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Philip Morris USA Inc. ("PM USA") and U.S. Smokeless Tobacco Company LLC
("USSTC") 1 appreciate the opportunity to comment on the proposed extension of
collection of information pertaining to the submission of tobacco health documents. 2
On April 29, 2010, we submitted tobacco health documents to the Agency. Our
experience in preparing the April submission confirmed our prior comments to the
Agency regarding the utility and burden associated with section 904(a)(4) submissions. 3
In our January comments, we urged FDA to permit manufacturers to exclude drafts from
their section 904(a)(4) submissions and instead provide only final or most current
versions of health documents. As noted in our tobacco health document submission
cover letters in April, compliance with the Agency's Draft Guidance resulted in
significantly more than 100 hours of work to identify, collect and prepare draft documents
for submission.

PM USA and USSTC are wholly owned subsidiaries of Altria Group, Inc. Altria Client Services Inc.
("ALCS") is making this submission on behalf of PM USA and USSTC. ALCS provides certain services,
including regulatory affairs and research and development, to the Altria family of companies. 'We" or
similar pronouns are used throughout to refer to PM USA and USSTC.
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See 75 Federal Register 20603 (April 20, 2010) (the "April Notice")

See Comments by PM USA and USSTC to FDA's December 2009 Draft Guidance for Industry: Tobacco
Health Document Submission, dated January 22, 2010 ("January comments").
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Our January comments also addressed in some detail the complex classification and
coding recommendations described in the Agency's December 2009 Draft Guidance. As
we pointed out, these recommendations would present daunting challenges to PM USA
and USSTC due to their complexity, impose undue burdens and likely would not provide
to the Agency consistent, objective and useful information. Alternatively, we suggested
that FDA accept submission of the documents in text searchable format along with
certain limited, objective document coding. Because the Agency indicated it would not
enforce the classification/coding recommendation for tobacco health documents
developed between June 22, 2009 and December 31, 2009, 4 we were able to meet the
deadline set forth in FDA's April Guidance for the first submission.
We continue to believe that each of the draft documents recommendation and the
classification/coding recommendation — standing alone — will impose burdens that
significantly exceed the Agency's 200 hour per submission estimate set forth in the April
Notice and likely inundate the Agency with information with little incremental value. 5
Thank you for this opportunity to supplement our prior comments on this topic. If you
have any questions regarding this submission, please contact me.
Sincerely,

James E. Dillard III

See FDA's Guidance for Industry: Tobacco Health Document Submission, released on April 16, 2010
("April Guidance").
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As noted in our January 22, 2010 comments, submission of multiple prior drafts of a document will not
reflect the final or most current version of a document regarding a particular tobacco health topic and so
will provide no incremental benefit to the Agency. The proposed classification/coding recommendations
will result in unavoidably subjective and inconsistent coding of tobacco health documents that will provide
much less value than the combination of text searchable documents and limited, objective coding we
proposed in January.
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