Name of Attorney Representing FDA)
United States Food and Drug Administration
White Oak XX, Room XXXX
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002




Signed: ______________________________
		       							(signature)


Date: _______________________ 
	              						(full date)	






