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ATTACHMENT 8

REQUEST FOR ADDITIONAL INFORMATION FROM MANUFACTURERS, PACKAGERS AND IMPORTERS OF TOBACCO PRODUCTS










               Form Approved










               OMB#  0920-0210             










               Expiration Date: 08/31/2007
«Name»


«Company»
«Address_1»
«Address_2»
«City_State_Zip»
Dear «Salutation»:

This letter is to notify you that the Centers for Disease Control and Prevention (CDC) has begun processing the Ingredient Report recently submitted by you on «date», on behalf of «Company». As you know, 15 U.S.C. §4403(a)(A) of the Comprehensive Smokeless Tobacco Health Education Act provides in part that each person who manufactures, packages, or imports smokeless tobacco products shall annually provide the Department of Health and Human Services with a list of the ingredients added to tobacco in the manufacture of smokeless tobacco products as well as a specification of the quantity of nicotine contained in each product.

Based on an initial review of the submissions, CDC has noted several errors, which are summarized in the attached document.  Please correct these errors and provide a written update within 60 business days.  Upon receipt of your corrected Ingredient Report, CDC will complete its review of your submission and provide a final determination regarding compliance.  

If you require additional assistance please contact Ruth L. Hayes, (770) 488-5743.






Sincerely yours,
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Matthew T. McKenna, MD, MPH

Director

Office on Smoking and Health

National Center for Chronic Disease Prevention and Health Promotion
Enclosure: (1)

Public reporting burden of this collection of information is estimated to average 6.5 hours per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.  An agency may not collect or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number.  Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to CDC/ATSDR Reports Clearance Officer, 1600 Clifton Road NE, MS E-11, Atlanta, Georgia 30333; ATTN: PRA (0920-0338).
ATTACHMENT 9

FEDERAL REGISTER NOTICE

NOVEMBER 8, 1994, VOLUME 59, P. 55669-55670
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persons on whose behalf the ingredient list is being submitted.

HHS has established strict procedures for assuring the confidentiality of the information
submitted in accordance with section 4 (b) (2) (C) of Public Law 99-252 (15 U.S.C. 4403 (b) (2)
(¢)). The information will be treated as trade secret or confidential information subject to 5 U.S.C.
552 (b) (4). Access to the information will be limited to those authorized by the Secretary in
carrying out their official duties and to duly-authorized committees or subcommittees of the
Congress that submit a written request for the information.

Information Collection Provisions:

This Notice contains information collections which have been approved by the Office of
Management and Budget under the Paperwork Reduction Act of 1980 and assigned the control
number 0920-0338. The title, description, and respondent description of the information collection
are shown below with an estimate of the annual reporting and record keeping burden. Included in
the estimate is the time for reviewing instructions, searching existing data sources, gathering and
maintaining the data needed, and completing and reviewing the collection of information.

Title: Ingredients Added to Tobacco in the Manufacture of Smokeless Tobacco Products.

Description: The Comprehensive Smokeless Tobacco Health Education Act of 1986
requires HHS to collect this information. HHS is authorized to conduct research on the potential
health effects of the ingredients, and to report to the Congress as appropriate.

Description of Respondents: Businesses or Other For-Profit Organizations.

Estimated Annual Reporting and Recordkeeping Burden: The Office on Smoking and Health
(OSH) contacted five smokeless tobacco manufacturers, through the law firm of Patton, Boggs
and Blow, which will submit ingredient information in order to estimate the annualized cost for
reporting ingredient information to the Department of Health and Human Services. The estimated
average cost to industry for this three year period is $4,314. This is based on an annualized
estimated cost of $1,438 per company with an annual estimated cost range of $250 to $3500 per
company per year. The estimated cost to the government for this collection and storage over a three
year period is $18,000.00. This cost is based on an annualized estimated cost of $6,000.00 for
collection and storage.

There are 11 manufacturers, packagers, and importers of smokeless tobacco products in
the U.S. In November 1992, OSH contacted five companies, through the law firm of Patton,
Boggs and Blow, which will submit ingredient information to the Department of Health and
Human Services, regarding the estimated response burden to the industry. Patton, Boggs and
Blow reported that the annual response burden for each company it represents ranges from 4 to
30 manhours, with an average burden of 15 hours per company.

Dated: January 25, 1994.
Walter R. Dowdle,
Deputy Director, Centers for Disease Control and Prevention (CDC).




