State of Maine

Department of Human Services
Bureau of Health

Division of Health Engineering

July 9, 2001

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852.

Subject: Docket No. 01N-0208, Voluntary National Retail Food Regulatory Program Standards

Dear Sir/Madam:

Thank you for providing this opportunity to the State of Maine, Eating and Lodging Program to provide written comment on the proposed collection of certain information by the U.S. Department of Health and Human Services, Food and Drug Administration (FDA).  The Paperwork Reduction Act of 1995 requires federal agencies to allow 60 days for public comment.  This specific notice involves FDA's collection of information from state agencies concerning the Voluntary National Retail Food Regulatory Program Standards.

Pursuant to the notice, FDA is inviting comment on: (1) whether the proposed collection of information is necessary for the proper performance of FDA's functions, including whether the information will have practical utility; (2) the accuracy of FDA's estimate of the burden of the proposed collection of information, including the validity of the methodology and assumptions used; (3) ways to enhance the quality, utility, and clarity of the information to be collected; and (4) ways to minimize the burden of the collection of information on respondents, including through the use of automated collection techniques, when appropriate, and other forms of information technology.

We have reviewed all nine of the standards found in the Voluntary National Retail Food Regulatory Program Standards.  I would like to compliment the FDA for putting together such a comprehensive set of standards.  Unfortunately, our review revealed a number of issues that will preclude the Maine Bureau of Health’s Eating and Lodging Program from requesting listing in the FDA National Registry of participating regulatory agencies.  The major reason for this is the management tasks FDA requires the State to perform including the periodic reporting of results to FDA.

While we believe the assessments as prescribed our very worthwhile, and certainly a task we would like to undertake, it is not possible at this time.  Were it just the program self assessment, that would be a task that we would possibly consider.  However, also required is to conduct a baseline survey of the regulated industry, and to obtain an independent outside audit.  All three tasks must be completed within a 3-year time span and the tasks must be performed in accordance with the guidance provided in the National Standards and the results reported to FDA.

We believe the State agencies involved in food code related regulatory programs would benefit from such reviews.  Due to the time constraints we believe the FDA should provide funding to assist the states in these reviews.  Along those lines, such grants to states could result in contracts to knowledgeable individuals (including other states’ personnel) to have these reviews conducted.  Further, it is our opinion that the 92 hours suggested to complete each of the three reviews (the program self assessment, the baseline survey of industry, and the outside audit) are very conservative, and likely to be twice that time, not to mention the continuous training and re-certification of staff.

Thank you again for this opportunity to provide comment.

Sincerely,

W. Clough Toppan, P.E.

Director

Division of Health Engineering

Bureau of Health

Department of Human Services

clough.toppan@state.me.us 

cc: Philip W. Haines, Dr PH , Deputy Director, Bureau of Health

